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Abstract

Patient empowerment and involvement has become increasingly important
within the health sector. There has been a lot of focus on patient
information, and a document like the Patient Information Leaflet
(henceforth PIL) has been the subject of an ongoing discussion for the last
ten years and more. The PIL has often been criticised for its lack of user-
friendliness in spite of legal requirements as those outlined by the
European Commission Directives. There have, however, been several
initiatives to improve their readability, comprehensibility and functionality.
In the UK, the Medicines and Healthcare Products Regulatory Agency
(MHRA), introduced the ‘Always Read the Leaflet Guideline’, the ‘PIL of
the month’ issue, and recently, in July 2012, the ‘Best Practice Guidance on
Patient Information Leaflets’. The aim of the guidelines is to support
Pharmaceutical companies and medical experts to enhance the layout, the
language and style of PILs and make them ‘easy to read, understand, and
act upon’. Considered as a genre with potentially seven moves, in this study
60 PILs have been manually analysed based upon a systemic functional
linguistic (SFL) framework to evaluate their quality from the levels of the
genre, the discourse semantics, and lexico-grammar. The notion of generic
structure potential is also elaborated according to frame theory.
Furthermore the visual features of layout and design have been examined in
accordance with the EU requirements and with the MHRA’s recommended

guidelines.



FOREWORD

The present study initially arose from my general interest in health
information and communication for the lay audience. At first my
research was dedicated to the popularization of science texts, then to
written information that promotes patient education, and finally, to
patient information leaflets (PILs). | embarked on the study of PILs two
years ago after reading an article which reported about the changes to
wordings on patient medicine labels because they were found to be
“confusing and misleading” (Raynor, 2011). Labels are the adhesive
instructions added to medicinal packets and bottles by pharmacists in
the UK when dispensing a medicine. They give a very brief summary
of what the doctor has prescribed for his/her patient. The PIL, on the
other hand, is a thin folded piece of paper of different sizes, printed in a
small font, and found inside the medicine package.

During the initial part of my research | had the opportunity to
contact and receive some important information from Professor Theo
Raynor, a researcher at Luto Research Ltd Company, University of
Leeds, about patient medicinal written information. He told me to make
a clear distinction between ‘labels’ and ‘PILs’ because the former are
produced by  pharmacists, whereas, the latter are issued by
Pharmaceutical manufacturers.

| started my research by browsing websites and writing to
Pharmaceutical companies for sources. Surprisingly, | found that quite
a lot had been written about patient information leaflets accompanying

medicinal containers. Of note, a lot of work had been carried out In:



Australia, the U.S.A, the Netherlands, Germany, South Africa, Iran,
Palestine, Hungary, Italy, and of course, the UK which is one of the
foremost promoters of health education, empowerment and
involvement. Involvement means that the person who receives a
medicine needs to become an active reader and participant of the act
of taking a medicine. This aspect of medicine information through a
popularised comprehensive text, the PIL, motivated me to take on a
study of patient information leaflets and labels issued in the U.K. in the

last five/six years.






INTRODUCTION

People expect and are entitled to good quality information about their
medicines, whether prescribed (P) or bought-over-the counter (OTC).
Informed decision-making by patients and the public about medicines is
keenly promoted by the British Department of Health (DH), and is an issue

with which healthcare professionals are increasingly becoming familiar.

We live in a society rich in health information sources, and consumers
expect to be able to access information in order to make informed
decisions about their health and medicines. For many people, the primary
or only source of information about their medication is the statutory patient
information leaflet (PIL) which, since January1999, has had to be supplied
with every medicine packet or bottle. Unlike other sources of health
information, PILs are highly regulated on a European level to guarantee a
comprehensible document that contains the essential information to enable
patients to use medicines safely and gain the most benefit from it. Being
set out in European and national legislation PILs must comply with
regulatory requirements (the European Commission Directives and
Guidelines, 1998, 2001, 2004, 2009). Despite the rules and regulations, the
UK Medicines and Healthcare products Regulatory Agency (MHRA)
acknowledges that PIL consumers often do not read their leaflet, because
they perceive it to be too long or complex (Raynor et al, 2007:2). The
complexity of PIL production is not only linked to the legal requirements,
it is also exacerbated by the knowledge asymmetry between the sender, a
medical expert, and the receiver, a layperson. The receiver side of the

communication process is very complex for PILs as the potential receiver
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Introduction

group consists of a large heterogeneous group, who, in the reception
situation, might feel anxious, stressed or insecure (Albin 1998: 118). Even
though text producers might be aware that their potential receiver is a lay
person, the receiver of many types of medications can potentially be the
entire population, which means that the text producer can never really have
a specific receiver in mind, and visualization of the receiver can be
extremely problematic for the text producer (Askehave and Zethsen 2003:
26).

Furthermore, research into mass communication concludes that mass
communicators use specific cognitive tools to visualize a receiver, and
studies from other disciplines such as communication and psychology
show that experts, because of their expert status, are often unaware of
what poses problems for lay people, and therefore, might overestimate the
knowledge of their receivers (e.g. de Jong and Lentz 2007; Lentz and de
Jong 2009; Hinds 1999; Nickerson 1999 cited in Askehave and Zethsen
2003: 26). This approach might prove very detrimental to user-
friendliness, and may create within the patient an unhappy feeling caused
by the amount of information he or she receives about a medication
(Harrison and Harwood 2004).

Literature reviews also show that there are a number of readability
formulas which have been used to assess the structural elements of PILs
which are designed to measure reading difficulties. Formulas, such as
FOG, Flesch and SMOG, for example, produce a score or number that
indicates how readable a piece of text is, focusing on the premise that long
words and/or sentences make text harder. But there are objections to these
‘readability’ procedures because they are found to be limited. In a paper,
Dixon-Woods (2001) for example, argues that the focus on readability

arises from conceptions of the purposes of leaflets as well as from
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Introduction

assumptions about the process of communication itself. The dominant
conception derives from a biomedical perspective: PILs are a means of
patient education and their purpose is to save time and energy and to
provide medico-legal security for providers of health care. In this view, the
PIL is aimed at effecting cognitive, attitudinal or behavioural changes in
patients, who are irrational, passive, forgetful and incompetent. Readability

formulas do not take this aspect in consideration, actually they:

“ exclude the voice of patients from the evaluation of printed
information, since the value of leaflets can be predicted by a
formula about the relationship between syllables and sentence
length”.
Dixon-Woods (2001: 1426)
By contrast, conceiving of the purpose of PILs as patient
empowerment values patients’ rationality, competence, resourcefulness
and reflexivity. If communication is to be effective, the PIL must be

‘noticed, read, understood, believed and remembered’ (ibid.).



OUTLINE OF THE THESIS

The present research project is structured as follows:

Chapter One opens with a literary review on background information
about health communication and literacy. The sections that follow focus on
the PIL as regards to its definition, background and rationale. Then an
overview of the international and national regulating organizations, that
control and provide guidelines for the enhancement of patient leaflets to
meet patients’ needs, are presented. The legal framework (Directives of the
European Community), actually recommends a standard layout (template)
which is addressed to all the EU Member States. The following paragraphs
of Chapter One, and the rest of this study, concentrate on PILs issued in the
UK only. These are highly regulated by criteria standards as regards to
language, content and layout. The MHRA, responsible for promoting and
ensuring best health information and communication, has issued various
guidelines and initiatives to enhance the quality of British patient leaflets.
Initiatives such as, PIL user-testing, the ‘PIL of the month’ for best-
practice, and the X-PIL Service for alternative formats for visually or audio
impaired users, and/or for people whom English is not their first language,
are amongst those issues which are investigated in these paragraphs. The
final section is dedicated to the legal classification of medicines in the UK
to indicate the differences between leaflets that accompany medicines
dispensed only with a prescription (POM), and leaflets accompanying
medications that can be supplied without a doctor’s prescription over-the-
counter (OTC) .



Outline of thesis

The second Chapter is dedicated to readability processes and to the
reading comprehension of PILs. First, a literature review is given as regards
to readability mental processes and cognitive factors that are involved when
performing the act of reading a text. Then, an overview of readability
formulas are mentioned as tools used for assessing readability in general,
and in particular for assessing PILs. Flesch, Fry and SMOG formulas,
mentioned beforehand, are amongst some of the formulas which have been
applied to measure the readability and comprehensibility of PILs. Research,
however, consider the drawbacks of these formulas (Lunzer and
Gardner,1979; Anderson and Davison, 1988; Halliday, 1998; Dixon-
Woods, 2001), and demonstrates that there are parameters which go
beyond text lexis and sentence length which involve other factors such as
prior knowledge, abilities, preferences, strategies and effective factors. The
closing sections of this chapter focus on the concept of word difficulty,

sentence length, and the supportive role of prior knowledge.

Chapter Three and Four are devoted to the analysis of the corpus of this
research and provide results and discussion. Sixty original PILs are
introduced, and analysed in line with Halliday’s Systemic Functional
Linguistics (SFL). The method of investigation is manual of the corpus and
the reason for preferring this procedure to a computerised analysis is that it
proves to be carrying a more individualistic character. SFLs views
language as a social semiotic resource people use to accomplish their
purpose by expressing meanings in context. Patient information leaflets are
an important adjunct to verbal exchange between doctor/expert and
patient/lay reader. The value of PILs is dependent upon whether they
contain useful information and are easily understood. Thus, SFLs has
provided me with the possibility to study the corpus within a narrower and
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wider context of research. Being the PIL, quite a standard genre (as resulted
from the findings) a computerised study would have been limited to few
variables. Furthermore, a corpus-based approach is more appropriate for a
bigger size corpus, and/or for a diachronic analyses.

Following Halliday’s approach, the PILs selected have been analysed
within a framework that considers both lexico-grammatical features of
language and the discourse-semantics. The overall aim of this study was to
assess the quality of current PILs, and find whether they are patient-
centered, rather than medical/expert-orientated. The theory applied was a
useful and fruitful tool for exploring a full range of relevant textual
elements within the corpus in order to identify the writer-reader objectives.
Frame theory (Paltridge, 1997), for what concerns the notion of generic
structure potential, has also been used to identify how the structural

elements of the generic structure of PILs operate.

Referring to the above considerations, my research questions are as
follows:

e How stabilized are the text patterns in the corpus, or better, how
conventional is the text structure?

e What are the features in a text-based analysis of patient
information leaflets to contribute to the fulfillment of writer and
reader objectives?

e [s ‘patient centeredness’ manifested linguistically and how is it

manifested?

Within the SFL theory, a series of sub-questions have been selected to
assess the quality of PILs in a more detailed manner. The evaluation has

considered items which include the overall organizational or generic
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structure of the text; the rhetorical elements; the meta-discourse; the clarity
of the role relationship between writer and reader; the headings; the lexical
density (carried out on section two of the PILSs); and specialization of lexis.
Finally, although the format is not of linguistic nature but essential for
comprehension, the visual aspect of PILs has also been examined. All the
design features have been analysed (e.g. general typography, the length,
illustrations, format and layout), in accordance with legal design guidelines
(European Commission and MHRA), and based upon research literature
(e.g. Hartley, 1994; Schriver, 1997; Dowse and Ehlers, 1998, 2005; Piwek
et al, 2006).

Chapter Four is totally concentrated on the presentation and discussion
of the results. Following a step by step method, a wide range of examples,
scanned and copied from the original PILs, are presented, and respond to
the sub-questions applied within the linguistic framework for assessing the

quality of PILs.

The fifth and last Chapter of this project, is dedicated to the new
wordings on medicine labels which had remained the same since 1985 in
the British National Formulary (BNF), the authoritative textbook that
medical experts use for looking up information about medicines. In March
2011, the BNF introduced some important changes following the group of
Luto’s researchers. The Chapter starts with an overview of the information
found on the medicine’s dispensing label, continues with the presentation
of the recent wordings and its rationale, and ends with an interesting
interview which has been trans-scripted by myself. A reporter of BBC
Radio 4, interviews Professor Theo Raynor about the changing situation of

labels in Britain.
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Finally, there is a list of anagrams used in the thesis, the references and
an Appendix Section. In Appendix 1, examples of authentic labels are
shown with the names of some patients who have given me the permission
to use them for my thesis. Appendix 2 includes all the copies of the corpus
studied. The PILs attached are copies of the original leaflets examined,
where colour, spacing, section separation, features of the headings, sub-
headings, and the date of the PILs can be noticed. All the PILs were
scanned and saved beforehand, and then copied. However, their dimension
has been modified in order to fit the pages appropriately, furthermore some
of the parts have not been copied for space reasons in the thesis. The
original copies in their complete version may be viewed in the CD that has
been enclosed, or downloaded in their updated versions in the electronic

medicine compendium (see 3.4).



CHAPTER ONE

PATIENT INFORMATION LEAFLETS (PILs)

“Everyone needs written medicines information at some time”.
(Raynor et al; 2007: 1)

1.1 Overview of Chapter

This chapter will attempt to explain how health communication has
developed in the last decades to inform users about health matters, and the
importance of health literacy. The following paragraphs are concerned
with the presentation of the patient information leaflet: its background and
rationale; the main regulating responsible agencies which control PILs; the
standard layout of a PIL; the rules and regulations within the European
Community; the patient medicinal leaflet in the UK; what user-testing is;
the PIL of the Month initiative; other formats of PILs. Finally, the
classification of medicines in the UK and the difference between P

medicines and OTC medicines and their relevant package PILs.

1.2. Health communication and literacy

Health communication has developed over the last thirty years as a
vibrant and important field of study concerned with the powerful roles
performed by humans and mediated communication in health care delivery
and health promotion. Health information is the most important resource in
health care and promotion because it is essential in guiding strategic health

behaviours, treatments and decisions (Kreps, 1988).



Chapter 1: Patient information leaflets (PILS)

Health communication examines many different levels and channels of
communication in a wide range of social contexts. The primary levels
analysis include: intrapersonal, interpersonal, group, organizational, and
societal communication. Intrapersonal health communication inquiry
examines the internal mental and psychological processes that influence
health care, such as health beliefs, attitudes, and values that predispose
health care behaviours and decisions. Intrapersonal health communication
inquiry examines the relational influences on health outcomes, focusing on
the provider/consumer relationship, dyadic provision of health education
and therapeutic interaction, and the exchange of relevant information in
health care interviews. Group health communication inquiry examines the
role communication performs in the interdependent coordination of
members of collectives, such as health care teams, support groups, ethics
committees, and families, as these group members share relevant health
information for making important health care decisions. Organizational
health communication inquiry examines the use of communication to
coordinate interdependent groups, mobilize different specialists, and share
relevant health information within complex health care delivery systems to
enable effective multidisciplinary provision of health care and prevention
of relevant risks. Jackson and Duffy (1998) stated that societal health
communication examines the generation, dissemination, and utilization of
relevant health information communicated via diverse media to a broad
range of professional and lay audience to promote health education, health
promotion, and enlightened health care practice.

Health literacy comes in very importantly for the comprehension of the
health material supplied. Health literacy is a concept in health research that
goes beyond general literacy, which defines the reading ability of the

individual, because it integrates comprehension and incorporation of health
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material into use. Healthy People 2010 cited in Ngoh (2009: 47), defines
health literacy as “the degree to which individuals have the capacity to
obtain, process, and understand basic health information and services
needed to make appropriate health decisions”. Boswell et al., (2004) argue
that a person’s functional health literacy may be significantly poorer than
his or general literacy and that health literacy is: “the ability to read,
understand and act on health information” (Boswell et al., 2004: 62).

The increased focus on the importance of health communication,
especially with the general public, shows that the demand for patient
information and involvement comes from both the patient and the societal
push to involve patients in their own health. This is the why UK
government policy is to provide patients with health information that is

accessible and of high quality as:

“quality information empowers people to make choices that are

right for them”
(Department of Health. The information standard and
accreditation, 2010)

Patient information leaflets (PILs) as a medium of communication, play
a crucial role in patient empowerment and involvement (Holmstorm &
Roing, 2010) and are considered the most important source of information
about a medication for the patient (Bjerrum & Foyed, 2003: 58). The leaflet
must not replace a full discussion between a doctor and a patient but it is
actually thought of as a consistent basis of information which doctor or

patient may wish to expand upon.

1.3 WhatisaPIL?

A PIL, short for ‘patient information leaflet’, is a document enclosed
in the sales package of a medicinal product and is written in the national

language(s) of the country where it is sold. Other names may be found, for
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Chapter 1: Patient information leaflets (PILS)

example: ‘consumer medicine information’, ‘instruction leaflet’, ‘package
insert’, ‘consumer insert’.

PILs are issued by pharmaceutical companies and have to meet the
requirements of the medicine regulatory agencies in the country where the
PIL will be issued. For the European Community countries, these leaflets
are tightly regulated both by the European Medicine Agency (EMEA) and,

by the country’s own medicine regulatory agency (see paragraph 7).

PILs are summarised and simplified versions of summaries of product
characteristics (SPCs). The Summary of Product Characteristics is a
specific document required within the European Commission before any
medicinal product is authorized for marketing. This summary is the
description of the product both in terms of its properties, chemical
substances, pharmacological and pharmaceutical use, and the clinical use
that can be made of the product. The EU provides guidelines on the use of
this document for applicants. The Summary must be completed and
submitted as an application to the EMEA before marketing is authorized.
Therefore, the document is an intrinsic part of the authorization, and cannot
be changed following approval. The SPC is not intended to give general
advice about treatment of a condition but states how the product is to be
used for a specific treatment. It forms the basis of information for health
professionals to know how to use the specific product safely and
effectively. SPCs are produced for the approval and development of
medicines and are intended for professionals and experts. A PIL, on the
other hand, is an adapted version, simplified, popularized, and intended for

the lay audience.
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1.4 Background and rationale of PILs

The need for readily available and useful written patient information on
medicines was highlighted by a retrospective study on evaluation of
emergency room visits in the United States (Department of Health and
Human Services, 2000: 4). The study indicated that a large number of visits
and hospitalization were a result of simple non-adherence to instructions
related to prescribed medicines. The questions at this point are: Were the
patients aware of the consequences of not taking their medication as
prescribed? Were they supposed to inform the doctor of side-effects or
medicine interactions experienced? Who was responsible for a negative
therapeutic outcome? Did the system fail to provide sufficient information
to enable patients to protect themselves? The Department of Health and
Human Services stated that the problem to be addressed was that the
desired therapeutic outcomes were not achieved, or that patients could be
adversely affected as a result of their ignorance regarding the medicine to
take (Department of Health and Human Services 2004: 4).

In a research project carried out by Mary Dixon-Woods (2001) on the
publications of discourses about the use of patient information leaflets,
numerous reasons are given for the motivation of using patient information
leaflets. For example, leaflets are seen as a possible source of advantage to
health care providers. Proposed benefits include saving time in the
consultation, and relieving staff boredom. Leaflets have also been
proposed as a possible source of medico-legal advantage, as a means of
achieving cost-benefits in the national Health Services, or as a substitute
for expensive professional time, (Dixon-Woods, 2001: 1419).

As in the case of the Department of Health and Human Services, 2004,
another powerful motivation for using patient information leaflets derives

from a discursive construction of patients as irrational, passive, forgetful,

13
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and incompetent. These assumptions themselves draw on a body of work in
cognitive psychology carried out by Phillip Ley and collegues (e.g. Ley,
1973, 1977, 1988). Again Dixon-Woods (2001: 1423) refers to Hjelm-

Karlsson (1989), who notes:

“[...].these findings clearly demonstrate that giving oral
information to patients in many cases is equivalent to not

giving information at all”.
(Dixon Woods, 2001: 1423)

The verbal advice (patients) are given is often forgotten (Ley, 1979),
and the medical terminology may be confusing (Boyle, 1970, Baker et al.,
1991: 525)

These considerations characterise patients as being unreliable witnesses
to their consultation. Patient leaflets are therefore used to compensate for
patients’ inadequacies and to bring their knowledge into line with what is
medically “correct” (Dixon-Wood, 2001). In the words of Savage (1992):

“It is crucial to back up verbal advice with written material, as
the average adult forgets half of what is told within a few
minutes™.(1992: 24)

In general, people may only retain about 20% of what they hear, but
this may increase by 50% if there is additional visual or written input.
(Kenny et al., 1998)

Do patient information leaflets effect cognitive, attitudinal, or
behavioural changes in patients? According to researchers (Ley, 1979;
Hjelm-Karlsson, 1989, cited in Dixon-Woods, 2001, 1423) they do, and
their role is to improve compliance, because non-compliance is the result
of incompetence. There is the need to consider patients as active
participants in their care rather than passive recipients.  Health
professionals must take account of patients’ views and preferences and

share decision-making in appropriate ways (ibid.).
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Hence, PILs have the goals of promoting the health of the population,
educating about health problems, stimulating and optimising the use of a
medicine and “ensure safe, effective and appropriate use when the decision
has been made to take it (Raynor, 2009). In other words, PILs are to meet
the consumer’s demand for information about their medicine, condition and
general health matters (Ley and Morris, 1984; Kay and Punchak, 1988) and

to strengthen the (verbal) information given during a GP consultation.

1.5 Responsible Agencies

There are various national or international organizations that regulate
medical information. In the United States there is the Food and Drug
Administration (FDA) which determines the requirements for patient
package inserts and labels. Other organizations that regulate medical
information include the European Medicine Agency (EMEA), which from
1995 to 2004 was known as the European Agency for the Evaluation of
Medicine Products. It is based in London and was set up after more than
seven years of negotiations among EU governments. It replaced the
Committee for Proprietary Medicinal Products and the Committee for
Veterinary Medicinal Products, though both of these were renamed as the
core scientific advisory committees. The Japanese Ministry of Health,
Labour, and Welfare (MHLW) is responsible for Japan. Other country-
specific agencies, especially in the case of EU (European Countries)
countries and candidates, plus countries of South America and many in
Asia and the Far East, rely heavily on the work of these three primary
regulators. The Therapeutic Goods Administration (TGA) is Australia’s
regulatory authority for therapeutic goods. They carry out a range of
assessment and monitoring activities to ensure that therapeutic goods

available in Australia are of an acceptable standard with the aim of
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ensuring that the Australian community has access, within a reasonable

time, to therapeutic advances.

The first patient package insert required by the FDA was in 1968,
mandating that an inhalation medication was to contain a short warning
explaining that excessive use could cause breathing difficulties. Then in
1970 a patient package insert was required for combined oral contraceptive
pills which had to contain information for the patient about specific risks
and benefits about that medicine. In the UK, the first patient information
leaflets accompanied inhaled medicines and others that required detailed
instructions for use, by patients self-medicating outside the healthcare
environment at the end of the sixties and during the early seventies. In
other European countries, such as Italy, Germany and the Netherlands,
information leaflets in medicine packets were already used during the

sixties.

1.6. LayoutofaPIL

The contents and structure of PILs has not remained the same in the
course of time but has undergone many changes, and is still facing changes
to meet the requirements of the authorities and, most importantly, the
patient’s needs. At the end of the eighties, the European Commission
started to standardize patient information. Before that time, the individual
European countries each had their own laws regarding the documentation
of patient information.

The Directive requires that the PIL is drawn up in accordance with the
Summary of Product Characteristics and that it contains specific

information in a specific order.
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Detailed information on the medicines and the leaflet is available in all
EU/EE languages on the European Medicines Agency website at:

http://www.ema.europa.eu.

The Directive prescribes the following seven sections within a PIL:

e Identification of the medicine
Name of the product, the active substance and details of the other
ingredients, the pharmaceutical form, contents within the pack, the
name and address of the marketing authorization holder and the
manufacturer and the way in which the medicine works.

e Therapeutic indications for the product
The conditions for which the medicine is authorized.

e Information which patients need to be aware of prior to taking
the medicine
Situations when the medicine should not be used, any precautions
and warnings, interactions with other medicines or foods, special
patient populations such as pregnant women or nursing mothers, and
any effects the medicine may have on the patient’s ability to drive.

e Dosage and usual instructions for use
How to take or use the medicine, how often the dose should be
given, how long the course of treatment will last, what to do if a dose
is missed and, if relevant, the risk of withdrawal effects.

e Description of side effects
All effects which may occur under normal use of the product and
what action the patient should take if any of these occur.

e How to store the product

e Date on which the leaflet was prepared

(Always read the leaflet — getting the best information with every medicine, 14-15).
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The PIL must be written in the official language of the member state and

must also be written in clear and understandable terms for the users.

1.7 Rules and regulations in Europe

Written medicine information for patients was introduced no earlier
than the late 1970s in Europe, according to Koo (2005). Until the eighties,
European countries each had their own regulation, and an important step
forward was taken by Belgium which, as a pioneer introduced a law in
1984 stating that package leaflets had to be written in such a way as to be
legible for adults who had the educational level of compulsory school,
which was sixteen in Belgium at the time. Following the example of
Belgium, Europe decided that henceforth medicine packages had to contain
a comprehensible patient information leaflet.

In 1992 the then EEC issued Directive 92/27/EEC to standardise
patient information for all EU countries. Article 8 of this Directive

stipulates that:

“[...] the package leaflet must be written in clear and
understandable terms for the patient and be clearly legible in
the official language or languages of the Member State where
the medicinal product is placed on the market. This provision
does not prevent the package leaflet being printed in several
languages, provided that the same information is given in all

the languages used”
(Directive 92/27/EEC)

The fact that the then twelve member states of the EEC were obliged to
comply with this directive, created the need for a multilingual glossary in
the nine languages spoken in the former EEC at that moment (EN, NL, FR,
DE, ES, PT, IT, EL, & DA). This was the immediate cause for setting up
the Multilingual Glossary of Technical and Popular Medical Terms in

1993, which was completed two years later in 1995. The multilingual
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glossary containing, 1,830 technical medical terms and their popular
equivalents in the nine languages was put on the web at:

http://users.ugent.be/~rvdstich/eugloss/welcome.ntml  at the disposal of

the general public, where it can still be consulted (Vanopstal and Van
Wiele, 2009).

As for Directive 92/27/EE, after a phasing-in period, it came into effect
across the EU in January 1999 (Dickinson, Raynor & Duman, 2001: 148).
In 2001, this Directive was revised by Directive 2001/83/EEC and in 2004
by Directive 2004/27/EEC. The Directive describes the conditions for
which all PILs brought onto the European market must comply with.
According to article 59 of Directive 2004/27 EEC, a package leaflet should
be drawn up in accordance with the Summary of Product (SPC). The
Economic Commission validated their Council Directive by stating that the

purpose was to:
“provide guidance on how to ensure that the information on the
labeling and package leaflet is accessible to and can be
understood by those who receive it in order to guarantee safe
and appropriate efficacy .
(Directive 2004/27 EEC)
The characteristics to be included, are as follows:
(a) identification of the medicinal product
1. name, strength and pharmaceutical form, and, if appropriate, if it is
intended for babies, children or adults. The common name shall be
included where the product contains only one active substance and
if its name is an invented name;
2. pharmaco-therapeutic group or type of activity in terms easily
comprehensible for the patient;
(b) the therapeutic indications;
(c) list of information which is necessary before the medicine is taken:

1. contra-indications;
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. appropriate precautions for use;

. forms of interaction with other medicines and other forms of

interaction (e.g. alcohol, tobacco, foodstuffs) which may affect the

action of the medicine;

4. special warnings;

(d)

1.
2.
3.

(€)

the necessary and usual instructions for proper use, and in

particular:

the dosage;

the method, and, if necessary, the route of administration;

the frequency of administration, specifying if necessary the

appropriate time at which the medicinal product may or must be

administered; and, as appropriate, depending on the nature of the

product:

. the duration of treatment, where it should be limited,;

.the action to be taken in the case of an overdose (such as
symptoms emergency procedures);

. what to do when one or more doses have not been taken;

. indication, if necessary, of the risk of withdrawal effects;

. a specific recommendation to consult the doctor or the pharmacist,
as appropriate, for any clarification on the use of the product;

a description of the adverse reactions which may occur under

normal use of the medicine, and. if necessary, the action to be taken

in such a case; the patients should be expressly asked to

communicate any adverse reaction which is not mentioned in the

package leaflet to his doctor of pharmacist;

(F) a reference to the expiry date on the label, with:

1
2

. awarning against using the product after that date;
. Where appropriate, special storage precautions;
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3.if necessary, a warning concerning certain visible signs of
decoration;

4.the full qualitative composition (in active substances and
excipients) and the quantitative composition in active substances,
using common names, for each presentation of the medicine;

5. for each presentation of the product, the pharmaceutical form and
content in weight, volume or units of dosage;

6. the name and address of the marketing authorization holder, and,
where applicable, the name of his appointed representatives in the
Member States;

7. the name and address of the manufacturer;

(g) where the medicine is authorized in accordance with Articles 28 to
39 under different names in the Member States concerned, a list of
the names authorized in each Member State;

(h) the date on which the package leaflet was last revised.

(Directive 2004/27/EC of the European Parliament and of the Council 136/48-
136/49).

The Directive, as a legal instrument, binds upon each Member State to
which it is addressed. However, the national authorities in each Member
State (such as the Agenzia Italiana del Farmaco -AIFA- in Italy and the
MHRA in the United Kingdom) are allowed to adapt the Directive into a
form they consider most suitable for achieving the objectives in their
country (according to the EU Pharmaceutical Legislation).

In 1998 the Pharmaceutical Committee of the European Commission
published: “A Guideline on the Readability of the Label and Package
Leaflet of Medicinal Products for Human Use (more commonly known
as “Guideline on readability”) which was especially aimed at the
readability of PILs and was to supplement the existing Directive
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92/27/EEC. In this document, requirements with regard to contents,
structure, design and style of PILs were drawn up. It provides advice to
marketing authorization holders (MAH) and does not have legal force; the
definitive legal requirements are those outlined in the Directive and
national rules of the Member States. However, this guideline should be
considered as a “harmonized Community position” which will simplify the
assessment, approval and control of PILs. Marketing authorization holders
(MAH) and manufacturers of medicines are allowed to take alternative
approaches regarding the readability of PILs, but they need to justify their
procedures. The Guideline on readability consists of the following
directions (summarized):
e The print size and type should be 8 points Didot.

e The spaces between lines should measure at least 3 mm.

Words in full capitals/upper case should be avoided.
e Colours may be used but must be distinguished from the

background.

Simple punctuation should be used.

Sentences over 20 words or 70 characters should be avoided.

The rules concerning bullet point lists should be obeyed. A group
of bullet points should be introduced with a colon and a single full
stop should be placed at the end of the group. A list of bullet
points should begin with the uncommon and specific case and end
with the common or general case, unless this is inappropriate for

the product.

A minimum number of words should be used in the bullet points
and never more than one sentence. There should be no more than
nine items where the bullet points are simple and no more than

five when they are complex.
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e Abbreviations should be avoided.

e When possible ‘it' should be used for reference to the medicine,
avoiding repetition.

e The paper size should be A4/A5 for long leaflets. The paper weight
should be no less than 40g/m2.

e (Sub)headings should be made conspicuous (e.g. by colours) and
also, headings should be numbered. No more than two levels of
headings should be used.

e Sentences should be formulated in an active and direct style.

e Pictograms should only be used when they make the message
clearer.

e Red colour print should only be used for very important warnings.

e Capitals should not be used indiscriminately.
(European Commission Guideline on the readability of the label and package leaflet of

medicinal products for human use, 1998: 3, 4, 11, 12).

The report on readability supplements the Directive on some aspects
very well, but fails to give good advice on other key aspects of PILs. For
example, “the text must be readily understandable for the patient” is vague
and can be interpreted in many different ways. The guideline fails to give
concrete advice on this aspect. For this reason, several EU countries have
published additional reports on PILs’ readability, in order to supplement
the guideline of the European Commission.

Included in the Guideline on readability, in1998 the European
Commission designed a model leaflet in which an example PIL had been
drawn up (Guideline on the readability of the label and package leaflet of
medicinal products for human use 13-7). Until November 2005, PILs could

be set up in two ways: either according to the Directive, or according to the
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example of the model leaflet. The Directive is not very specific about how
a PIL should be set up because, as mentioned before, the only concrete
information the Directive gives, is about a PIL’s content and structure.
Until November 2005, PILs that were not designed according to the model
leaflet (as recommended by the Directive) had to be tested.

In 2004, the revision of the European medicinal law, called the Quality
Review of Documents (QRD) 2001, was rounded off. The date of
implementation of this review was 1 November 2005. From this date
onwards, manufacturers and registration holders of medicines that were to
be registered for the first time or that had changed drastically were obliged
to have their PIL’s readability tested. The Guideline on readability includes
information on testing PILs’ readability but again, the report is not very
specific about what the test should entail and, moreover, the *16 out of 20'
norm (16 out of 20 consumers must be able to answer each test question
correctly) caused much discussion as this norm was considered too light
(Guideline on the readability of the label and package leaflet of medicinal
products for human use 1998: 24-6). Therefore, the individual Member
States, again, set up their own additional reports in which the tests (user-

testing) were set on (see 1.9).

1.8 Patient information in the United Kingdom

Patient information with medicines has been regulated in the United
Kingdom since 1977. Although few medicines at that time were supplied
with leaflets, those leaflets which were produced had to comply with
certain legal requirements, such as inhaled medicines. As already
mentioned, in 1992, the European Commission issued Directive 92/27/EEC
and implemented it into UK legislation in 1994. In 1993, the then

Medicines Control Agency produced a guidance document that elaborated
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on the Directive: “Guidance for the pharmaceutical industry on the labeling
and leaflets regulation,” and this guidance caused the European
Commission to publish the Guideline on readability.

In the United Kingdom, the Medicines and Healthcare products Regulatory
Agency (MHRA) is the government agency which is responsible for
ensuring that medicines and medicinal devices work, and are acceptably
safe. The Patient Information Quality Unit is part of the Vigilance and Risk
Management of Medicines Division. The Unit is responsible for policy and
regulation of all types of product information and assesses labels and PILs
provided by the pharmaceutical industry for compliance with the Directive.
In 2005, the MHRA published guidance on the Guideline on readability:
“Always Read the Leaflet — getting the best information with every
medicine”. In this document it was stated that the Guideline on readability
had had a great impact on the quality of the information in PILs because
many PILs started to contain a better balance of the risks and benefits of a
medicine. However, there is much more which could be achieved within
the current regulatory framework and therefore the Working Group
redrafted the Guideline on readability.

The guideline: Always Read the Leaflet — getting the best information
with every medicine (2005) contains the following adaptations and
additions to the Directive and the Guideline on readability:

e Improvement of risk communication: annex 10 of Always read the
leaflet, gives extensive information on how risk information should
be communicated. Attention is being paid to: key points as a
summary at the start of the section, giving information on the
benefits of taking the medicine, and guidance on presenting
statistical information (149-65).
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e Improvement of usability of PILs: annex 6 of Always read the
leaflet gives extensive information on how the accessibility and
readability of a PIL can be improved. Attention is being paid to:
writing style, typeface, design and layout, headings, use of colour
and use of symbols and pictograms (97-101). Information on these
aspects is much more extended in the annex, than in the Guideline
on readability.

e Attention is being paid to patients with special needs: annex 6
provides information on people who need PILs in a different format
(102-111).

e Improvement of how to undertake user testing: annex 5 and its
appendix gives extensive information on how user testing should be
accomplished. Attention is being paid to: the legal basis, reasons for
user testing, when to undertake tests, implementation and an
illustration of one way of undertaking a test (89-96).

e Lay terms: in annex 8 of Always read the leaflet. The MHRA has
produced a list of acceptable lay versions of medical terms in the
package leaflet (123-8).

Furthermore, the MHRA proposes an extra section, a headline section,
with key information or general information at the beginning of the leaflet,
especially designed for people that would consider a leaflet too long or
complex to read. It is the independent variable and can be defined as:
“summarizing a few key messages for safe and effective use” (MHRA,
2005). The key information is presented as a short series of bullet points
and includes the following information:

¢ benefits of the product
e maximum dose or duration of treatment
e potential side effects or withdrawal reactions
26
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contraindications

Important drug interactions

circumstances in which the drug should be stopped
e Wwhat to do if the medicine does not work

e Wwhere to find further information

¢ stimulation for reading the rest of the PIL

e latest update of the PIL

(Always read the leaflet — getting the best information with every medicine, 151).

As for information concerning the benefits of medicines, the MHRA
(2005) states that the risks of a treatment should be placed in the context of
the potential benefits and this could be achieved by including some general
information on how the medicine works. According to the Directive, a PIL
already needs to have the section ‘What is your medicine and how does it
work?’ and according to the MHRA, this section could be complemented
with the following information:

- “why it is important to treat the disease and what the likely clinical
outcome would be if the disease remained untreated?

- whether the treatment is for short term or chronic use;

- whether the medicine is being used to treat the underlying disease (i.e.
curative) or for control of symptoms;

- if the latter, which symptoms will be controlled and how long will the
effects last?

- whether the effects will last after the medication is stopped,;

- where the medicine is used to treat two or more discrete indications, all
should be succinctly described as above;

- where to obtain more information on the condition”

(Always read the leaflet — getting the best information with every medicine, 158).
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Items which are most relevant to the patient, for example the impact of
the medicine, should be given prominence by means of using specific font
sizes or types (This is part of the layout which is developed in Chapter
Four).

Information about side effects follow the guidelines below:

e The scientific term of a condition should be placed in brackets after
the lay term.

e In case of serious side effects the action that is to be taken by the
patient must be described.

e The duration of risk must be stated.

e A doctor should be consulted if side effects that are not mentioned
in the section occur.

e Serious side effects should be mentioned first, then other possible
side effects grouped by frequency (most frequent first). Body
System Order Class grouping should only be used when frequencies
are not known.

e Verbal descriptors should only be used if accompanied by the
equivalent statistical information of which only the upper bound
should be referred to, e.g. use ’fewer than 1 in every 1,000’ rather
than ‘between 1 in 10,000 and 1 in 1,000.’

o If severity of side effects is known, this should be included in the
PIL.

e If aside effect is dose-related, this should be included in the PIL.

e Providing links/details of further information sources on side effects
should be considered.

e Conveying imprecision of point estimates using terms such as
‘approximately’/’about’/’around’ when referring to estimates for

major safety issues.
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(Always read the leaflet — getting the best information with every medicine, 160-64).

1.9 Readability user-testing of PILs

Readability user-testing is another compulsory intervention concerning
patient information leaflets which became a mandatory step in November
2005 (in the UK in July 2005). Simon Andriesen, the Managing Director of
MediLingua® based in the Netherlands, refers to the European Directive
2004/27/EC which defines that leaflets should be “legible, clear and easy to
use”, and that the manufacturer has to deliver a readability test report (with
a positive conclusion) to the authorities (Andriesen, 2007). This means that
every PIL must be tested
and pass the test before being approved. The idea for user testing derived
from an Australian initiative (Koo, 2005, Dickinson, Raynor and Duman,
2001). It has been in act in Australia since 1994 (Sless and Wiseman, 1997,
Koo 2005). It is a performance based, flexible development tool which
identifies barriers to people’s ability to understand and use the information
presented and indicates problem areas which should be rectified. It is
particularly useful as part of a leaflet development process and aims to
identify whether or not the information, as presented, conveys the correct
message to those who read and should understand it. The user testing
according to Professor David Sless from the Communications Research

Institute of Australia (1997) is a “performance based” testing and therefore

'MediLingua provides professional medical translation services. It is based in the
Netherlands and offers 40+ of the world's major languages. The work concerns both medicines
and medical devices. Their customers are pharmaceutical companies, CROs, medical publishers,
national and international medical and regulatory organizations, and manufacturers of medical
devices, instruments, in-vitro diagnostics and medical software. They translate regulatory
dossier information (SPCs, PILs, labeling), general information about medicines, health and
treatment, clinical trial documents, and instructions for medical devices. Our services also
include pre-translation source text editing, translatability assessment, international review
management, translation validation, harmonization of language versions, user-testing (cognitive
debriefing), readability testing, and back translation and reconciliation. Simon Andriesen can be
contacted at simon@medilingua.com. The website is http://www.medilingua.com.
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differs from the “content based” approach used in the past, where a
checklist is applied to ensure that the correct information is present. If
testing reveals barriers to understanding, carefully considered changes to
the leaflet will be needed to improve it (MHRA, 2005). Readability user-
testing is used for changing patient information leaflets so that people can
understand them better; increase public awareness of medicine and prevent
misuse. According to the understanding of David Sless, the text of a
medicine information has three main functions — headings for navigation,
instructions on what to do and explanations to help understand why to do it.
When issuing a label or package leaflet, the designer must approach the
writing and the presentation of each of these functional elements as one
integrated task because readers do not separate content and form (Sless and
Wiseman, 1997).

Sless and Wiseman (1997) argue that usability and usability testing is
too easy to consider the “scientific” nature of this activity as a validating
principle in itself. However, when looking at the outcome rather than the
means, usability testing is an expression of respect for others and a social
desire to be friendly and helpful to others, which explains the often used
phase “user friendly”. Taking the latter into consideration, usability testing
can be much more clearly seen as an act of courtesy, involving people who
will have to use the material in the process of developing and refining that
respective material, i.e. the package leaflet in this regard. Therefore, user
testing is legitimated by its social purpose rather than the methods it uses.
This is done by asking participants questions about the leaflet.

The EU published a method for testing the readability of the leaflet in
the ‘Guideline’, however there i1sn’t a consensus on the test criteria to be

used, so providers of test services have extracted their own test method.
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The readability test project begins with a preparation phase, during
which the test of the leaflet is carefully edited and checked; spelling or
grammatical errors are corrected and sentences are rephrased. This is an
important step and according to Andriesen (2007), approximately 70% of
all changes in the leaflet are made during the preparation phase. The leaflet
must comply with the template, available in 25 European languages,
published by the Quality Review of Documents (QRD) group of the
European Medicines Agency (EMEA).

For the test, a list of about 15 questions are prepared that cover the most
important parts of a leaflet (especially safety aspects). The MHRA (2005),
requests that each question must perform satisfactorily and considers it
inappropriate for data to be accumulated and for one or more key messages
not to be found and understood by participants. Hence, each single question
of the test protocol has to be listed separately for each patient concerning
legibility, i.e. finding of information, and comprehensibility and
understanding of the content. Thus, in case one single question is not
adequately found by 2 out of 20 patients tested, the user test would have
already failed. There are, however, differences amongst some PILs for
example, Schikel (2007), argues that the sort of approach above mentioned,
does not seem to be helpful or adequate as a general binding rule,
especially when considering the enormous differences in terms of the
length and levels of difficulty of different PILs depending on their
indication and mode of application (e.g. when comparing a package leaflet
for an analgesic such as aspirin OTC medicine, with an anticoagulant such
as a powder inhaler to medicate patients suffering from asthma, POM
medicine).

The readability guideline requires that a range of different categories of
people who might possibly use the medicine, are included in the test
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procedure. In case of testing medicines for rare diseases, the people
included should preferably have or have had the respective illness. In
addition, further demands on subjects to be interviewed are detailed as
follows with regard to the fact that the information which can be used by
the least able will be beneficial for all users:

— Particular age groups such as teenagers and the elderly (especially if
the medicine is particularly relevant to their age group, i.e. the target
age groups are preferred).

— New users or people who do not normally use medicines, simply
members of the general public.

— People who do not use written documents in their working life.

— People who find written information difficult (users who have poor

eyesight or are dyslexic).

In fact, selection of adequate test persons for the user testing is rather
challenging especially with regard to the target group for the respective
indication and, even more difficult, in case the medicinal product has
multiple indications. To find a reasonable balance, it might be helpful to
select participants according to the patient populations chosen for the
clinical trials as part of the marketing authoritative application (MHRA,
2005).

In a number of cases, the target group of test people is discussed with
the competent authority, i.e. the EMEA or the reference member state
(RMS). This is of particular value and necessity in case of medicinal
products which can be applied by health care professionals only as the
choice of the population consulted has to be defined and explained in the

final test report submitted to health authorities.
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The readability guideline states that:

“The people who are likely to rely on the package leaflet for a
particular medicine will depend upon a number of factors and may
include carers (e.g. parents, partners, friends, as well as nursing
assistants) rather than patients if the medicine is generally intended
for administration by someone other than the patient...”

(Guideline, 2005)

In a test group there is always a young person (around 18-22 years of
age) and two or three older people (over 60).

Before starting a test participants are given an explanation of what the
test entails. The aim of the readability test is to assess whether certain
information can be found and understood. The testers are told that it is
unnecessary to learn the text by heart, and that they can refer to it when
answering the questions, just as they would do at home. The interviewers
stress the fact that they are testing the leaflet for readability and not
examining the tester’s memory or reading skills. If there is something that
the tester cannot find, or does not immediately understand, then it is likely
that there is a problem with the text (or layout) of the leaflet (and not with
the tester). If a single tester gives an incorrect answer, that does not
inevitably lead to changes in the leaflet. However, if a number of testers
have the same problem finding or understanding the information, it is a
clear indication that there is probably something wrong with the text. A
readability test consists of at least two test rounds with a test panel of 10
testers each. In order not to bias the results by training effects of the
patients participating in user tests, an appropriate time period is ensured
between the attendance of different user tests. The MHRA (2005) suggests
that participants should not be used more frequently than once every six
months.

Once having fulfilled the inclusion criteria and being selected as a
participant for a user testing, the patient and the recruiting person (doctor,
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pharmacist etc.) will normally receive approximately from £20 to 50€ for
compensation purposes.

Since data security is an issue, every participant has to sign a
declaration of confidentiality agreement. However, the participant’s
personal data are made anonymous as it is done for clinical trials. In
addition, a fully operational database helps to effectively manage interview
dates and to keep the usually tight project timelines for user testing.

A leaflet only passes a test round if for at least 90% of the questions the
information is located and if in at least 90% of these cases the information
in understood (Sless and Wiseman, 1997). After the PIL has passed its user
test in its original language, it can be translated into any other European
language without additional testing. In the UK the result of such user
testing must be submitted to the MHRA. Any other official European
language is allowed and sufficient, however, most applicants decide to
perform their user tests in the United Kingdom for the following reasons:

The United Kingdom has been a pioneer in developing additional
guidelines and publishing details on the performance of user tests and has
been rather strict and demanding concerning the necessity of (additional)
local user testing and the basic need for user testing.

In the centralised, decentralised and mutual recognition procedure, only
the English language version of the package leaflet is agreed during the
scientific assessment of the EMEA and the competent authorities involved
in the procedure, respectively. The quality of translations into the various
languages, however, should be the focus of a thorough review by the
applicant or marketing authorisation holder (AH) once the package leaflet
has been properly tested. Consequently, it lends itself to use the English

version of the package leaflet for performing user testing.
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The MHRA requires all marketing authorizations submitted to comply

with user testing. Hence, not surprisingly a large number of contract
research organizations (CROSs) offering services for user testing are located
in the United Kingdom.
Manufacturers are happy that the Directive requires only one language
version to be ‘readability-tested’ because of the cost of a single test.
However, Andriesen ( 2007). Argues that a leaflet that has gloriously
passed the test in one language may be poorly translated into any or all of
the other EU languages.

Amongst the leading companies which carry out user testing, very
important in the UK is Luto Research Ltd? which was created as a spin-
off company of the University of Leeds. The work team led by Professor
Theo Raynor and Dr Peter Knapp try to localize potential
problems people may encounter when reading the leaflet in ‘real life’ and
improve the consumer’s ability to handle the PIL.

In conclusion, although there are still aspects to renew in PILs, they are
improving in quality as a result of new legal obligations on manufacturers
to test the documents on potential patients. Testing makes sure that the
presentation of the information enables patients to find and understand key
messages for safe use of the medicine and thereby enable them to use the
medicine “safely and effectively” (Raynor, 2005).

?Luto Research Ltd is a company of the University of Leeds, created in 2004, which works
with clients to enhance the clarity of information created by its patients. Since its inception, it
has carried out more than 15,000 individual participant interviews to ensure that patient
information materials are fit for purpose. Visit: www.luto.co.uk
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1.10 The ‘PIL of the month’

In 2008 the MHRA in the UK came up with an initiative that consisted
of putting best-practice® examples of PILs on their website. The initiative
was and is still called: ‘the PIL of the month’. The MRHA also published
the quality criteria for assessing the PILs of the month (see website
references). The quality criteria includes a wide range of relevant
parameters (such as font, size, grouping of side-effects, headlines, the use
of capitals, etc.) which all need to be taken in consideration to constitute
best practice.

These parameters should have a huge impact on the user-friendliness
(readability, comprehensibility and functionality) from a linguistic point of
view, however, there are still doubts regards to user-friendliness of PILs,
and, as mentioned beforehand, the overall aim of this research is to assess
the quality of PILs in order to encounter features which may entail a more
user-friendly approach compared to former PILs.

A study carried out by Askehave and Zethsen (2010: 103) reports, that
the assessors of PILs are not linguists but scientists who tend to applaud the
good layout, and a good graduation of side-effects for example, but do not
evaluate and appreciate the linguistic aspects such as syntactical issues. The
MRHA cannot refuse leaflets as long as they comply with the regulations
concerning content and structure. Thus, according to Askehave and
Zethsen (2010) it seems that the overall legislative EU requirement that
PILs must be easy to read, understand and act upon, does not hold any

power in practice.

*Best practice is a method or technique that has consistently shown results superior to those
achieved with other means, and that is used as a benchmark.

36



Chapter 1: Patient information leaflets (PILS)

1.11 Other formats for PILs

In November 2005 the X-PIL Service was launched in the UK. The web
site X-PIL ensures that patient information leaflets supplied with medicines
are accessible to everyone, including those with sight impairment. It is a
leading source of reliable and up-to-date information on UK medicines. All
package leaflets on the web site are supplied and updated regularly by UK
pharmaceutical companies. They can be viewed in different sizes on the
screen by clicking on the font size-menu. In addition, the website details a
single national phone number (free to use and operating day and night) of
the Royal National Institute of the Blind (RNIB), where the leaflets can
also be requested in audio, Braille or large prints. This free service is
supported and promoted by pharmacists and the NHS. It is a venture by the
Royal National Institute of the Blind (RNIB) and the national Library for
the Blind and Datapharm Communications.

Furthermore, recently a new guidance was issued on behalf of the
MHRA, on 7" July 2012, which stated that it will become compulsory for
all companies to supply alternative formats for the readers, and that the
information about the alternative formats must be written inside the PIL. In

other words:

“The PIL is the most obvious way for companies to make
people aware of the availability of alternative formats of the
leaflet such as Braille, CD, audio or large print for example.
Place this prominently in the leaflet in at least 14 point bold
text”.

(Point 1.9; PIL Guidance, 7/12)

Possible wordings inside the PIL include:
"Is this leaflet hard to see or read? Phone 0123 456789 for help"
"Reading or sight problems? Call 0123 456789 for help"
"For information in large print, tape, CD or Braille, phone 0123 456789"
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"Call 0123 456789 for a leaflet in large print, tape, CD or Braille"
"Hard to read? Call 0123 456789 for help".

The legal provisions require Manufacturer holders (MA holders) to provide
the statutory information in a format suitable for blind and partially sighted
medicine users. This can be achieved in a number of ways and what is provided
will depend on user preference. MA holders should ensure that they are able to
provide the statutory information in any format which may be requested on

behalf of the user. The alternative formats as required by the guidance are:

Large print versions of the leaflet to help many people with sight loss, and
also for some people with learning difficulties. Individuals have different
preferences, so there should be the facility to print in a range of font sizes
rather than have only a single option. The usual range of font sizes is 16-24

using a clear font which is either roman, semi-bold or bold.

CD, MP3 versions of the leaflet can help people with sight loss, those with
limited command of English who can understand the spoken word better

than written text and people with reading or learning difficulties.

Braille versions are useful for the approximately 20,000 Braille readers in
the UK. Separate guidance on the provision of leaflets in Braille is available
from the European Commission, and the UK will develop its own

supplementary guidance to help MA holders meet this obligation nationally.

Electronic versions of the leaflet include email and Microsoft Word
documents which can be sent on data stick, attached to an email or
downloaded from a website. These can be useful for blind or partially

sighted people and others who use a computer with text-to-speech or screen
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magnification software, or other 'access technology' devices. Website
standards are available to ensure that the format of the material is suitable
for use with the access technologies referred to above (PIL Guidance
7/12/2012).

The PIL supplied in alternative format must be identical to the currently
approved PIL. To avoid confusion, companies may need to have in place
measures to explain why there may appear to be differences if a PIL has recently
been updated.

Medicine users’ individual requirements and preferences differ, so MA
holders are asked to have the resources available to prepare PILs in alternative
formats on demand rather than holding a store in several different formats which
would become obsolete whenever any change is made to the PIL. Furthermore
companies must supply the patients with copies of the leaflets requested for their
medicines in a timely manner so that they have access to the information whilst
they are taking the medicine.

Before designing an additional leaflet, website or audiovisual material
companies should identify whether the desired outcome can be achieved by
simplifying the existing PIL without loss of information or by providing
additional information in the PIL that would be of use to patients and carers.
Companies should also consider the benefits of working with a patient

organisation to ensure that the proposed materials meet their needs.

In the past, companies had often provided additional patient support
materials to prescribers to pass on to their patients, this relied on memory and
availability of materials at the time of consultation, but much was forgotten, (as
already seen). Information in the PIL provides an alternative source to help

overcome forgetting important medicinal information.
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There is also further material, apart from the PIL to help patients
administrate their medication. Again the recent PIL Guidance (2012: 24) refers

to what further material may be provided as follows:

Additional leaflets which consist in reference leaflets for children or
carers of patients. These additional material may be placed in the PIL,

but must always be non-promotional.

Simplified leaflets are leaflets written in an easier way to help people
with literacy learning difficulties or a limited command of English.
They may also help older children to understand how to use their

medicine.

Videos are produced to help explain complex instructions such as how

to take an inhaled medicine or prepare a complex product.

Booklets are also available to provide additional information, such as
disease awareness material or information targeted at particular groups.
The guidance says that it is, however, preferable to include the

information in the PIL because that is more likely to reach the user.

Magazines are issued too to help support people who use a medicine
long-term, for example for people who suffer from diabetes.

Help lines are available as well, which may take the form of recorded
information or a live advice service, and can also help most people with
special access needs. Where a helpline is publicized in a PIL, a copy of
the script or the recorded information should be provided to the MHRA
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Product Information Unit in advance to ensure that the content

complies with the legal requirements.

A leaflet in another language may also be requested by people with

limited command of English. It is an option which is particularly

relevant in certain ethnic groups that have a prevalence of a particular

disease. Patients must obtain a faithful translation of the English

version, which does not need to

<

convey the intended messages.

1.12 Classification of medicines in the UK

verbatim’ but must adequately

One of the responsibilities of the MHRA is to enforce the provisions of

the Medicine Act 1968 and associated secondary legislation. The law

regulates the sale, supply and administration of all medicines available in

the UK. Each medicine is assigned to one of three legal categories: POM, P

and GSL. The following classifications determine how medicine can be

supplied to the public (MHRA: Availability, prescribing, selling and

supplying of medicines, 2 September, 2005). See Tab. 1.1

Prescription POM | Requires a prescription from | ‘In the

only medicine specified health professional/s | dispensary’

Pharmacy P Must be sold by, or under the | ‘Behind-

medicines supervision of, a registered | the-counter
pharmacist

General sales | GSL | Available from any sales | ‘Off-the-

list medicine outlet, e.g. garage, newsagent | shelf’

Tab 1.1 Classification of medicines in UK
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The P category requires supervision by a pharmacist, and might be
thought of as the ‘behind-the-counter’ category to differentiate it from the
‘off-the-shelf” medicine (Fenichel 2004, cited in the Report prepared by
the Board of Science of the British Medical Association, 2005)*. The OTC
market includes the P and GSL categories, and also herbal and
homeopathic medicines, which are currently not regulated under the same
system. In the UK, medicines in the P category can only be sold ‘under the
supervision’ of a pharmacist, from registered pharmacy premises, whereas
the GSL products can be sold both from pharmacies, without the
supervision requirement, and from any retail outlet. The pharmacy
supervision requirement has been interpreted in its strictest sense with a
requirement for the pharmacist to be both present in the pharmacy and
aware of all such sales. To some extent this has limited the pharmacist from
taking on other duties and thus has led to a review of alternative
arrangements as part of a wider consultation on making the best use of the

pharmacy workforce (Department of Health 2004).

1.12.1 Use of OTC medication

Over-the-counter medicines have traditionally been used to treat self-
limiting minor ailments. The scope for treating such conditions has been
extended by the switch from prescription to OTC status of effective
treatments.

Like all treatment interventions, OTC medicines bring both benefits
and risks. Potential benefits to the public include enabling people to take
control of their own illnesses and rapid and convenient access to

treatments. Potential risks include adverse effects and the possible misuse

* The Report (2005) concerning OTC medication on behalf of the BMA (British Medical
Association), is available at: www.bma.org.uk
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of certain medicines. Potential benefits to the healthcare system include
more efficient use of the doctor capacity through the transfer of
consultations about minor ailments to pharmacists and nurses, as well as
increased individual responsibility and empowerment in the context of
minor ailments. Baker and Shaw (2004) suggested the term ‘Involved
Patients’ to denote active involvement in treatment choices and self-
management of health.

It is estimated however that there is as many as 80% of patients with
chronic daily headache (CDH) who overuse pain medications (Dowson, et
al, 2004). Less people are reading the instructions on the OTC package
leaflet, and researchers report that this may be due to the increased
confidence in self-treatment, and/or people’s belief that OTC and non-
prescription medicines are safe and without serious side effects.

In a nurse bulletin issued by the National Prescribing Centre in 1999, some
important points were stated for Pharmacists to consider when
recommending an OTC therapy for self-medication: the mnemonic
WHAM:

W  Whois it for?
What are the symptoms?
How long have the symptoms been present?

Action taken so far?

Z > I <

Any other medication?

As for the choice of product to give the patient, the mnemonic EASE
should be considered:
E How effective is the product?
A Is it appropriate for this patient?
S How safe is it?
E Is the product cost-effective?
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In the past OTC PILs were not regulated like the P PILs, actually
they were defined as being shorter and carrying less information. But
being the only source of information of that medicine, the patient was
and is required to take even more responsibility for using it.

In recent years, in fact, following the work of the Better Regulation
of Over-the-Counter Medicines Initiative (BROMI), the Patient
Information Quality Unit (PIQU) has extended the notification scheme
for changes to all medicine leaflets regardless of legal category in
relation to the packaging components for all medicines subject to a
marketing authorisation (product license). Hence, OTC PILs are

currently much more similar to the P medicinal leaflets.
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CHAPTER TWO

READABILITY OF PILs

The reading process is not simply a matter of extracting
information from the text. Rather, it is one in which the
reading activates a range of knowledge in the reader's mind
that...may be refined and extended by the new information
supplied by the text.

(H.G. Widdowson 1979: 7)

2.1 Understanding PILs

PILs are still regarded to be difficult and hard to understand by many
people. In a study by D.K Raynor et al (2007) on the quantitative and
qualitative review of leaflets tested, findings showed that most people do
not value the written medicines information for the poor quality in terms of
content and layout. Anna Lewcock, (03-April-2007)wrote an article called:
Patient info leaflets found lacking, in which she reported that the working
group actually found that some patients considered PILs as merely serving
to fulfill legal and regulatory requirement and protect manufacturers from
medico-legal actions, rather than give any benefit to the consumers
themselves. The article may be downloaded at:

http://www.in-pharmatechnologist.com/content/view/print/156811.
(Site visited on 18/01/2012).

Obviously, as many studies have shown, the ‘same’ message often
needs to be framed or presented in different ways in order to be
communicated most effectively and most persuasively to different people.
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But what are the factors that make patient leaflets difficult? Or more
generally, what is a hard text? What is a hard word? And when is a
sentence difficult to understand? Before a literature review is presented to
answer these questions, it is essential to understand the cognitive process of
information processing. By so doing the theory about word difficulty,

sentence length and prior knowledge will be put into a relevant perspective.

2.2  Text processing

What happens when people read a text? A mental process takes part to
build up a coherent meaning. Sanders and Gernsbacher (2004) argue that
text processing is a dynamic process during which the reader constructs a
cognitive representation of the information in the text. Even though
readers’ representations are not identical to the information they read, texts
contain many linguistics signals that guide comprehension. Reading
involves many cognitive processes. First, you need to be able to identify
the printed characters as letters and the letters as words. Secondly, you
need to hold individual words in memory so that you can understand a
complete sentence and relate it to previous sentences. You also need to be
able to comprehend the text and integrate new information conveyed in the
sentence you are currently reading with information acquired from previous
portions of the text. Hence, reading involves object recognition, immediate

memory, long-term memory, semantic memory and many other processes.

Despite the involvement of so many complex cognitive operations,
reading seems effortless and is usually very accurate. It differs from spoken
language in several ways. First, reading is visual and spatial whereas
spoken language is auditory and time-dependent, and while readers can
speed up, slow down or pause, listeners cannot do this as listening is

dependent on the speaker (although it is possible in some cases to ask
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someone to repeat themselves). Furthermore, reading involves
understanding word units that are separated by white spaces, but speech is
continuous and many words are co-articulated. The meaning of the words
can be augmented in speech through the use of stresses and accents, but
this is not possible with printed words (except with the use of italics, for
example, to emphasise certain words). Reading involves concerted
attention and controlled eye movements and it is usually difficult to do
something else while reading. As for the cognitive steps needed to
transform signs on a piece of paper into letters into a coherent text there is a
model discussed by Sanders & van Wijk (2002), cited in Dolk (2009: 11 ),

who gives a simplified version of a complete model.

The following figure illustrates that model:

Writer’s Process Reader’s Process
Thoughts Comprehensio
| i i )/\_>
Coding . Decoding

: N AN
vExecutlon ) /\Observation
S R — —

Fig. 2.1 Mental process of information proCessing

The left hand side of this model represents the steps that the writer has
to go through to produce a text. Whereas, on the right hand side of the
model, the information processing of the receiver of the information is
presented. In short, the reader sees a text by sensory activities of the eyes

(observation), this message is decoded (decoding) and linked to prior
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messages and world knowledge (comprehension). The first step is physical,

and the latter two are conceptual.

2.3  Psychological research in text comprehension

Reading texts serves a variety of purposes such as getting information
about the world, performing certain actions, or escaping into fictional
worlds. Text comprehension researchers agree that highly complex
cognitive mechanisms underlie the skill of comprehending texts. Text
comprehension is an instance of cognitive information processing based on
the interaction between the text structure and the recipient’s cognitive
structure. It is only successful if the reader is able to convert a sequence of
sentences into a coherent text, i.e. to identify semantic relations among the
text ideas and to build a mental representation that shows connectedness
(Holler & Eckardt, 2005: 2). The reader is challenged to create a coherent
story from the individual sentences he/she reads. This is done by inspecting
linguistic cues to link words and sentences to each other. Connectives, such
as ‘because’ and ‘but’, and referential links facilitate this process. This
search for these linguistic cues is referred to as micro process. Hence, this
process takes place on a textual, literal base. Consecutive parts of the text
are connected to each other on a local level: this leads to a superficial text
comprehension. During this stage of text processing, these signals are
related to the reader’s knowledge of the world. The reader makes
inferences at this moment; he/she adds information to the literal
information from the text. To create an overall coherence, the reader needs
a macro process to integrate the information from the text with prior

knowledge and knowledge about texts’ macro (global) structure.
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When the reader has successfully fulfilled this process, a mental
representation of the text has been created, and according to Britton,
Gllgoz & Glynn (1993) a well written text facilitates this process.

Kintsch and van Dijk (1978 and Kintsch, 1998) offer an influential
theoretical framework of text comprehension, the construction-integration
theory. They assume that the processing of text involves two sets of sub-
processes: a set of discourse processes such as word retrieval and
grammatical parsing and a set of discourse processes that relate to the
output of the lower-level processes to the actual linguistic and situational
context by deactivating contextually inappropriate concepts. The processes
of the first set are active during the so-called integration phase.
Construction-integration cycles may be repeated. If successful, this results
in a coherent multilevel text representation consisting of three levels of
representation: a) a mental representation of the actual wording of the text,
the so-called surface structure (this entails actual words and phrases, and is
stored in the short-term memory); b) a mental representation of the
explicitly stated semantic information, the so-called text base,
(understanding the information presented in a text, hence, the propositional
content of the text is integrated with the reader’s prior knowledge), and c) a
mental representation of the state of affairs denoted in a text, the so-called
situation model or scenario (Kintsch, 1998). The situation model
supplements the surface level with the reader's prior knowledge. Zwaan
(1999) states that “comprehension is first and foremost the construction of
a mental representation of what that text is about: a situation model.” The
mental representations of single events are the building blocks of situation
models. Readers keep track of at least five situational dimensions during

comprehension: space, causation, objects, intentionality and time. A
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situation model is stored in the long- term memory, and can be updated in

case new information becomes available (Zwaan and Radvansky, 1998).

2.4 Can readability be measured?

Lunzer and Gardner (1979) view reading comprehension as an active
process, not as a passive process. it involves a triangular relationship
between reader, author and text, hence, a text must be readable. But can
the readability of a text be measured? A well-known way of assessing
whether a text can be read and understood easily is a readability formula.
Research into readability began in the 1920s, and an array of metrics have
been designed since then and have been made use of in different fields. In
fact, more than a hundred readability formulas have been developed which
are based on some combination of the number of words per sentence, word
length and word familiarity. In general, a readability formula is intended as
a quick and conventional measurement which usually takes into account
only easily measurable aspects of a text such as word difficulty and average
sentence length. A weighted combination of these measurements yields a
number for each text. Some readability formulas produce estimates that
represent grade levels; others range over a 100 point scale where higher
numbers indicate greater readability For example, the Fry Readability
Formula (Fry 1967) applies a simple formula based on the ratio of words of
three or more syllables in 100 word excerpts from the beginning, middle
and end sections of a text. A similar approach is taken in SMOG (Simple
Measure Of Gobbledgegook) and the FOG index. More complex formulae
are employed in two of the most commonly used measures, the Flesch
Reading Ease score and the Flesch-Kincaid Reading Grade Level
(FKRGL). These were designed principally to assess reading texts for

schools, but are also frequently used for other kinds of text (Fulcher, 2007).
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The Flesch formula is based on the English language and takes the average
number of syllables per word and number of words per sentence into
account.

In 1996 Ley and Florio provided an informative summary of a number
of readability tests and reported that there was a high correlation between
the results obtained in a range of texts using different methods. Their
general conclusions, as far as readability is concerned, was that ‘much of
the literature produced for patients, clients and the general public is too
difficult’(1996: 25).

In a research work concerning patient information leaflets, Garner et al
(2011: 9), opine that “these tests have considerable limitations”. At a
purely practical level, the validity of a readability score requires a
minimum word count (e.g. 100 words of continuous text), which are in
excess of those in many PILs, such as those that accompany over-the-
counter medicines. More fundamentally, these tests ignore factors such as
the nature of the topic, the ordering of ideas, choices of sentence structure
which do not affect length, and the reader’s background knowledge and
stylistic and personal expectations. Anderson and Davison (1988:25) point
out that “scholars of readability are aware of the impossibility of reducing
all text properties to formula variables” and that the formula values should
not be taken as “anything but rough predictions of the text ease or
difficulty” (ibid.:25). Objecting to readability formulas on the grounds that
reading difficulty may be affected by the purpose and background of the
reader and the inherent difficulties of the subject matter, Davison and
Kantor (1982) opine that the popularity of readability formulas is attributed
in part to the fact that they are generally quick and easy to apply. Most
contemporary word-processing software packages do, in fact, include a

readability measure facility which are expressed as a clear numerical value.
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So while a formula and an index scale may sound like useful tools to
evaluate a text, a number of actual problems have been identified because
they take no account of non textual dimensions such as context (prior
knowledge, purpose for reading), cultural differences (Bruce and Rubin,
1988), and visual element. Text related factors, such as sentence structure
and the legibility of print, e.g. the layout, typographical features, and the
reading conditions (Johnson, 1998: 1)are not taken in consideration.
Proponents of readability formulas claim to be measuring text difficulty or
comprehensibility but they do not involve a broader range of parameters
than those offered by readability formulas only. Contrary to those formulas,
Bruce and Rubin (1988) argue that:

“The concept of readability concerns many different factors
including ‘reader specific factors, such as motivation, interest,
values, or purposes...”

Thus, they conceive:

“[...] a readability formula as a method of assigning a
numerical estimate of readability to a text”.
(Bruce and Rubin,1988: 8)

Readability is, therefore, a multifaceted concept, and is mainly
concerned with the problem “of matching between reader and text”
(Johnson, 1998: 1).

Role-relationship between author and reader (Halliday, 1996), the
structure or organization of the text are essential for understanding written
text used for the development and evaluation of doctor-patient written
information. Although word difficulty and sentence length look like factors
that have a negative influence of the readability of a text, their actual

contribution is a point of discussion according to some scholars like
Anderson and Davison (1988: 25 ).
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2.5  Word difficulty

Long words and long sentences have not been considered to be
imperative for a hard and unreadable text. So what is a hard word, and
when are sentences difficult to understand? The subsequent paragraphs will
elaborate on this matter.

Word difficulty as referred to in readability formulas is defined as: “the
percentage of words that do not appear on a list of words familiar to
children, the length of words in syllables or the length of the words in
letters” (Anderson and Davison, 1988: 27). This might sound like a solid
definition to assess the difficulty of a text. However, most long, infrequent
words are clear derivatives and compounds. Additionally, words that are
unknown to the reader do not cause comprehension challenges per se. An
exception is a text that is full of difficult words (Stahl, 2003, Anderson and
Davison, 1988).

Words can be conceptually difficult or lexically difficult (Anderson and
Davison, 1988:28). Lexically difficult words represent a concept that is
familiar to the reader, but the word itself is not known. The meaning of a
lexically difficult word can often be retrieved from the text’s context.
Lexically difficult words may effect text comprehension on a text base
level. Stahl, et al (1989) conclude in their article ‘Prior knowledge and
difficult vocabulary in the comprehension of unfamiliar text’ that
(Iexically) difficult words influence recall on three levels: the sequence of
information, central and supporting information. This micro-process of
information processing deals with the literal, textual structure of the text
leading to the text base level.

Conceptually difficult words, on the other hand, represent a concept
that is unfamiliar for the reader. This makes it hard to link a correct
meaning to the word. Conceptually difficult words are often related to a
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certain scheme. Schemata are mental representations of stereotypical
situations (Zwaan and Radvansky, 1998). Often these words are (only)
known to a certain group of people who are considered the experts of a
certain sector. For example, a financial manager might encounter a
profound amount of conceptual difficult words in a PIL, whereas a doctor
might have difficulties reading a publication about a banking business.
Conceptually difficult words impede the comprehension process on a
higher level: the readers cannot integrate the new information with his/her
prior knowledge. Hence, conceptually difficult words have an impact on
the higher levels of text comprehension, whereas lexically difficult words
influence the text base level.

Concrete and abstract words also have an effect on comprehension. For
concrete words there is a ‘direct sensory referent” and their mental images
are easily accessible (Schwanenflugel and Stowe, 1989). Sentences with
abstract words take longer to read (Schanenflugel and Shoben, 1983).
Moreover, processing abstract words takes longer than concrete words due
to a lack of prior knowledge. However, when both are presented in a
supporting context there is not a lot of difference in processing time
(Schwanenflugel and Stowe, 1989). Written text has less contextual
support, therefore, communication is more dependent on words, and
especially on the precision of word choices.

When we relate this knowledge to PILs, we can say that they
potentially entail a relative high amount of conceptually difficult words.
The question is whether conceptually (and lexically) difficult words can be
avoided in PILs. Being of medical genre, difficult words are bound to be
present, however, it is essential not to isolate these words but embed them
in a comprehensible context. Most likely, formulations like these can be

found in the sections where ‘Taking X with other medicines’ and ‘possible
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side effects’ are stated. For example; the (abstract) word ‘beta-blockers °
could mean anything for most laymen. However, if this word is imbedded
by the following information ‘a type of medication used to treat high blood
pressure, irregular heart rthythm’, the exact meaning of the word loses its
importance. The word ‘beta-blockers’ is explained on a lexical and
conceptual level, which should facilitate text processing, as supported by

Schwanenfluger and Stowe (1989).

2.6  Sentence length

Another factor that was used in readability formulas was the length of
the sentences. Gibson (2000) provides insight in the way sentences are
processed. The process of assembling sentence structures is called sentence
parsing. The two components in this process are: words are connected into
a structure for the input so far (integration) and the structure as a whole is
also tracked to integrate incomplete dependencies (storage). Nested and
multiple nested structures require a lot of resources during the processing.
This would support the readability formula assumption that singular
sentences are more easily understood. However, two short sentences are
not always more easily comprehended than one long sentence. As
discussed before, connectives can make relationships explicit and this
facilitates text comprehension. Anderson and Davison (1988: 25) give three
illustrating sentences:

1. 1 moved the switch. The lights went off.

2. 1 moved the switch, because the lights went off.

3. The lights went off because | moved the switch.

Sentences 2 and 3 are longer than 1, but contain a connective to make
the meaning of the relationship between the clauses explicated. The
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ambiguity and vagueness of sentence 1 is cleared in 2 and 3; in two
different ways. Pearson (1954-1975, as cited in Anderson and Davison,
1988:26) showed that children prefer sentences containing an explicit
connective and also comprehend those sentences better. This result was
confirmed by Irvin and Pulver (1984). Thus, connectives facilitate the
comprehension process even though they increase the lengths of the
sentence.

In a PIL, (multiple) nested structures, as explained above, should be
avoided whereas, connectives can effectively be used to make clausal

relationships explicit.

2.7  Prior knowledge for PIL comprehension

In literature another factor that facilitates the reading process is prior
knowledge. Prior knowledge plays a supportive role in comprehending a
written message. Patients’ ability to participate in their care and decision
making depends largely on their knowledge and literacy skills. It is a
reader’s variable and cannot be measured by means of a readability
formula. According to studies (e.g. Ngoh 2009; Pander and Lentz, 2009)
there is a gap between what patients ought to know to use dispensed
medications appropriately and what they actually know. In a country like
the UK, the effects of low literacy is especially found in the elderly, non
completers of Secondary school, immigrants and those who have a lower
cognitive ability. Cognition is the portion of a person’s comprehension,
memory, and recall is used to perform tasks that require some knowledge,
skills, or ability. The implication therefore is that patients must understand
what they are supposed to do before they can follow medical
recommendations. Thus, as previously discussed, prior knowledge helps

the reader/patient to create a situation model, a schemata, and according to
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their pre-existing schemata, before initiating a therapy, patients should
know :

1 what their main problem is;

2 what they need to do;

3 why it is important to do that.

The patient leaflet structure needs to follow reader’s schemata and in
the schema theory, background knowledge serves as a scaffold to help
encoding information from a text (Stahl et al, 1989). Conventional patterns
are the basis for the expectations about the coherence relationships between
the different parts of the texts (Sanders and Spooren, 2010). For the 'taking
medication' schema the information is grouped in three groups:
identification of medication, adherence with medication and outcomes
(Morrow, Leier, Adrassy, Tanke and Stine- Morrow, 1996, cited in
Walgalter and Vigilante, 2003:340). From the definition stated, we can
derive that background knowledge facilitates the process of information

processing.
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CHAPTER THREE

HALLIDAYAN LINGUISTICS APPLIED TO PILS

A PIL for every ill?
(Kenny et al, 1998)

In the following chapter a manual analysis of a corpus of 60 original
PILs is conducted based upon a systemic functional linguistics (SFL)
approach. Michael A. K. Halliday, the ‘father’ of systemic functional
linguistics, saw the need to have a linguistic system that was more
sociological in orientation. Since there have been many changes and
revisions to improve patient information leaflets in order to make them
more user-friendly for the recipient hence, promoting patient centeredness,
(thanks to user-testing, for example, see Chapter One), Halliday’s theory
seemed as most appropriate and adequate for exploring a full range of
relevant textual elements within PILs. This idea is also consolidated by the
fact that:

“SFL is a dynamic system: it keeps changing in step with the
environment in which it is operating. In this way, it has been
remarkably stable since its beginning in the 1960s; it has
remained stable because it has kept changing, thus a meta-
stable system. SFL is also an open system: as it changes, new
features are added in response to new needs”.

(Matthiesen, 2009: 12)

To analyse the main characteristics of PILs in line with Halliday’s

theory, and assess whether they currently address the consumer in a more
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user-friendly manner, the following questions are taken in consideration for
the analysis:
What are the features in a text-based analysis of patient information
leaflets, to contribute to the fulfilment of writer and reader objectives?
How stabilized are the text patterns in the corpus, in other words, how
conventional is the text structure, considering the corpus analysed?
Is ‘patient centeredness’ manifested linguistically and how is it manifested?
Bearing in mind both the discourse-semantic and lexico-grammatical
level, the following linguistic features are studied: the generic structure of
the text; the rhetorical elements; the specialization of lexis; the meta-
discourse; the role relationships; the use of headings, and lexical density.
Although not of linguistic consideration, the visual aspects of PILs is
considered as well since it is an integrated factor of readability and

understanding..

3.1 PILs within the SFL theory

The framework is based upon the theoretical construct of systemic
functional linguistics (Halliday, 1994). Systemic theory considers how
people use language to make meaning and how language is organised to
enable meaning to be made. According to the theory, language is viewed as
a pattern of interlocking systems, from the smallest unit (e.g. words or
phrases) up to the largest (e.g. a paragraph or longer piece of text)
(Halliday, 1994: 23). In order to approach a text, we need to break it down
into smaller, more manageable units, for example, into sentences (those
units of the writing system beginning with a capital letter and ending with a
full-stop), which in turn can be broken down into clauses, (which combine
with each other to form a text), which then can be broken down into groups

of words, and so on. This sort of analysis looks at the units of grammar in a
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more systematic way to identify the functions of language and foreground
the role of grammar as a resource for construing meaning (ibid.).

The interaction between text and context is the means by which the
reader constructs meaning, so any model of text needs to take context into
account. The two types of context identified in this analysis are context of
culture and context of situation (Halliday and Hasan, 1989). (see Table
3.1.) Context of culture refers to knowledge, beliefs, ideologies worldviews
and value systems that have an impact upon the language used in a text.
This shapes the way the text is organized at the macro-level (Martin, 1992),
that is, the macrostructure of the text. Paltridge (1997) quoting Van Dijk
(1980), notes that macrostructure refers to the ‘higher level semantics and
conceptual structure that organise the ‘local’ micro-structures of discourse
interaction and their cognitive processing” At the highest level within
context of culture is the genre, which considers the organization or
structure of the overall text with respect to its specific purpose (Swales,
1990). Patient information leaflets in this case, may be regarded as a subset
of the genre of healthcare materials. The comprehensibility of this
information will be affected by expectations of what is considered to be a
conventional text structure for this particular type of genre (Swales, 1990).
The next context level, context of situation, refers to the non-verbal
environment in which the text is actually functioning (Halliday and Hasan,
1989). The key situational aspects impact on the type of language used.
Three of these can be described as variables of the context of situation
which have consequences for language: what is being talked about -feld-,
who is involved —tenor-, and the channel of communication —mode- whose
function is accorded to the text and to the rhetorical aim, that is to say,
“what part the text is playing” , (Halliday 1994: 76).
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These three variables of context define the register to which the text

belongs. Register is the:

“set of meanings, the configuration of semantic patterns, that
are typically drawn upon under the specified conditions along
with the words and structures that are used in the realization of

these meanings.”
(Halliday, 1995:248).
There is an inextricable, systematic association between context and
text (the extra-linguistic situation and the linguistic/verbal realizations) and
vice versa: the context activates the meanings (i.e. the semantics) that are
realized in and by the grammar (i.e. lexico-grammar). Hence, a register
may be defined as a “culturally specific text-type which results from using
language to accomplish something” (Gerot & Wignell 1994 cited in Freddi,
2007: 14). To develop a register description of patient information leaflets,
it is necessary to identify what is most fruitful to examine, hence, the field,
the tenor and the mode, (see Table 3.1). Texts reflect these key situational
aspects, in that they deal with experience of the world, express
interpersonal relations and are ‘knitted together’ so that they can be
understood. The degree to which a given text is understandable to a reader
is dependent upon: the nature of the topic that is being communicated; the
reader’s expectations; prior knowledge, (as mentioned in the previous
chapter); and the perceived role relationship between writer and reader.
Other aspects important for comprehensibility include the organization of
the text and density of information. To create a patient information leaflet
as an effective functional text, a writer needs to structure the text in such a
way that it is appropriate to readers’ needs. Frame theory predicts a certain
commonality between individuals in the way they approach a particular
type of text (Paltridge 1997). Thus, for the PIL, the patient frame may be,

for example, ‘doctor using knowledge to assist patient with information
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that will guide behaviour and help prevent any adverse events’ (Clerehan &
Buchbinder 2006: 45).
The Table below shows the model of systemic functional text

evaluation for PILs:

Context of culture Context of situation
Register
Genre Fi_eld (What Tenor Mode
Is being (Who is (Channel of

talked about). | involved). | communication)

Professional

. US? .Of _ relationship: | Leaflet handed-
Schematic structure medicine: expert out with
of text: PIL side effects, | .. per , o
otc informing medicine.
' lay person.

Tab 3.1 Systemic functional text model for PIL evaluation.

3.1.1 Organisation of the text (generic structure)

The notion of generic structure potential is elaborated by Paltridge,
(1997), drawing on Hasan (1989), to present how the structural elements of
a given text operate: what elements can or must occur, where they can/must
occur, and how often they occur. Different types of text with their
characteristic overall ‘generic’ structure consists of a series of sections or
‘moves’. Holmes (1997: 325) defines, a move as: “a segment of text that is
shaped and constrained by a specific communicative purpose ”.

Each move consists of a number of elements or steps that are combined
to constitute information in the move, which makes sense for a particular
audience in a given situation (Hasan, 1989; Swales, 1990; Paltridge, 1997).
Written patient information about a medicine should provide instructions
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about the contents, dosage, interaction with other medicines, storage and
accounts of its potential benefits and side-effects.

The comprehensibility of a text will be affected by expectations of the
‘moves’ included, and how these are organised, i.e. their order or sequence.
For example in PILs logical background information about the medicine
appears nearer to the beginning of the text than the end, because research
shows that patients scan the text but wish to have basic information about
the medicine before going on with the reading, if they continue reading.
Thus, there are some ‘moves’ which are considered essential and some that

are considered useful, but not essential.

3.1.2 Function of each ‘move’ in relation to the reader (rhetorical
elements)

The function of each ‘move’ in relation to the reader may be to
define/explain, inform or instruct the reader. These functions are called
rhetorical elements and their purpose is to influence the reader. For
example, background information about the medicine in a PIL is apparently
to inform the reader, whereas, in relation to the medicine dosage, it may be
more appropriate to instruct the reader. If the relations between the writer
and reader are not clear from point to point, it may not be obvious to the
reader what to do with the information that is presented. For example, the
reader may be informed that the dose of a medicine may need to be
increased, but who is expected to monitor and vary the dose?

Hence, at a rhetorical level, there is a procedure for taking the
medicine; this procedure comprises a goal (taking a tablet) and a method,
which consists in turn of a sequence of steps. These are all rhetorical
concepts/moves which are part of the message no matter how it is

expressed.
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In PILs, according to layout formats, there are about seven sections and

‘moves’ accordingly, and they all signify distinct communicative purposes.

3.1.3 Meta-discourse (Purpose of the text )

Meta-discourse is often presented as the writing that we do about our
writing, rather than about our topic. This brings to a more complex
understanding of meta-discourse: the linguistic strategies that we use to
manage the evolving relationship between writer, reader, and text. Hyland

and Tse point out that:

“[...] meta-discourse is the range of devices writers use to
explicitly organize their texts, engage readers, and signal their
attitudes to both their material and their audience”.

(Hyland and Tse, 2004:156)

This definition offers a valuable description of what can be
accomplished through writing choices, and bases the view of writing as a
social engagement.

Documents which are designed to support readers in making decisions
or following procedures make use of ‘meta-discourse’ - language about the
text itself that explains its purpose and assists the reader’s movement
around the text (e.g. ‘The main purpose of this leaflet is to...”). These are
instructive texts which are theme-centered because the text answers a
number of questions about the act that is to be performed (Pander Maat
1994). Apart from learning a procedure, which is based on declarative
knowledge, instructive texts should also contain conceptual information.
Before users of an instructive text can carry out procedures and
instructions, they need to know why they are going to carry out certain acts.
For instructive texts like PILs, this means that procedural and declarative
information needs to be merged into a recognizable and readable unity. In a

study about the sequence of information, Ummelen (2005) defines
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procedural information as text that needs to support the execution of the
task in a direct manner. It is all the information that instructs users on what
to do. This information does not only include the action itself, but also the
condition for an action and the consequences of an action., which can
concurrently be a condition for a following action. Ummelen (2005: 330)
calls this sequence an action-centered sequence. The linguistic form in
which procedural information should be shaped is as follows:

- action verbs

- imperative

- relatively short action steering sentences

- step-by-step presentation of items

- direct style

- if...then constructions.
Declarative information should contribute to factual knowledge and insight
(ibid.:331).

Within a readable unity a PIL, should try to answer two questions: is
this medicine suitable for the patient, and how does he/she use the medicine
safely and correctly? The single steps are the instructions that are
communicated to the reader which then need to be followed up. The reader
wants to know, for example, how often, how much of, and in which way the
medicine is to be used, The text must convey this sort of information, thus,
supporting the purpose.

In updated versions of PILs there should be a clear description of the
purpose/function of the text because readers should be helped to connect,
organize, interpret, evaluate and develop attitudes towards that material
(Kopple 1997 cited in Wang, 2012: 105).
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3.1.4 Role relationships (author-reader identities and status elations)

The concept of role relationships is made possible by the fact that in
any communicative event there should be in principle more than one
participant, and therefore there must be a role for each of them to play.
These roles are of two kinds, social roles and interactional roles. The
former, referred to by Eggins (1994: 63) as Tenor, is dependent on the
participants’ relatively static social statuses, and it starts from these social
statuses to predict on the use of certain forms of the language. The latter
kind of role relationships, on the other hand, is more dynamic since the
participants can play the different roles interchangeably, and it is often
through the choices of the language that participants play their roles. This
kind of role is firmly tied to the immediate interactional, rather than the
more permanent social, statuses of the participants. An important common
feature of both kinds, however, is that they are generally more tangible in
an event of speaking since the participants are typically present and can
play their roles simultaneously. In written discourse, writers and readers
also adopt such roles and modify their language accordingly, but the
interactions are separated from each other and, this is less obvious than
speaking.

Halliday (1994) refers to the interactional role relationships as “speech

roles” and explains what he means by this term as follows:

“In an act of speaking, the speaker adopts for himself a
particular speech role, and so doing assigns to the listener a
complimentary role which he wishes, him to adopt in his turn”.

(Halliday, 1994:68)

Hence, we use language to interact with other people, to establish and
maintain relations with them, to influence their behaviour, to express our

own viewpoint on things in the world, and to elicit or change theirs
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(Thompson 1996, 2000 cited in Ming, 2007: 78). The interactional role
relationships can be accounted for both spoken and written discourse ; an
interrogative, for example, raises the question of who demands the
information (the questioner) and who is supposed to provide the answer
(the addressee). It is therefore not surprising to think of the written
communication as an exchange between the writer and the reader, and to
explore this structure underlying the written interaction. Although writing
may be viewed as a “monologic activity, it is nonetheless dialogic in its
communicative structure” (Nystrand, 1986: 36). Nystrand argues, in fact,
that the writer makes choices among the options available which are
determined by his/her reader’s need, not only by the meaning the writer
wants to convey (ibid.). There is no turn taking or overt exchange, in terms
of giving and taking, between the writer and the reader, but there is an
underlying structure that indicates the writer’s awareness of the presence of
the reader and the modification of the message to accommodate his/her
needs, reactions and expectations.

The sort of interaction may be referred to as negotiation of meaning,
which in broad terms means “the skill of communicating ideas clearly”
(Bygate, 1987: 27). An important point to be considered, as noted by
Bygate, is that:

“[...] it is this aspect of spoken interaction which contrasts
most sharply with position of reader and writer in the written

word”
(ibid.:28)

The ‘sharp’ contrast about the position of the two participants in the
written interaction means that there is no direct negotiation between the
two. Negotiation is in fact an intrinsic feature of any kind of
communication; what makes it different in written language is that the

participants are physically not present during the interaction which rules
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out the possibility of ‘direct’ negotiation. Likewise, Nystrand (1987)
indicates this difference explaining how negotiation in written discourse, as

compared to spoken discourse, can be brought about:

“In talk this negotiation is comparatively conspicuous,
manifesting itself in turn taking, querulous glances plus
rephrasing, etc. In writing, however, this negotiation is more
abstract: the writer must create a text that will effect an
exchange of meaning in a context of eventual use...”.
(Nystrand, 1987: 210)

Writers need to take into account different situational variables of the
context in which their writings will be read, who is going to read them, at
what time, what their readers want to know and what they do not need to
know, and so forth. As an example from a formal essay, Nystrand argues
that a review of literature does not only serve “argumentative purposes” but
also “communicative function”; it 1s meant to establish a “communicative
footing”, 1i.e. “shared knowledge of common ground with readers”
(Nystrand, 1987: 203).

Despite the fact that negotiation underlies all kinds of communication,
there are clear differences among written genres in how negotiation is
being carried out. Moving from genres like the formal essay used by
Nystrand above, to more interactional discourse, we can find instances of
relatively overt negotiation between writers and readers which are
sometimes no less explicit than what is normally found in conversational
exchanges. For example, simple forms of the exchange structure can be
found in sequences of questions and answers (as shall be seen in the PILs
examined); the reader’s voice can clearly be heard by means of the writer
putting words in his/her mouth, and the interaction might be sometimes
changed according to the reader’s participation; readers and writers do not
only jointly work out experiential meanings. These aspects of the

negotiation process are necessary in patient information leaflets.
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Although most of the linguistic accounts of medical discourse have
focused on face-to-face communication between doctors and patients (e.g.
Coulthard & Ashby, 1975; Cicourel, 1985; Tannen & Wallat, 1987; Fisher
& Croce, 1990; Soyland, 1991, cited in Sultan Al-Sharief, 1996: 9), there
have been several studies regarding the specific type of written medical
discourse in medicinal leaflets.

Medicinal leaflets are in some respects dramatically different from the
other kinds of medical written discourse. There is no ‘real’ doctor-patient
communication as in the face-to-face communication, like negotiation and
dialogue, as discussed before. This is the reason why the text needs to be
made as explicit as possible and give an authentically interactional
message, it cannot be just a mere description of the symptoms and
treatment of the disease. Patient leaflets show concern with the human
values as with the bare facts. Rather then the writer who “plays
wholeheartedly the role of dispassionate scientific observer” (Thompson,
1996 quoted in Sultan Al-Sharief, 1996: 11), in medical leaflets the writer’s
main task is to interpret the scientific facts in terms of their social and
psychological effects on the reader/patient. This can be seen in how
appropriate it is for medical-expert writer to be assertive/directive or
conciliatory/collaborative in their ‘advice’, and make it clear to who

should carry responsibility in the world of action.

3.1.5 The use of headings

Headings in documents, while related to ‘field’, may be considered as
instances of macro-themes and thus, related to ‘mode’, following Martin
(1992). Their role is particularly important in any assessment of
communicative effectiveness within a functional text. According to Nielson

(1999), the main heading on the page should provide an overall view of
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what the text will state in detail. The main function carried out by
descriptive headings is to be a sort of keyword and allow readers to easily
identify what each section is about.

For PILs, the MHRA (see Chapter one, paragraph 7) actually proposed
the inclusion of a headline section to “ensure that patients are aware of key
information on the safe and appropriate use of a product” (2005). The
reason for this being is that some patients do not read their leaflet at all. By
including the headline section the MHRA wants to convince the reluctant
patients to read at least the headline section. Research, in fact, indicates that
readers using texts to make informed decisions do not usually read through
the information in a linear way, but ask a series of questions and scan
through the document to look for answers (Wright, 1999).

In PILs, however, the inclusion of a headline section, may also be risky
and this is due to the fact that patients might only read the headline section
and forget about the rest. This means that they are still not fully aware of
the risks and benefits of that particular medication. Another issue is
whether the headline section could have a negative effect on the reader’s
comprehension and usability of the information. It is quite difficult,
therefore, to predict what effect the headline section may have on those

who read it. See example of headlines in Fig. 3.5.

3.1.6 Specialization of lexis

Specialization of lexis is included under ‘field’ as it is a way of
encoding “what is going on”, Halliday (1994: 56).
The connection can also be seen, however, with elements of participant role
relationships. In other words, lexical choices are made by the writer of a
medical information document in an expectation of the level of technicality

required to achieve the communicative objectives. Biber (1988) claims that
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lexical specificity seems to be correlated with the production of differences
between speaking and writing. A higher lexical specificity seems to be
associated to formal written genre, marking a high density of information,
by reflecting a precise word choice and an exact presentation of
informational content. The technicality of the vocabulary used in a PIL
refers to the degree of complexity of the medical terminology and/or other
vocabulary used. Thus, the writer needs to select and employ words and
phrases which are understandable to the general public rather than resorting

to the specialist terminology known from the medical context.

3.1.7 Lexical density

As already stated in Chapter Two, language is made up of what may be
called ‘content’ words, with its lexical or conceptual value (e.g. tablets,
patches, acetate, symptoms, uncoated), and ‘non-content’” words, also
called ‘empty words’ which have no lexical or conceptual content, they
only have their grammatical function, (e.g. and, in, whether). The density
of information in a portion of text or ‘lexical density’ refers to the average
number of content words per clause.

According to Halliday (1985), one of the differences between written
language and spoken language is the density with which information is
presented. The average lexical density for spoken English is between 1.5
and 2, and for written English between 3 and 6, “depending on the level of
formality of the writing” (Halliday, 1985:80). In the PILs selected for this
study, the lexical density is performed on the second section regarding the
strength of the medicine and what it is used for (What X is and what it is

used for).
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3.1.8 Visual aspects of the texts

The visual presentation also needs to be taken into account when
assessing the quality of texts (Hartley, 1994; Shriver 1997; Paul et al.
2004).

In documents, readability, clarity, order, and reliability of information
are fundamental aspects. The special organization of graphics and text can
direct reader’s attention and make the interaction more effective. A good
graphic design creates a visual logic and a positive optical impact. The
length, format, layout and graphical aspects of the information are all part
of the visual organization. In the reviewed PIL Guidance of July 2012, the
MHRA discusses some important information regarding this aspect. It

discusses that:

“Before writing the information and setting it out on the page you
will need to consider where the medicine is going to be used, who
will be taking it and what particular issues will need to be
resolved. Involving potential patients at an early stage in the
drafting of the PIL should ensure success in the testing later on.
There is scope to consider the needs of older people, those whose
first language may not be English, people with learning
difficulties or those with a condition (for example diabetes) which
may affect their vision”. (PIL Guidance 07/12 p. 5)

Furthermore, using upper-case font sub-heading:
‘information architecture’, the following is stated about document design

and development:

“How the information is set out in the document is an important
feature of information design. It provides order and structure to
the document as well as looking at navigation tools within the
document. Very little information is read from beginning to end
(with the exception of novels) and the way in which the
information is arranged is important in ensuring that readers can
find their way around it. Making the information easy to use is
an important output from this.

A well written and clearly designed leaflet can maximise the
number of people who can use the information to make
decisions about their medicine so that they can use it safely and

72



Chapter 3: Hallidayan linguistics applied to PILs

effectively. Information design essentially makes complex
information easy to use and easy to understand. It is a
particularly important aspect of document development where
the risk of misunderstanding is likely to come with a cost —
highly likely in the field of medicines information. This is an
iterative process and in deciding on a design for a particular PIL
there are likely to be a number of different designs and
modifications in the development process”.

(PIL Guidance 07/12 p. 6)
Therefore the design and layout of the information is crucial in helping
patients to find and understand the important messages for safe use within
the PIL. As stated in Chapter one, leaflets undergo user-testing trials,
hence, before submitting a leaflet, manufacturers are asked to review the
way in which the information is set out within the document and to take
account of best practice to comply with the new article 59 of Council
Directive 2001/83/EC. Layout is important because it enhances plain text
by introducing various graphical devices like indented lists, tables, boxes,
footnotes, along with extra character formatting (italics, bold face, small
type, etc.). There is not a sharp distinction between ‘plain text’ and ‘text
with layout’, unless by ‘plain text’ we mean literally a string of words, with
no punctuation at all. Devices like semi-colons, full stops, and parentheses
serve as graphical aids as much as bulleted lists or bold face (Bateman et
al., 2001; Power et al., 2003).

As required by the PIL Guidance (2012, p.15):

“manufacturers need to follow a common design and layout,
firstly because it must be accessible for the reader and
secondly, because it becomes important that it is easy to re-
enter the text after looking away, in order to retrieve the next
turn”.

The Guidance defines the following aspects to consider in the layout:
e Font style and font size

e Headings and sub-headings including consistency of placement
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e PIL dimensions including whether the document is laid out in
portrait or landscape format and number of columns

e Use of colour and choice of colour

e Style of writing and language used

e Layout of critical safety sections of the PIL

e Use of pictograms

And, some of the key points that manufacturers must note which help
patients to navigate the information are:

1. Headings must be placed consistently and stand out by using
either a larger font or by emboldening the text;

2. Judicious use of colour can help but it must not make a contrast;

3. Patients like an index, so this is very important if a booklet
format is being used which is known to be more difficult to
navigate. The reason, presumably, is that an indented list
represents an exchange of clarity for depth. The crucial points
can be found more easily, but since space is wasted, there is less
room for giving additional explanation. Some readers will thank
the author for easing their task; others will perceive the leaflet as
an insult to their intelligence. Similar differences are probably
found between academic fields: while common in scientific
articles, bulleted lists are rare in humanistic fields like
philosophy, literary criticism, and history, where the dignity of
the material seems to demand long paragraphs of continuous
prose and to preclude anything so vulgar as a list (Bateman et al.,
2001; Power et al., 2003).
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4. The text size used should be as large as possible and there should
be a good use of white space. Dense text means patients lose
concentration and therefore cannot find the information required.

5. Long lists of side effects are frightening and short bullet points
have been found to be helpful. The side effects should be
grouped according to seriousness and allow patients to
immediately distinguish when to take urgent action.

6. Related information should be located together and not split over
different columns or sides of the leaflet.

7. Information should not be repeated as this is known to confuse.

8. Information which appears before the index or in a box is

overlooked by patients so these devices should not be used.

All of the above goes to show that continuous on going work is carried
out to make PILs more acceptable for the intended audience and the layout

is one of the fundamental factors because:

“No matter how well written the text is in the PIL if it is set out
in a typography which is difficult to read it is unlikely that
patients will take the time or be encouraged to read it”.

(PIL Guidance 07/12, p. 5)

3.1.9 The use of pictures

Many documents, whether they are meant to be seen on paper or on a
computer screen, contain more than just formatted text. In addition to
formatting, they may contain such graphical elements as formulas,
diagrams, and pictures. A considerable amount of research has been done
on the meaning and use of diagrams, for example: Kerpediev and Roth,
(2000). My concern in this part of the study is on the use of pictures.
Pictures are sometimes distinguished from other graphics by the fact that

they are ‘iconic’: the meaning of a picture arises mainly by its similarity to
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what it depicts (Hartshorne and Weiss, 1958). Photographs are pictures,
and so are the more stylised sketches found in PILs. In the following we
shall see: (a) how pictures contribute to the meaning of a document, (b)
how they affect the style of the document, and (c) how they can affect the
wording of the document.

It is not easy to say in general terms what the meaning of a picture is.
An interesting exploration of this question can be found in Levesque
(2003:84), who claims that pictures tend to convey “vivid information:
information that contains no logical structure beyond predication and
conjunction”. A picture might say, for example, that a person shook hands
with another person: it cannot say that they either shook hands or beat each
other up. The notion of vivid information is an important concept in
artificial intelligence, and pictures are sometimes seen as a prime example.
Here, pictures will be viewed as basically expressing existential
information: A picture of two men shaking hands can be argued to mean
that at some point in time, two men shook hands in a particular way.
Photographic’ pictures of this kind convey a wealth of information, and
would be difficult to generate automatically.

The picture just discussed, for example, shows in detail how the
handshake took place. This ‘how’ would be difficult to capture in words or
mathematical symbols: any symbolic representation would tend to leave
out something that the picture depicts. This is different with the kinds of
pictures that are used in instructional texts like PILs where pictures are
employed to convey ‘discrete’ information of the kind that might also have
been conveyed by text. Piwek et al, (2006: 13) give an example of the
illustrated versions of a document followed by the verbal instructions (see
Fig.3.1 and 3.2):
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Fig. 3.1 lllustration of medicine storage  Fig. 3.2 Extracting of tablet from the blister

To take a tablet, you should first remove it from the foil and then swallow it with water.
Your doctor will tell you the dosage. Follow his advice and do not change it. If you are
unsure of your dosage or when to take it, you should ask your doctor. If you take an
overdose, you should inform your doctor immediately or go straight to your hospital’s
emergency ward. Store the medicine out of the reach of children.

The picture shows someone storing away the medicine. The person is
shown as a woman with longish hair; the cabinet has a specific size and a
medicinal cross on each of its doors. Little of this has anything to do with
the meaning of the picture in its current setting. In other respects, the
picture is rather poor in information. For example, it does not show what
the woman is doing; there is no medicine in sight! Clearly, the picture
denotes both more and less than what is depicted: it denotes a person
(whose gender and appearance are irrelevant) storing away a medicine in a
place where children cannot reach it. This is the kind of information that is
conveniently represented using a representation language that allows us to
represent atomic propositions (involving one or more arguments),
existential quantification, and conjunction.

In other words: ‘There is a person X and a medicine y such that x stores
away y away from children.” Something similar is true for the other picture,

which shows how to obtain the tablet (Fig. 3.2). There is a person x and a
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tablet y such that x removes y from the foil by pushing a finger to the back
of y.” (Piwek et al, 2006: 14).

Even though pictures and text can express similar kinds of information,
they do not have the same strengths and weaknesses. One strong point of
pictures, for example, is the immediacy with which they tend to be
understood (Pineda, 2000). Certain aspects stand out with much more
clarity and immediacy than others: headers, for example, have a high
perceptual salience, and the same is true for pictures. A related strength of
pictures is that they are language-independent, making them especially
suitable for conveying information to linguistic minorities.

Another strong point of pictures, relating to their iconicity is their
suitability for indicating information relating to the relative locations of
objects. Consider the first of the two pictures above, for example. It can be
expressed textually, but to express everything that the picture conveys

would tend to be cumbersome;

Take your tablet by removing it from the foil by pressing your
finger against the back of the tablet...
(Piwek et al, 2006: 14)

An informal study of leaflets in the Association of the British
Pharmaceutical Industry (APBI 1997 cited in Piwek et al, 2006: 16) has
shown that pictures are used in about 60% of the leaflets, and that they are
used heavily to depict:

e complex pieces of equipment (anti-asthmatic inhalers, inoculators,
etc.) whose spatial layout of the document is important for the patient
to understand.

e actions, such as the steps that need to be taken to clean an inhaler.

Often, entire sequences of actions are depicted.
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e continuous quantities — e.g., when creams and ointments are used,
one frequently sees depictions of the required quantity, sometimes
positioned on a finger or juxtaposed to a coin to show the relative
size of the blob.

e parts of the human anatomy e.g., eye drops, inhalers, thermal

patches.

There are several examples of pictograms and illustrations in the corpus

of study which are presented in the Results (e.g. Figures 4.6; 4.7; 4.8).

3.2 Sub-questions for the evaluation of PILs within the SFL

framework

To assess the corpus of the PILs within the SFL framework, the

following sub-questions have been applied:

1) Overall organizational or generic structure of text:
What identifiable sections of text or ‘moves’ are present ?
Are all the essential moves included?

What is the sequence of moves and is it appropriate?

2) Rhetorical elements:
What is the function of each move in relation to the reader?
Avre these functions clearly defined and appropriate?

Is there clear guidance about what to do with the presented information?

3) Meta-discourse:
Is there a clear description of the purpose/function of the text?
Avre the objectives of the PILs defined appropriately?

Does the text convey a clear message to allow compliance?
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4) Relationship between writer and reader (medical expert to lay person):
Is the relationship between writer and intended reader clear and consistent?

Is the person who is expected to take responsibility for any action clear?

5) Headings (signposting for the reader):

Are headings appropriate?

6) Specialization of lexis:
How technical is the vocabulary used in the texts?

Is it appropriately presented?

7) Lexical density:
What is the average content density of the text? (analysis of the section

concerning the route of administration of the medicine).

8) Format:
What is the length, layout, font/type size and other visual aspect of the
document?

Are there pictures and do they aid comprehensibility?

3.3 The Corpus (PILSs) selected for the study

The corpus of PILs selected for this analysis covers a good variety of
products - some for serious and some for less serious illnesses, both for
prescribed (P) and over-the-counter OTC medications . The dates of
revision (last approval on behalf of the authoritative committees) go from
February 2008 to February 2012. The PILs are the original medicinal

leaflets (see index section including copies of the corpus), which were
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supplied to me by friends residing in the UK. They may however, be
downloaded, in their updated versions, from the electronic medicine

compendium at : http://www.medicines.org.uk/emc/

The sixty PILs analyzed are those that accompany the following
medicines with indication of the therapies and the date of revision of the

leaflet:

Treatment uses Last revision of

Name of medication

leaflet

Adenuric tablets (gout) Aug 2010
Advodart capsules (prostate) Mar 2010
Alendronic Acid (osteoporosis) Nov 2010
Amlodipine (high pressure) Sept 2010
Aspirin Enteric Tablefs | (antiplatelet) May 2009
Aspirin tablets (anti-inflammatory) Nov 2010
Afarax Tablets (urticaria) Sept. 2008
Azathioprine Tablets (immunosuppressant) July 2008
Benadryl Plus (hay fever) Sept. 2008
Benylin (children’s chesty cough) April 2008
Buscopan tablets (antispasmodics) Oct 2010
Butrans Trans. patches | (analgesics) Jan. 2009
Cefalexin Capsules (bacterial infections) Oct. 2009
Celluvisc eye drops (eye irritation) Nov 2011
Citalopram (anti-depressant) July 2010
Clopidogrel Tablets (thrombi) July 2010
Coaprovel (hypertension) Jan. 2010
Co-codamol Tablets (moderate pain) Feb. 2011
Detrusitol (anti-muscarinics) Sept 2010
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Dulcolax tablets (laxative) Feb 2011
Ezetrol (tablets (high blood pressure) Mar 2010
Finasteride (prostate) July 2010
Flecainide Acelate (fast heartbeats) Jan 2011
tablets

Flucloxacillin Capsules | (penicillin antibiotic) Jan. 2009
Half Sinemet CR (Parkinson’s disease) Nov. 2009
Tablets

Hydrocortisone ointment | (skin inflammation) Sept. 2009
Istin (chest pain) March 2010
Lamictal tablets (epilepsy) June 2011
Lercanidjpine Tablets (high blood pressure) Feb. 2009
Lipitor (cholesterol) March 2011
Liquifilm tears (dry eyes) Feb. 2009
Lisinopril tablets (high blood pressure) Aug 2010
Losartan Potassium (hypertension) Jan 2010
Macrodantin (infections) Feb 2012
Metoprolo Tartrate (high blood pressure) Jan. 2009
Multag (anti-arrhythmics) Dec. 2009
Naproxen tablets (steroidal anti-inflammatory) | Feb 2010
Neurpro transdermal (Parkinson’s disease) Nov. 2010
patch

Nurofen for children (anti-inflammatory) Mar 2010
Nystatin Oral (anti-fungal) Aug. 2008
Suspension

Omeprazole capsules (stomach acid reducer) Nov 2010
One- Alpha Capsules (osteodystrophy) Feb. 2009
Paracetamol caplets (anti-inflammatory) Mar 2010
Phenergan Tablets (allergic conditions) March 2008
Phorpain gel (anti-inflammatory) July 2010
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Piriton tablets (allergy) May 2010
Prednisolone tablets (cortisone for a variety of July 2010
ailments)
Premique Tablets (hormone replacement) April 2010
Propranolol tablets (high pressure) Sept 2010
Ramipril capsules (heart failure) Sept 2010
Simvastin (cholesterol) Nov 2011
Temazepam Tablefs (insomnia and anxiety) April 2009
Tritace Tablets (hypertension) Feb. 2009
Venftolin Evohaler (asthma symptoms) June 2009
Viscotears (ocular lubricator) Dec. 2008
Voltarol thermal patch (muscle relaxation) July 2010
Warfarin Tablets (anticoagulant) April 2008
Xalatan eye drops (ocular hypertension) Nov 2010
Zoton Fas Tab (stomach acid reducer) July 2011
Zovirax (cold sores) Nov. 2008

Tab. 3.2 Corpus of study
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CHAPTER FOUR

PRESENTATION AND DISCUSSION OF RESULTS

The corpus was approached by reading all the 60 PILs thoroughly first,
and then by reading each PIL separately. In the first part, the
macrostructure was identified, then each macro-structural section was
studied to detect the move structure. The moves were then put in relation to
what the text was rhetorically trying to achieve. The findings from the
analysis were then divided into features, and finally, the results identified in
all the PILs were compared in order to answer the research questions:
writer/reader objectives fulfilment; patterns in the text; features likely to
further user-friendliness (patient-centeredness) and/or likely to hamper
user-friendliness. Being the PIL a highly functional text, divided into seven
mandatory functional sections (established by the EU guideline/template)
and being the challenge of writing user-friendly PILs very much associated
with the function of each section, it was essential to see how the purpose of
each section was or was not successfully fulfilled.

In what follows, a number of examples are provided to illustrate
formulations identified in the leaflets that, according to previous research
on accessibility and written patient information (see former Chapters), are
considered to be user-friendly, thus, patient orientated and understandable

to the general public.
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4.1 Organization of the text and the rhetorical functions

All the PILs analysed were printed on single sheets but had a wide
range of dimensions. The seven sections were identified in all the leaflets
except for one -Voltarol Thermal Patch-, (see Fig. 4.1), hence, making
them rather conventional in their genre. The sections followed this order:

a) introduction to inform the consumer;

b) background of the medicine to define/explain/describe in general,

c) warnings and precautions to inform/instruct/explain;

d) constraints on patient behaviour -including information about

medicine interaction- to instruct/explain;

e) account of side-effects to explain/describe/instruct;

f) storage instructions to instruct ;

g) further information to describe the medicine in detail and offer the

consumer clinical contact.

There was not a large degree of variability between the leaflets as
regards to the incidence and sequence of the moves. Only three PILs
slightly differed from the rest: Voltarol Thermal Patch which contained
five short sections and a brief boxed opening section introducing the name
and strength of the medication; Prednisolone (see Fig.4.6) which also
included a headline section; and Ventolin Evohaler which also added the
Asthma Control Test and its score at the bottom of the leaflet to be cut out
and kept (Fig.4.2)

The sections in Voltarol were divided as follows: what the medication
is for; how to use the patches; when not use the patches (precautions); what
not to do with the medication; storage of the leaflet till the medication has
ended and further information on the next page of the PIL to inform about
the composition, manufacturer, distributer and the last revision date of the

leaflet:
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oItaroF

Heat Patch

Voltarol® Themal patch effectively and naturally provides pain relief and deep muscle relaxation for muscle

pain, back, neck and shoulder pain.

Voltarol® Thermal patch is applied directly to the skin, on the site of your muscular pain. You feel the heat and relief
instantly. The patch provides 10 hours of penetrating heat that works to unwind tight, aching muscles and increases
circulation to help soothe pain away. Thin, discrete and designed to work on your body where it hurts, the patch helps

you to get active again soon and take your mind away from pain.

Using the heat patch

Make sure your skin is clean, dry and non-greasy.
Carefully tear open the sachet (start tearing by notch).
Remove the patch from the sachet only at the time of use.
Immediately take the protective film off the adhesive
part of the patch, and apply the heat patch onto your
skin at the site of your muscular pain.
The patch will gradually warm up to a comfortable,
soothing level (approximately 40°C).
For optimum results, leave the patch to act for 10 hours.
However, do not apply for longer than this time on the
same area. However, if needed you can apply another
atch on the same area 24 hours later.

The patch stays in place and is easily removable.
The patch can be used alone or with other pain relief
medicines,except for medicated products applied on
the skin and on injection sites (see Precautions)

If you sweat excessively, remove the patch.

The patch is for external and single use only.

Precautions
Do not use the Voitarol® Thermal patch:

'

on irritated, cracked or damaged skin.

on children under the age of 12.

on people who are unable to remove the patch
themselves (e.g. the elderly, handicapped or disabled),
unless supervised by a responsible adult.

if the wearer is unable to remove the patch or to feel
the heat of the patch: for example if you have areas on
your body you cannot feel.

if your perception may be impaired by e.g. sedative
medicines, alcoholic drinks.

on an injection site.

straight after an injury — heat may make swelling or
bruising worse.

This is a medical device

Composition: Iron powder, activated charcoal, water,

acrylic polymer, sodium salts.
Total content: 2 or 4 paiches

Manufacturer: Novartis Consumer Health S.A.,
Nyon, Switzerland

Distributed by: Novartis Consumer Health
Horsham
RH12 5AB, UK.

Text revised on: 15.7.10

over medicated products applied to the skin, or with
any other sources of heat (such as infrared light).
while bathing or showering.

Talk to your pharmacist or doctor before using the patch
if you:

have poor circulation, diabetes or arthritis or any other
serious medical condition.

have skin conditions like eczema or psoriasis, or have
very sensitive skin.

are pregnant.

For your safety

'

Do not cut, tear or damage the patch. Do notusethe

patch if it is forn or damaged.

The patch contains iron powder, which could be harmful
if ingested. Consult a doctor straight away if this happens.
If the skin or eyes come into contact with the powder,
immediately rinse the affected area well and consult a doctor.
Do not lie on the heat patch, even when in bed, or apply
strong pressure during use (e.g. under a waistband).
As with any heat product, this product has the potential
to cause skin irritation or burns. If the patch feels too
hot or your skin becomes irritated (swelling, eruption or
prolonged redness), remove the heat patch straight away.
Remove patch before medical scans

If the pain does not improve, contact your doctor.

Keep out of the reach of children and pets, both before
and after use.

Do not microwave or reheat the patch after use.
Dispose of the patch in a waste bin.

Avoid exposure to direct sunlight.

Store the patch in a cool dry place. Do not store it in
the freezer.

Keep the leaflet until all the patches contained in the
box have been used !

cE. @

Fig.4.1 Voltarol Thermal Patch PIL (front page and back page).
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Asthma Control Test™ Duing e past & weeks, e o st e o e 2 ch o st wo Score: N
school or home
The Asthma Control Test is one way to quickly assess your asthma control, giving you a simple score out of 25. Q1 r 7 e — =
Your healthcare professional may ask you additional questions during a consultation. (hlofhetine 1) (ostofthe e 2) (some ofhetime 3) (ATt o i 4) (Noneofhatime 5)/
Are you in control of your asthma? Or is your asthma in control of you? Here's how to find out Durng he past 4 weeks, how ofen have you hd shorness ofbreath? [score:
Step 1: Read each question carefully, circle your score and write it in the box. Qz [Eﬁ one  q ) (0““ 2y 2] (N‘,M oo 3) (H preR: !:EE\; & 4) (m atal 5J
Step 2: Add up each of your five scores to get your total Asthma Control Test ™ score. T D T
Step 3: Use the score guide to learn how well you are controlling your asthma, Q3 shortness of breath) wake you up at igh or earbes than usual i the morming? 2 ‘
armo = ; urn over for
| (TS 1) (2anighs vk’ 2) (Oneawesk " 3) (°"‘A‘°""'§‘ ;4) (ttatan ”7775) Questions 4 and 5.

[ uring the past ¢ weoks, bow ofen hre you s your elever e uslly blue? score: B What does your score mean?
Q4 ’ 3 ot more times
) (2t ) (23t les I s < 2
(% 1) (Zimesady | 2) (Binesa gk 3) (oweawesorks 4) (otaal 5) " N score 0t 24- 0N TARGET core s than 20 - OFFTARGET
How would you rate your asthma control during the past 4 weeks? Score: \ o "I[ i « Your asthma appears to have been + Your asthma may NOT HAVE BEEN
/ NDSREONTRO ‘ REASONABLY WELL CONTROLLED CONTROLLED during the past
QG (ot conoled 1) (roryconvoled 2) (Someafir T 3) (econles— 4) (S 5 j ! :I ’ | during the past 4 weeks. 4 weeks.
A ! ; « However, if you are experiencing + Your doctor, nurse or pharmacist can
( joh{gfs with you symptoms your doctor, nurse or recommend an asthma action plan to
32002, by QualityMetric Incorporated. Total Score o ; o, pharmacist may be able to help you. help improve your asthma control.
\sthma Control Test is a trademark of QualityMetric Incorporated ‘

Fig. 4.2 Ventolin Evohaler PIL (bottom of front page and bottom of back page)

All the other 57 PILs of the corpus contained seven identified sections,
and the ordering of information was quite consistent between the

documents. The sections are now presented one by one.

Section 1
The leaflets opened with the section that presents the name, the
strength, pharmaceutical form, and active substance of the medicine, as in

the following:

Example 1:

PACKAGE LEAFLET: INFORMATION FOR THE USER

Lercanidipine HCI 10 mg film-coated tablets
Lercanidipine HcI 20 mg film-coated tablets

lercanidipine hydrochloride

(Lercanidipine)
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Only 1 PIL, Istin, included the pictures of the packets available with the
active substance, instead of stating the strength and pharmaceutical form

verbally:

Straight after, there is also a preamble which instructs the consumer on
how to engage with the leaflet and with the medicine s/he is about to take
and to contact the doctor if there happen to be any doubts. This is defined
as the bullet point section at the beginning of all PILs as shown in the

example:

Example 2

Read all of this leaflet carefully before you start taking this medicine.

* Keep this leaflet. You may need to read it again.

* |f you have any further questions, ask your doctor or pharmacist.

*  This medicine has been prescribed for you. Do not pass it on to others. It may harm them,
even if their symptoms are the same as yours.

« If any of the side effects get serious, or if you notice any side effects not listed in this leaflet,
please tell your doctor.

(Zoton Fas Tabs)

Finally, in this first section there is a table of contents, from 1 to 6, as an

introduction to the whole leaflet:
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Example 3

In this leaflet:
" 1. What co-codamoi is-and-what it is used for
2. Before you take co-codamol
3. How to take co-codamol
4. Possible side effects
5. How to store co-codamol
6. Further information

As mentioned in 3.1.8, the guidelines recommend judicious use of

colour which may help to emphasise some key messages. The following

are other examples of contents listed in coloured shaded boxes, or coloured

print on white background:

Examples 4

In this leaflet:

il What Lercamdlpme Hel i |s and what itis
used for

2. Before you take 'Iie'rcanidi‘ﬁ‘r‘iie*ﬂm S

3. How to take Lercanidipine HCI

4. Possible side effects
5. How to store Lercanidipine HCI

6. Further mformatmn

(Lercanidipine)

In this leaflet:

I I

What ADENURIC is and what it is used for
Before you take ADENURIC

How to take ADENURIC

Possible side effects

How to store ADENURIC

Further information

(Adenuric)
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Most PILs followed the above examples where the contents are
presented as a list, not necessarily in shaded coloured boxes, or blue print,
but with numbers to give an overview of what the leaflet will explain after.
Only 4 of the leaflets did not have a table of contents: Aspirin Gastro-
resistant Tablets, Benadryl Plus Capsules, Benylin and Lisinopril tablets
(see index section). In the example that follows, the patient/reader is asked
to read the leaflet carefully before taking the medicine but the list of

contents is left out,

Example 5

CAPSULES

pseudoephedrine, acrivastine

m This medicine is used to relieve the symptoms of
hay fever and similar allergic conditions.
m This medicine is for use by adults and children
aged 12 - 65 years.
= Do not take this medicine:
There are some people who should not use this
medicine. See Section 2 to find out if you are
one of them »
If you have ever had a bad reaction to any of
the ingredients. See Section 6 for the list of
ingredients »
= Speak to your doctor:
. If you suffer from any of the conditions
mentioned in section 2. See Section 2 »
If you are taking any other medicines. See
Section 2 »
= Follow the dosage instructions carefully. See
Section 3 »

Now read this whole leaflet carefully before you
use this medicine. Keep the leaflet: you might need
it again.

(Benadryl)
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Most of the text in the introductory section consists of standard phrases
taken from the EU template and there is little variation between the leaflets.
However in the Lamictal PIL there is an instruction to call a hotline, if the
consumer finds the leaflet difficult to see or read, straight after the list of
contents. The consumer is asked to give specific information about the
strength of the tablets and the reference number so that a reply may be
given appropriately:

Example 6

L
I_amiCtaI ® In this leaflet

25mg, 50mg, 100 mg, 200 mg tablets 1 What Lamictal is and what it is used for

lamotrigine Before you take Lamictal

Read all of this leaflet carefully
before you start taking this
medicine.

Keep this leaflet. You may need
to read it again.

If you have any further questions,
ask your doctor or pharmacist.
This medicine has been prescribed
for you. Do not pass it on to
others. It may harm them, even

if their symptoms are the same

as yours.

If any of the side effects gets
serious, or if you notice any

side effects not listed in this
leaflet, please tell your doctor or
pharmacist.

How to take Lamictal
Possible side effects

How to store Lamictal

o un1 AW N

Further information

Other formats: T

To listen to or request a copy of this leaflet in Braille, large
print or audio please call, free of charge:

0800 198 5000 (UK only)
Please be ready to give the following information:

Product name Lamictal 25 mg tablets
Lamictal 50 mg tablets
Lamictal 100 mg tablets
Lamictal 200 mg tablets

Reference number 00003/0272
This is a service provided by the Royal National Institute of
Blind People.

It is also made clear that this service is only reserved for residents in the
U.K. free of charge.
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Section 2
The next section describes what the medicine is (the group of

medicines which the product belongs to), explains what the medicine is
used for, how it works, and/or what is expected from it.

Example 1 (What the medicine is)

LIQUIFILM TEARS is a
substitute for tears and
contains a lubricant called
polyvinyl alcohol.

(Liquifilm Tears)

Examples 2 (What the medicine is used for)

BUSCOPAN Tablets are used to relieve cramps in the

muscles of your:

- Stomach

« Gut (intestine)

« Bladder and the tubes that lead to the outside of
your body (urinary system)

It can also be used to relieve the symptoms of

Irritable Bowel Syndrome (IBS).

(Buscopan)

Prednisolone tablets are used in a wide

range of inflammatory and auto-immune

conditions including:

e allergies, including severe allergic reactions

e inflammation affecting the: lungs,
including asthma, blood vessels and
heart, bowel or kidneys, muscles and
joints, including rheumatoid, arthritis, eye
and nervous system

e skin conditions

e some infections

® some cancers, including leukaemia,
lymphoma and myeloma

e to prevent organ rejection after a transplant

Also:

* to make up the difference when the body’s
production of cortisone is too low to
maintain good health.

e to treat high calcium levels.

(Prednisolone)
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Examples 3 (How the medicine works and its expected effect)

It works by controlling the uneven beating of your heart (called ‘arrhythmias’). Taking the
tablets helps your heartbeat to return to normal.

(Flecainide Acetate PIL)

EZETROL works by reducing the cholesterol absorbed in your
digestive tract. EZETROL does not help you lose weight.

EZETROL adds to the cholesterol-lowering effect of statins, a group
of medicines that reduce the cholesterol your body makes by itself.

(Ezetrol)

Section 3

Section three regarding ‘constraints on patient behaviour’ iS a warning
to consumers who are about to take the medicine. According to Sless and
Wiseman (1997: 42), this section is a ‘safety net for cases where consumers
have not informed their doctor about important conditions that might affect
their use of a medicine’. Thus consumers are instructed to avoid taking the
medicine and to contact the doctor if certain conditions apply to them, e.g.
if they are allergic to the active ingredient, belong to a certain category of
users (the elderly, children, pregnant, breastfeeding), have pathological
conditions, operate machinery, take other medicines, alcohol and
foodstuffs, which may interact negatively with that medicine. This section
tends to be one of the longest and the one with most information in it (the
heavy section of the PIL). The information about effects consists of
conceptual information which is split up into modules, meaning that the
information is transferred into relevant questions of the user, that is, from
the perspective of the patient. The linguistic means used to convey risk

conceptual information uses clear signal words with a warning character,
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sometimes pictograms as well. Because this part of the PIL is dense and
full of information, often the patient is at risk for missing essential
information because of its overload. This is the reason why, as
recommended by research, current PILs tend not to exaggerate on risk
matters. In general there is a lot of recognition of the importance of
informing people about the risks, as well as benefits of their treatment, but
the information must not frighten the consumer who may give up taking the
medicine after all. In this section the imperative form is used to realize
instructions such as: ‘Do not take this medicine and/or tell your doctor
if...>. The patient is addressed directly through the second person pronoun
and this is another way of promoting patient-centeredness, so as to give the
text a less formal tone.

Other features include lay terms and colloquial everyday language, simple
active syntax, and bullet points that highlight key messages (i.e. special

conditions and precautions which may apply to the individual consumer):

Examples 1

Do not take Zoton FasTab:

if you are allergic (hypersensitive) to
lansoprazole or any of the other ingredients
of Zoton FasTab

if you are taking a medicine containing the
active substance atazanavir (used in the
treatment of HIV).

(Zoton FasTabs)

Take special care with Phorpain® Gel Maximum

Strength

e Protect treated areas from direct sunlight to avoid
any sensitivity reaction, e.g. a rash.

(Phorpain Gel)
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If you stop taking Propranolol

DO NOT stop taking your medicine without
talking to your doctor first, even if you feel
better.

Your treatment with Propranoiol must not be
stopped suddenly. If it is necessary to stop
treatment, your doctor should reduce your
dose gradually.

If you have any further questions on the use of
this product, ask your doctor or pharmacist.

(Propranolo)

Taking other medicines

Please tell your doctor or pharmacist if you are taking or have recently taken any other medicines, including medicines obtained without a
prescription. If they are taken with Macrodantin® Capsules their effect or the effect of Macrodantin® Capsules may be changed.

= Antacids for indigestion (e.g. magnesium trisilicate);

Medicines for gout (e.g. probenecid or sulfinpyrazone);

Medicines which slow the passage of food through the stomach (e.g. atropine, hyoscine);

Medicines for raised pressure in the eye (glaucoma), such as carbonic anhydrase inhibitors (e.g. acetazolamide);

Medicines which make the urine less acid (e.g. potassium citrate mixture);

Medicines for infections, known as quinolones.

(Macrodantin)

! Talk to your pharmacist or doctor:

e [f you have asthma or other allergic disease

e [f you have kidney or liver problems

e |f you have high blood pressure (your doctor
may want to monitor you more closely)

e |f you are dehydrated

¢ |f you have diabetes

e |f you have a condition called
glucose-6-phosphate dehydrogenase deficiency

e |f you are elderly (your doctor may want to
monitor you more closely)

(Aspirin Enteric)

There are many examples of direct instructions with an easy-to-
understand explanation of why the patient should inform the doctor about
other medicines. The following piece of text taken from Zoton Fas Tabs,
illustrates the positive trend of trying to provide consumers with

information which is relevant for their compliance:

Example 2

Please tell your doctor or pharmacist if you are taking or have reently taken any other
medicines, including medicines obtained without a prescripon (including herbal
medicines). This is because Ramipril Capsules can affecthe way some other
medicines work. Also some medicines can affect the way Raripril Capsules works.

Please tell your doctor if you are taking any of the following mecines. They can make
Ramipril Capsules work less well:

(Ramipril)
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Section four

The purpose of section four is to instruct the patient on how to take the
medicine correctly and how to act in case he/she does not take the medicine
correctly, or perhaps has any doubts on the use of the product.

Information in this section includes dosage (often in relation to certain
categories of users), method and frequency of administration, the duration
of treatment, the expected effect, instances of forgetting a dose, over
dosage and the way treatment should be stopped. Positive features in this
section include imperative clauses for realizing straightforward instructions
(e.g. how to take the medicine) and simple and short sentences (often in
bullet points) which explain, in a colloquial and direct way, how the
medicine should be taken and what may happen if procedures are not being
followed:

Examples 1

3. How to take Omeprazole

Always take Omeprazole exactly as your
doctor has told you. You should check with
your doctor or pharmacist if you are not sure.

(Omeprazole)

3.HOW TO USE PHORPAIN® GEL MAXIMUN
STRENGTH

Phorpain® Gel Maximum Strength is designed for
topical (on the skin) application only. Never take
the gel by mouth. If you do accidentally swallow
some of the gel, rinse your mouth thoroughly. In
the case of an upset stomach, speak to your
doctor or pharmacist for advice.

(Phorpain)
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e HOW TO TAKE PROPRANOLOL

Always take Propranolol exactly as your doctor
has told you. You should check with your
doctor or pharmacist if you are not sure.

The tablets should be swallowed preferably
with a glass of water. Propranolol can be taken
with or without food. The usual dose is:

(Propranolol)

3. HOW TO TAKE ZOTON FasTab

Place the tablet on your tongue and suck gently.
The tablet rapidly dissolves in the mouth, releasing
micrograntiles which you should swallow without
chewing. You can also swallow the tablet whole
with a glass of water.

Your doctor might instruct you to take the tablet
with an oral syringe, in case you have serious
difficulties with swallowing.

(Zoton Fas Tabs)

3. HOW TO TAKE THE TABLETSJ

You should take the tablets with a drink of water. You must take your tablets every day exactly as your doctor has
told you. It is important that you take the tablets for as long as your doctor prescribes them.

Dose for Adults

Hypertension (high blood pressure)

The usual dose of Losartan for most adult patients is one 50mg tablet once a day to control your blood pressure
over the 24-hour period. If a 50mg daily dose is ineffective, your doctor may prescribe a higher dose of 100mg.

(Losartan Potassium)

Section five

The purpose of section five is to describe, explain, and grade some of
the undesirable side effects that may occur, and to instruct the consumer to
take action if a side effect occurs (e.g. to contact the doctor or pharmacist).
The information about effects consists of conceptual information which is
split up into modules, meaning that the information is transferred into
relevant questions of the user, that is to say, from the perspective of the
patient. The linguistic means used to convey risk conceptual information

uses clear signal words with a warning character, sometimes pictograms as
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well. This section also entails the risk that perhaps the patient will miss
essential information because of information overload. In general there is a
lot of recognition of the importance of informing people about the risks, as
well as benefits of their treatment. There is, however, growing evidence
from both everyday experience and empirical studies, that people’s
interpretations of risk messages are also significantly influenced by the
particular way in which the information is presented. The information
given about side effects is very important for the patient who wants to
satisfy his/her hunger to be further informed of what possible effects may
occur. The ability of the writer (expert) is to provide patients with sufficient
information, but at the same time, that information will not lead to
increased anxiety about their illnesses or treatments. Good information
leaflets should reduce anxiety and should not result in an increase of side
effects, but aid patients to participate more actively in their own treatment.
In most current PILs presentational factors for describing probability
information is presented both verbally and numerically. The grading of side
effects may be a potential source of confusion but changes have been made
and two common ways of presenting risk probabilities are applied: verbal
labels, such as ‘common’ or ‘rare’, and numerical terms such as ‘1 in a
100’ are mostly used now. In fact, the European Commission (2001),
specifically recommended the use of five such descriptors -‘very common,
common, uncommon, rare, and very rare’-. Before the introduction of
natural frequencies, such as: 1 out of 100, or 1 out of 1000, to describe
probabilities of risk, the use of percentages showed to give rise to particular
difficulties because people would over-estimate risk, thinking for example
that 10% meant much more than what it really related to (Berry, Raynor

and Knapp, 2003). Thus, positive framing has shown to affect people’s
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treatment preferences and improve their understanding of the information

presented (Armstrong, Shwartz, Fitzgerald, cited in Berry, 2006: 122).

About 32 of the PILs analysed have shown to carry a successful

grading as regards to probability information, where a division into very

common, common, uncommon, rare and very rare side effects including a

graduation of frequency (by number of persons affected) was presented in a

straightforward colloquial manner (see examples):

Examples 1

4 Possible side effects

Like all medicines, Lamictal can cause side effects, but
not everyone gets them.

Potentially serious reactions: get a

doctor’s help straight away

A small number of people taking Lamictal get an
allergic reaction or potentially serious skin reaction,
which may develop into more serious problems if they
are not treated.

These symptoms are more likely to happen during
the first few months of treatment with Lamictal,
especially if the starting dose is too high or if the
dose is increased too quickly, or if Lamictal is taken
with another medicine called valproate. Some of the
symptoms are more common in children, so parents
should be espedially careful to watch out for them.

Symptoms of these reactions include:

e skin rashes or redness, which may develop
into severe skin reactions including widespread
rash with blisters and peeling skin, particularly
occurring around the mouth, nose, eyes and
genitals (Stevens-Johnson syndrome), extensive
peeling of the skin (more than 30% of the body
surface - toxic epidermal necrolysis)

e asore mouth or eyes

e ahigh temperature (fever), flu-like symptoms or
drowsiness

e swelling around your face, or swollen glands in
your neck, armpit or groin

e unexpected bleeding or bruising, or the fingers
turning blue

e asore throat, or more infections (such as colds)
than usual.

In many cases, these symptoms will be signs of less
serious side effects. But you must be aware that they
are potentially serious and can develop into more
serious problems, such as organ failure, if they are not
treated. If you notice any of these symptoms:

(Lamictal)

= Contact a doctor immediately. Your doctor may

decide to carry out tests on your liver, kidneys or
blood, and may tell you to stop taking Lamictal.

Very common side effects
These may affect more than 1in 10 people:

headache

feeling dizzy

feeling sleepy or drowsy

clumsiness and lack of co-ordination (ataxia)
double vision or blurred vision

feeling sick (nausea) or being sick (vomiting)
skin rash.

Common side effects
These may affect up to 1in 10 people:

e o 0 0 0 o

aggression or irritability

rapid, uncontrollable eye movements (nystagmus)
shaking or tremors

difficulty in sleeping

diarrhoea

dry mouth

feeling tired

pain in your back or joints, or elsewhere.

Rare side effects
These may affect up to 1 in 1,000 people:

itchy eyes, with discharge and crusty eyelids
(conjunctivitis)

a severe skin reaction (Stevens-Johnson syndrome:

see also the information at the beginning of
Section 4).

Very rare side effects
These may affect up to 1 in 10,000 people:

hallucinations (‘seeing’ or ‘hearing’ things that
aren't really there)

confusion or agitation

feeling ‘wobbly’ or unsteady when you move about

uncontrollable body movements (tics),
uncontrollable muscle spasms affecting the eyes,
head and torso (choreoathetosis), or other unusual
body movements such as jerking, shaking or stiffness
a severe skin reaction (toxic epidermal necrolysis:
see also the information at the beginning of
Section 4)

in people who already have epilepsy, seizures
happening more often

changes in liver function, which will show up in
blood tests, or liver failure

changes which may show up in blood tests

- including reduced numbers of red blood cells
(anaemia), reduced numbers of white blood

cells (leucopenia, neutropenia, agranulo-cytosis),
reduced numbers of platelets (thrombocytopenia),
reduced numbers of all these types of cell
(pancytopenia), and a disorder of the bone
marrow called aplastic anaemia

a serious disorder of blood clotting, which

can cause unexpected bleeding or bruising
(disseminated intravascular coagulation)

a high temperature (fever)

swelling around the face (oedema) or

swollen glands in the neck, armpit or groin
(lymphadenopathy)

in people who already have Parkinson’s disease,
worsening of the symptoms.

Other side effects

Other side effects have occurred in a small number of
people but their exact frequency is unknown:

A group of symptoms together including: fever,
nausea, vomiting, headache, stiff neck and extreme
sensitivity to bright light. This may be caused by an
inflammation of the membranes that cover the brain
and spinal cord (meningitis).

These symptoms usually disappear once treatment

is stopped however if the symptoms continue or get
worse contact your doctor.
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The following side effects have been reported. Tell your doctor if any of
these side effects become troublesome:

Very common side effects (probably affecting more than 1 in 10 patients)
e infections (in kidney transplant e reduction in number of white

patients) blood cells which makes
e feeling and being sick (nausea infections more likely .
and vomiting) © |oss of appetite (anorexia).

Common side effects (probably affecting less than 1 in 10 patients):
e liver disease e decrease in red blood cells in
e increased infections in patients the blood (anaemia)
with bowel inflammation e inflammation of the pancreas,
e reduction in blood platelets which causes severe pain in the
which increases risk of bleeding abdomen and back.
or bruising

Certain types of cancer (lymphomas, cancer of the cervix, vulva and skin
(especially on areas of the skin exposed to the sun)) are common in
patients after kidney transplant.

(Azathioprine)

Uncommon side effects (probably affecting less than 1 in 100 patients):

 allergic reactions including
dizziness or feeling unwell, low
blood pressure, fever, feeling
cold , feeling severely sick and
vomiting, diarrhoea, rash, rigors,
kidney problems, muscle pain
(myalgia), pain in the joint
(arthralgia), inflammation of
blood vessels (vasculitis), high
number of liver enzymes

* increased infections in patients
suffering from rheumatoid
arthritis

* blood disorder after transplant
surgery

e foul smelling stools which are
bulky, loose and greasy

© hair loss (alopecia).

Rare side effects (probably affecting less than 1 in 1000 patients):

* paleness or fatigue or feeling
short of breath caused when the
body’s bone marrow.is not
producing enough blood cells
(aplastic anaemia)

cough and fever caused by
pneumonia or inflammation of
the lung

* stomach ulcer and disease
which may cause heartburmn,
vomiting, general discomfort in
the stomach.

Very rare side effects (probably affecting less than 1 in 10,000 patients):

* blood disorders (including acute
myeloid leukaemia and myelo-
dysplastic syndromes)

Uncommon side effects (less than 1 out of 100 but equal

or more than 1 out of 1,000 patients):
e nNausea;
e vomiting

e irritation or inflammation of the gullet (oesophagus the
tube that connects your mouth with your stomach) or

stomach

black or tar-like stools
rash;

itching;

redness of the skin

Rare side effects (less than 1 out of 1000 but equal or

more than 1 out of 10,000 patients):

o allergic reactions such as hives; swelling of the face, lips,
tongue and/or throat, possibly causing difficulty breathing
orswallowing

e symptoms of low blood calcium levels including muscle
cramps or spasms and/or tingling sensation in the fingers
oraround the mouth

e stomach or peptic ulcers (sometimes severe or with
bleeding)

e narrowing of the gullet (oesophagus the tube that
connects your mouth with your stomach)

e jaw problems associated with delayed healing and
infection, often following tooth extraction

e blurred vision, pain orredness in the eye

e rash made worse by sunlight

e severe bone, muscle and/orjoint pain

e mouth ulcers when the tablets have been chewed or

sucked
transient flu-like symptoms, such as aching muscles,
generally feeling unwell and sometimes with fever usually

atthe start of treatment

Very rare side effects (less than 1 out of 10,000 patients):

e severe skinreactions

During post-marketing experience the following side effects

have been reported (frequency unknown):
e dizziness

e jointswelling

e liredness ~———— Sy
e swellinginthe hands orlegs

(Alendronic Acid)

* very serious allergic reaction.
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In Aspirin Enteric Tablets (see example below), Omeprazole, Phorpain
gel, Paracetamol caplets, Piriton allergy tablets, Flecainide, Naproxen,
Propranolol tablets, Lisinopril tablets (see PILs in appendix), and Voltarol
(see Fig. 4.1), neither verbal nor numerical descriptors, of side effects were

present:

Example 3

Possible side effects
Most people will not have problems, but
some may get some.

!'If you get any of these serious side
effects, stop taking the tablets.
See a doctorat once: - ==

»You are sick and it contains blood or dark
particles that look like coffee grounds

' Pass blood in your stools or pass black
tarry stools

' Difficulty in’ breathing, asthma, swelling of the
face, neck, tongue or throat, runny nose
(severe allergic reactions)

» Unusual bleeding which may cause blood in
the urine, coughing up blood or a stroke due
to bleeding in the brain

These other effects are less serious.
If they bother you talk to a pharmacist:

Other allergic reactions such as itchy skin or
skin rash

Feeling sick, being sick, heartburn, stomach
irritation or pain

Ringing in the ears

Pain in your lower abdomen or back,
difficulty in passing urine - this maybe a sign
of kidney stones

Nose bleeds (if a nose bleed is severe or
lasts for a long time, talk to a doctor straight
away)

Feeling very tired or severely exhausted
Unusual bruising or infections such as sore
throats — this may be a sign of very rare
changes in the blood

If any side effect becomes severe, or
you notice any side effect not listed here,
please tell your pharmacist or doctor.

(Aspirin EntericTablets)

101



Chapter 4: Presentation and discussion of results

Two PILs, Finasteride and Nurofen for children, carried the verbal

descriptors but not the numerical ones (see examples):

Examples 4

4. Possible side effects

Like all medicines, Finasteride 5mg Tablets can cause side effects, although not everybody gets them.
You should promptly report to your doctor any changes in your breast tissue such as lumps, pain,
enlargement of the breast tissue or nipple discharge as these may be signs of a serious condition, such as
breast cancer.

Common side-effects include: impotence (inability to maintain an erection); a reduced desire to have
sex; producing a reduced amount of semen

Uncommon side-effects include: Swelling and/or tenderness of the breasts; problems with ejaculation;
skin rashes

Rare side-effects include: Allergic reactions including itching, hives or swelling of the face and lips; pain
in the testicles and a rapid and irregular heart beat

(Finasteride)

Other side effects which may occur are:

Uncommon:
® headache

Rare:

* diarthoea, wind or constipation. Tell your
doctor if these last for more than a few day
or become troublesome

Very rare:
® kidney problems may occur with Ibuprofen

* stroke or heart problems may occur with
louprofen. This is unlikely at the dose level
given to children

® worsening of colitis and Crohn's disease
* high blood pressure.

(Nurofen for children)

Section six
Section six has the ‘move’ which instructs the consumer on how to

store the product safely and effectively, and how to dispose of the medicine
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in a safe and environmentally friendly way. It also instructs the consumer
on how to act if the product has reached its expiry date or shows visible
signs of deterioration:

Example 1

How to store

Keep out of the reach and sight of children.
No special precautions for storage.

Do not use Citalopram tablets after the
expiry date stated on the label/carton/
bottle. The expiry date refers to the last day
of that month.

Medicines should not be disposed of via
wastewater or household waste. Ask your
pharmacist how to dispose of medicines
no longer required. These measures will
help to protect the environment.

(Citalopram)

Much of the text in this section of the leaflet, draws on standard phrases
from the EU template as: ‘keep out of reach and sight of children’. The
PILs in the corpus do, in fact, follow that template, except for Paracetomol
that has reformulated the phrase above and also carries a symbol

representing storage measures beside the verbal instructions:

Example 2

; Keep your medicine in a safe place where children cannot see or reach it.
“——1 Do not store above 25°C. Store in the original packaging to protect from light and moisture.

Do not use this medicine after the expiry date printed on the packaging.

The Phorpain PIL has also added a boxed warning as follows:
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Example 3

Remember:

This medicine is for you. Never give this medicine to
someone else, it could harm them, even if their
symptoms seem the same as yours.

Section seven

Section seven concerns further information.

The purpose of this final section is to describe what the medicine
contains, what it looks like and to list the content of the package. It also
includes the name and address of the marketing authorization holder
(MAH) and manufacturer, product licence number and the date of the last
PIL revision (see Chapter One).

All the PILs analysed contained the details stated above. The following are

some examples:

Examples 1

What Fiucloxacillin Capsules BP contain

Active ingredient: flucloxacillin as flucloxacillin sodium

Other ingredients: Sodium starch glycollate, magnesium stearate, red iron oxide (E172), yellow iron oxide (E1°

black iron oxide (E172), titanium dioxide (E171) and gelatin.
Please see further information on sodium in section 2.

What Flucloxacillin Capsules BP look like

250mg Capsules are opaque caramel and grey printed with 'FXN 250" in black ink. The capsules contain a gra

off white powder.

500mg Capsules are opaque caramel and grey printed with 'FXN 500' in black ink. The capsules contain a gra

off white powder.

Both strengths are available in the following pack sizes:

Securitainers are available in pack sizes of 15, 18, 20, 21, 28, 30, 50, 100, 250 & 500 capsules.
Blister packs are available in pack sizes of 15, 18, 20, 21, 28, 30, 50, 100, 250 & 500 capsules.
Not all pack sizes may be marketed.

The licence holder and manufacturer is;
Athlone Laboratories Limited, Ballymurray, Co. Roscommon, Ireland.

(Flucoxacillin)
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Lipitor and BuTrans also include the pharmaceutical companies which
distribute that medicine with the same or different name in other countries
of the Member States:

This medicinal product is authorised in
the Member States of the EEA under the
following names:

Austria, Bulgaria, Czech Sortis
Republic, Estonia, Germany,
Hungary, Latvia, Lithuania,
Poland, Romania, Slovakia,
Slovenia

Belgium, Cyprus, Finland, Lipitor
Greece, Ireland, Italy,
Luxembourg, Malta, Nether-
lands, Norway, Sweden, UK

Denmark, Greece, Iceland, | Zarator
Portugal, Spain

Finland Orbeos

France Tahor

Germany Atorvastatin Pfizer, Liprimar

Greece Edovin

Hungary Obradon

[taly Torvast, Totalip, Xarator

Portugal Atorvastatina Parke-Davis,
Texzor

Spain Cardyl, Atorvastatina

Nostrum, Atorvastatina
Pharmacia, Prevengqg "

This leaflet was last approved in 03/2011.

This medicinal product is authorised in the
Member States of the EEA under the following

names:

Austria Norspan®
Belgium Norspan®
Czech Republic Norspan®
Denmark Norspan®
Estonia Norspan®
Finland Norspan®
Germany Norspar®
Hungary Norspan®
Iceland Norspan®
Latvia Norspan®
Lithuania Norspan®
Luxembourg Norspan®
Netherlands BuTrans®
Norway Norspan®
Poland Norspan®
Portugal Norspan®
Republic of Ireland BuTrans®
Slovak Republic Norspan®
Sweden Norspan®
United Kingdom BuTrans®
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Two PILs, Multag and CoAprovel, supplied the local representatives of
the Marketing Athorisation Holder (MH) in other countries of the EU, and

support the information with the inclusion of the EMEA website:

Examples 3

For any information about this medicinal product, please contact the local representative of the Marketing

Authorisation Holder.

Belgié/Belgique/Belgien
sanofi-aventis Belgium
Tél/Tel: +32 (0)2 710 54 00

Bwnrapua
sanofi-aventis Bulgaria EOOD
Ten.: +359 (0)2 970 53 00

Ceska republika
sanofi-aventis, s.r.o.
Tel: +420 233 086 111

Danmark
sanofi-aventis Denmark A/S
TIf: +45 4516 70 00

Deutschland
Sanofi-Aventis Deutschland GmbH
Tel: +49 (0)180 2 222010

Eesti
sanofi-aventis Estonia OU
Tel: +372 627 34 88

EANGSa
sanofi-aventis AEBE
TnA: +30 210 900 16 00

Espaiia
sanofi-aventis, S.A.
Tel: +34 93 485 94 00

France
sanofi-aventis France
Tél: 0 800 222 555

Appel depuis I'étranger : +33 157 63 23 23

Ireland
sanofi-aventis Ireland Ltd.
Tel: +353 (0) 1 403 56 00

island
Vistor hf.
Simi: +354 535 7000

Italia
sanofi-aventis S.p.A.
Tel: +39 02 393 91

Kompocg
sanofi-aventis Cyprus Ltd.
T\: +357 22 871600

Latvija
sanofi-aventis Latvia SIA
Tel: +371 67 33 24 51

Lietuva
UAB sanofi-aventis Lietuva
Tel: +370 5 2755224

Luxembourg/Luxemburg
sanofi-aventis Belgium
Tél/Tel: +32 (0)2 710 54 00
(Belgique/Belgien)

Magyarorszag
sanofi-aventis zrt., Magyarorszag
Tel.: +36 1 505 0050

Malta
sanofi-aventis Malta Ltd.
Tel: +356 21493022

Nederland
sanofi-aventis Netherlands B.V.
Tel: +31(0)182 557 755

Norge
sanofi-aventis Norge AS
TIf: +47 67 10 71 00

This leaflet was last approved in 12/2009

Detailed information on this medicine is available on the
European Medicines Agency (EMEA) web site: http://www.emea.europa.eu

(Multaq)

Osterreich
sanofi-aventis GmbH
Tel: +43180185-0

Polska
sanofi-aventis Sp. z 0.0.
Tel.: +48 22 280 00 00

Portugal

sanofi-aventis -

Produtos Farmacéuticos, S.A.
Tel: +351 21 35 89 400

Romania
sanofi-aventis Romania S.R.L.
Tel: +40 (0) 21317 31 36

Slovenija
sanofi-aventis d.o.0.
Tel: +386 1 560 48 00

Slovenska republika
sanofi-aventis Pharma Slovakia s.r.o.
Tel: +421 257 103 777

Suomi/Finland
sanofi-aventis Qy
Puh/Tel: +358 (0) 201 200 300

Sverige
sanofi-aventis AB
Tel: +46 (0)8 634 50 00

United Kingdom
sanofi-aventis
Tel: +44 (0) 1483 505 515

AD EUR-V6_05-09
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Manufacturer

SANOFI WINTHROP INDUSTRIE
30-36 Avenue Gustave Eiffel
37100 Tours - France

For any information about this medicine, please contact the local representative of the Marketing Authorisation Holder:

Belgié/Belgique/Belgien
sanofi-aventis Belgium
Tél/Tel: +32 (0)2 710 54 00

Bwnrapus
sanofi-aventis Bulgaria EOOD
Ten.: +359 (0)2 970 53 00

Geska republika
sanofi-aventis, s.r.o.
Tel: +420 233 086 111

Danmark
sanofi-aventis Denmark A/S
TIf: +45 45 16 70 00

Deutschland
Sanofi-Aventis Deutschland GmbH
Tel: +49 (0)180 2 222010

Eesti B
sanofi-aventis Estonia OU
Tel: +372 627 34 88

EAAGSa
sanofi-aventis AEBE
TnA: +30 210 900 16 00

Espaiia
sanofi-aventis, S.A.
Tel: +34 93 485 94 00

France

sanofi-aventis France
Tél: 0 800 222 555
Appel depuis I'étranger:
+33157632323

Irefand
sanofi-aventis lreland Ltd.
Tel: +353 (0) 1 403 56 00

island
Vistor hf.
Simi: +354 535 7000

Italia
sanofi-aventis S.p.A.
Tel: +39 02 393 91

Kuorrpog
sanofi-aventis Cyprus Lid.
TnA: +357 22 871600

Latvija
sanofi-aventis Latvia SIA
Tel: +371 67 33 24 51

Lietuva
UAB sanofi-aventis Lietuva
Tel. +370 5 2755224

Luxembourg/Luxemburg
sanofi-aventis Belgium
Tél/Tel: +32 (0)2 710 54 00
(Belgique/Belgien)

Magyarorszag
sanofi-aventis zrt., Magyarorszag
Tel.: +36 1 505 0050

Malta
sanofi-aventis Malta Ltd.
Tel: +356 21493022

Nederland
sanofi-aventis Netherlands B.V.
Tel: +31 (0)182 557 755

This leaflet was last approved in September 2011

Norge
sanofi-aventis Norge AS
TIf: +47 67 10 71 00

Osterreich
sanofi-aventis GmbH
Tel: +43 180 185-0

Polska
sanofi-aventis Sp. z 0.0.
Tel.: +48 22 280 00 00

Portugal

sanofi-aventis - Produtos
Farmacéuticos, S.A.

Tel: +351 21 35 89 400

Romania
sanofi-aventis Romania S.R.L.
Tel: +40 (0) 21 317 31 36

Slovenija
sanofi-aventis d.o.o.
Tel: + 386 1 560 48 00

Slovenska republika
sanofi-aventis Pharma Slovakia
Tel: + 421 2 33 100 100

Suomi/Finland
sanofi-aventis Oy
Puh/Tel: +358 (0) 201 200 300

Sverige
sanofi-aventis AB
Tel: +46 (0)8 634 50 00

United Kingdom
sanofi-aventis
Tel: +44 (0) 1483 505 515

Detailed information on this medicine is available on the European Medicines Agency web site: http://www.ema.europa.eu/

(CoAprovel)

In sum, the results of this part of the analysis regarding the organization

of the texts and the functions, showed that apart from one, (Voltarol), all

the PILs presented the moves in quite a standard and linear way. The

rhetorical functions (explain/define, describe, inform, instruct, offer,

monitor) were identified according to the generic structure moves

(introduction to the medicine, background, dosage, constraints on patient

behaviour, side effects, storage, further information about the medicine)
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which all, more or less, followed the same order appropriately. In most
PILs, patients were being offered a service (‘seek the advice of your doctor
or pharmacist...”), whereas in others they were being instructed to initiate a
meeting (‘tell your doctor’). The instructions regarding responsibility were
quite clear as well, such as ‘The usual dose is 30mg oro-dispersible tablets
every day to start with, then depending on how you respond to Zoton
FasTab the dose that your doctor sees best for you’, (see PIL in appendix).
Thus, the ‘doctor’ is specified for being responsible for making that
decision. Language denoting uncertainty followed the same order in 32
PILs because they noted, with verbal descriptors, that the frequency of a
complication was from ‘very common to very rare’ and clarified this to
mean that it occurred in 1 or more of 10 patients treated, or, in less than 1
of 10000 patients treated. It has been noted, therefore, that there seems to
be a clear guidance in helping the patient to understand what to do with the
information presented in most of the PILs examined.

Relating the above results to the notion of generic potential as
elaborated by Paltridge (1997), drawing on Hasan (1989), the PILs carried
the following generic structure: [IM] ~ [BM] * [WP] ~ [CB] * [AS] ” [SI]
A [FI]. The letters in the square brackets are the moves: introduction to the
medicine, background of the medicine, warnings and precautions,
constraints on patient behaviour, account of side effects, storage
instructions and further information. The identified moves followed a fixed

sequence illustrated by ~ in the above representation.

4.2  Metadiscourse (The language of PILS)
It is long known in communication studies that any form of
communication occurs at two levels: the content level and the relationship

level, in other words, “the relationship that always takes a bold hand in
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determining the content” (Brown & Keller, 1973: 166). This concept of the
relationship between the interactions is essential to the definition of
interaction, “the network of relations between the participants (writers and
readers) in the communicative event through the text” (Harvey, 1995: 189).
The definition reflects the above two levels of communication but it also
emphasizes how the ‘bold hand’ of the relationship with the reader is used
to shape the writer’s message.

The PILs analysed in this study seem to be highly interactional, and
exhibit an ‘over-signalling’ of the reader’s responses and reactions
(Thompson & Thetela, 1995 cited in Sultan Al- Sharief, 1996: 13). These,
written for a non-specialist audience are characterized by a relatively
simple language in rhetorical, lexical, and syntactical terms (Myers, 1994
179). Such language does not, however, entail unsophisticated objectives or
facts of less credibility. On the contrary they contain a lot of medical facts
following some of the conventions of scientific writing which mingled to
the patient’s informational needs, reflect the complex role of meeting their
objectives. The comprehensibility of PILs as a function relies a lot on the
interaction of the reader with the text, hence, including readers’
constructions of a text. The communicative success of a PIL is not always
guaranteed even when the readability and comprehensibility are high
because the reader may construct a meaning from the text that is coherent,
but is divergent from that intended by the writer, and this gives rise to an
inappropriate response. This is however different from the situation in
which the reader comprehends the intended meaning but makes a
considered judgment not to comply with the message. As already
mentioned, it is very frequent to find readers who will not systematically
read through the text from beginning to end. When reading a PIL a patient

might begin by scanning the leaflet, seeking those parts that appear most
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relevant or interesting, and may consciously or unconsciously skip over
portions of the text. This behavior with PILs, which is not a linear reading
process, makes communication less effective. Hence, the message in most
of the updated PILs, and those studied in this research, seems to be
appropriate and quite clear, however, it is necessary to say, as argued by
Garner et al (2011) the PILs’:

“[...] communicative effectiveness depends on the reader’s
‘cognitions’ (e.g. expectations, understanding), ‘affect’ (e.g.
relief, concern, worry) and often ‘intention’ and ‘behaviour’
(e.g. taking a pill before eating)”.

(Garner et al. 2011: 8)

Research into communicative effectiveness explores the nature of the
readers’ actual or intended responses. Any form of communication gives
rise to variant interpretations, as a result of the expectations, motivations,
prior knowledge and personal circumstances of the addressee, together with
other factors. As with other types of effectiveness in relation to healthcare
(e.g. clinical effectiveness, cost effectiveness’, a PIL should be, and rightly
IS, assessed on the basis of specified outcomes. This is the reason why user-
testing is carried out (see Chapter One), because the notion of “usability’ is
explored and identified within a concrete context, also through human-
computer interaction when systematical examining of the actions are
evaluated and not only reported comprehension.

Some general communicative aims frequently found in medical leaflets
(however, not comprehensive) are:

- Providing a scientific background of the health problem and the

medicine in question.

- Preparing the patient for the treatment by providing information about

how to start the treatment.
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- Persuade patients to stop unhealthy habits or at least take steps that

will make them less harmful.

- Giving practical advice that will help to avoid complications of the

iliness or will complement the treatment.

- Arguing against some misconceptions about the disease and/or its

treatment.

All the above have the function to specify the intended objectives to

help the reader identify the medicine, determine whether it is safe, act

correctly in the case of complications and how to use the medicine, hence:

“understand, respond and comply with the PIL” (Garner et al. 2011: 9).

After reading the leaflet the patients should be able to:

1)
2)
3)
4)
5)

6)

Know whether the medicine fits their complaints.

Whether or not they can safely take the medicine.

How to use the medicine.

What side effects may occur and what to do in case they occur.
Whether using the medicine may affect certain activities in
everyday life.

How to store medication.

All of the PILs studied carried the above information (as explained in

4.1). Some had more detailed information, especially the POM leaflets, but

both POM and OTC PILs were rather clear and straightforward as far as

their contents was concerned. The leaflets all opened with the following

statement:

Read all of this leaflet carefully before you start taking this medicine.
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The following are further examples of the PILs analysed, responding to

the general purposes of the leaflets. They may be viewed in the index

section.

Does the medicine fit?

Dulcolax Tablets are used for relief of constipation.

Piriton Allergy Tablets are used for the allergic symptoms of hay fever and other
allergies.

The name of your medicine is Flecainide Acetate 50mg or 100mg Tablets
(called flecainide throughout this leaflet). This belongs to a group of medicines

called anti-arrhythmic.

Can you take this medicine?
Before you use Phorpain gel Maximum Strength: DO NOT use Phorpain Gel
Maximum Strength if: you are allergic to ibuprofen, aspirin or similar medicines

or any of the ingredients in this gel.

Anti-epileptic medicines are used to treat several conditions, including epilepsy
and bipolar disorder. People with bipolar disorder can sometimes have thoughts
of harming themselves or committing suicide. If you have bipolar disorder, you
may be more likely to think this:

- When you first start treatment

- If you have previously had thoughts about harming yourself or about suicide

- If you are under 25 years old

Lamictal should not be given to people aged under 18 years o treat bipolar

disorder.

How do | use this medicine?

How to use Nurofen for children 3 months to 9 years strawberry.

Using the heat patch (Voltarol).

Take Ezetrol at any time of the day. You can take it with or without food.
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e What side effects may occur?

Possible side-effects

Like all medicines, Detrusitol XL can cause side effects, although not everybody
gets them.

Uncommon side-effects (more than 1 in 1,000 patients but less than 1 in 100
patients) are: weight gain, increased appetite, change in blood sugar levels
(diabetes) of which a symptom may be excessive thirst, increased blood fat
levels.

If any of the side effects gets severe, or if you notice any not listed in this

leaflet, please tell your doctor, family planning nurse or pharmacist. (Adenuric).

e Can this medicine affect everyday life activities?

Driving and using machines

Ezetrol is not expected to interfere with your ability to drive or to use
machinery.

Pregnancy and breast-feeding

If you are pregnant, breast-feeding or if there is a chance you might be pregnant

ask your doctor for advice before taking this medicine (Zoton Fas Tab).

e How do I store this medicine?

Store in a dry place. Protect from light. Do not store above 25°C (Propranolol).

Store in the original packaging to protect from light and moisture (Paracetomol).

Patients are also warned not to take medication after the expiry date.
EXP stands for expiry and it is clearly market on the carton, and blister of
the medicine. The expiry date does not indicate the day, only the month and
year, but expiry refers to the last day of the month stated.

The readers will surely understand the information presented more
efficiently if at the basis of their understanding there lies the schema

mentioned before. It is the reader’s response that determines the endpoint
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of communication. Therefore, the meaning of the PIL is not constituted by
what is encoded by the writer, but by the patient’s behavioural, cognitive,
and/or affective response: the reader knows that X and Y are symptoms of
side effect Z. S/he knows that this side effect must not be neglected, and
s/he is willing to contact the doctor to inform him/her about the side effect
to discuss the consequences (Lentz & Pander Maat, 2001, cited in
Bongaart, 2009: 9). If there is a lack of comprehension, due to various

reasons, (some mentioned before), there is no-affective response.

4.3 Relationship between writer and reader (medical expert to lay
person)

Most current PILs which have undergone user-testing are defined as
being more patient-centred than the former ones. This means that patients
are at the centre of the medicine-taking process (Raynor et al, 2007). The
point of departure of the utterances is the patient and his or her immediate
situational context and presumed state of knowledge rather than the
medical situational context and medical knowledge. Thus, whenever new
information (e.g. about the medicine and how to take it) is presented to the
patient, this information is coupled with assumptions about the patient’s
presupposed knowledge and immediate context (as mentioned before).
Jensen, a Danish expert gives advice on knowledge communication, and

suggests that:

“The equation for successful communication is actually very
simple: new knowledge on top of old knowledge makes me
wiser, new knowledge on top of new knowledge makes me
feel more stupid”.

(Jensen 2001, translated from Danish by Zethsen and Askehave 2009: 101)

In PILs ‘patient-centeredness’ is manifested linguistically through

various linguistic features. A typical way of constructing experience in our
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part of the world is through processes, participants and attendant
circumstances (Halliday 1994). In most of the PILs here analysed there was
a frequent use of a question-answer format, complying with legal
requirements. This sort of construction in Halliday’s words (1994: 140), is
‘congruent’ because there is a close relation between the actual event
(someone is doing something, somewhere) and the lexico-grammatical
structure with ‘participants’, ‘processes’ and ‘circumstance’, thus
resembling or imitating the patient’s real life experience. This shows that
the author had considered the relationship between writer and reader.
Furthermore, the patient is assigned the semantic role of the main
participant who performs an action which is common and recognizable to
the average patient as in going to the doctor.

For example :“You (participant) may have gone (process) to the
doctor (circumstance’/location) because (conjunction) you (participant)
had (process) a stomach ache (participant)’. Thus, throughout the leaflets,
the reader was almost referred to as ‘you’.

Differently from other technical texts, which tend to prefer a
nominalized, objective and passive style with dense, complex noun groups,
in PILs, preference goes to what Flower et al. (1983) cited in Killingsworth
(1987: 105) refer to as ‘functional prose’ that is to say ‘structured around a
human agent performing actions in a particularized situation’, trying to
replicate the ‘real world’- a world of action, connections and relations
(ibid.).

Another important feature for considering the role relationship in
current PILs (and those analysed in this study) is that the patient is always
addressed to through the second person pronoun. According to a study on
the changes in subjectivity and stance, Sanders and Spooren (2010), discuss

that researchers have observed ‘informalization’: a shift of stylistic
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preferences in written discourse towards a more conversational, or oral
style. Citing Pearce (2005), Sanders and Spooren (2010: 2) say that the
increase in ‘informalization’, is reflected in linguistic characteristics such
as the number of nominalizations, and the increase of the use of first and
second person pronouns.

Thus, whenever possible, the second person pronoun ‘you’ is used in
the PILs to address the patient rather than the impersonal choices of ‘one’,
‘the patient’, Or even a passive construction, which is common in medical
texts, where ‘the effect or result of an action is almost always more
important and therefore of greater interest to the reader than knowing who
or what performed the action’ (Sagar et al. 1980). The grammatical choice
accentuates the fact that the PIL is a functional text written for your sake
and dedicated to your compliance rather than for the sake of the legislators,
the medical community, etc. As mentioned the use of the pronoun ‘you’
gives the text a less formal orientation to address the patient and this makes
him/her even more responsible for taking a decision to take the medicine

(see examples):

Examples 1

2. BEFORE YOU TAKE ONE-ALPHA®

Do not take One-Alpha®

» If you are allergic (hypersensitive) to alfacalcidol or any of
the other ingredients. You can find a list of these
ingredients in section 6 of this leaflet.

o If you know you have a condition called hypercalcaemia.
This means you have high levels of calcium in your blood.

* If you know that you have a condition called calcification.
This means you have high levels of calcium in your body
tissues.

If you are unsure if any of the above apply to you, talk to
your doctor before taking One-Alpha®.

(One-Alpha)

If you have moderate or severe liver problems, EZETROL is not
recommended.

(Ezetrol)
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~.»Do not take Premique Low Dose if:
= you have or have had breast cancer
« you have endometrial cancer (cancer of the
lining of the womb) or have been told you have
another type of estrogen-dependent cancer
» you have been told you have a blood
circulation disorder or have had a blood clot

(Premique)

Do NOT take Amlodipine:

e if you are allergic (hypersensitive) to
Amlodipine besilate or any of the other
ingredients of this medicine

e if you have severe low blood pressure

e if you are sensitive to any other calcium
channel blockers e.g. nifedipine, felodipine

e if you are pregnant, trying to become
pregnant, or breast-feeding .

s if you suffer from-unstable angina (excluding
Prinzmetal’s angina) or aortic stenosis (a
narrowing of the main artery leading from the
heart)

e if you have suffered a collapse of your blood
circulation system (cardiogenic shock).

(Amlodipine)

As with the second person pronoun, the unmarked way of issuing a
command is through the use of the imperative mood. Being an instructive
text, where action is required within the PILs on behalf of the patient, the
command is realized in the most direct way, namely through the imperative

mood. The idea is to get the patient to do something, carry out an action.
Examples 2

Do not take:
If you are under 16 years old, unless
your doctor tells you to

(Aspirin Enteric Tablets)
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Remember:
This medicing is only for you. Only a doctor can prescribe it for you. Never give this medicine to someone else. It could harm them, even if their
symptoms seem the same as yours.

(Macrodantin)

If you stop taking Lercanidipine HCI your blood pressure may
increase again. Please consult your doctor before stopping the
treatment.
If you have any further questions on the use of this product, ask
your doctor or pharmacist.
(Leicanidipine)

- Remove the plunger of the syringe (at least
5 ml syringe for the 15 mg tablet and 10 ml
syringe for the 30 mg tablet)

- Put the tablet into the barrel

- Put the plunger back onto the syringe

(Zoton Fast Tabs)

It you wear soft contact lenses
you must remove them before
using LIQUIFILM TEARS eye
drops. After using
LIQUIFILM TEARS, you have to

- wait at least 15 minutes before

' putting your lenses back in.

(Liquifilm Tears)

If you take more flecainide than you should

If you take more flecainide than you should, tell a doctor or go to a hospital casualty
department straight away. Take the carton and any flecainide tablets left with you so the
doctor knows what you have taken.

(Flecainide)

' Your doctor will adjust the amount you take
until your blood pressure is controlled.
* The maximum dose is 10 mg once daily.

(Tritace)

Do not stop taking your medicine unless the doctor tells you because
stopping your medicine can make your condition worse.

(Azathioprine)
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You must tell your doctor if you think you are (or might become) pregnant. Lisinopri is not recommended in early pregnancy,
and must not be taken if you are more than 3 monihs pregnant, as it may cause serious harm to your baby if used at that stage
(see pregnancy section).

(Lisinopril)

This grammatical choice accentuates the fact and makes it explicit that
the PIL is a functional text that requires action on the part of the patient.

The PIL, therefore, is a very action-oriented and ‘direct’ text in the
sense that it requires compliance and action on behalf of the patient.
Zethsen and Askehave (2009: 102) argue that the realizations of mood and
experience mentioned before, may however have a downside, namely that
the text becomes too direct and ‘pushy’, setting up a very authoritarian
relationship between the ‘knowledgeable’ writer, talking down to the ‘less
knowledgeable’ patient. (e.g. You must tell your doctor if....; Take the
capsules exactly as directed by your doctor; Your doctor will decide
whether...Do not stop taking X unless...). But it is also true that writers of
PILs try to make up for this unequal relationship by employing different
types of modality which serve to tone down the force of the proposals,

commands or propositions in the text.

Examples 3

This is a very serious but rare side effect. You
may need urgent medical attention or
hospitalisation.

(Prednisolone)

If you do notice any of the above effects, or you notice any other unusual or unexpected effects and think your tablets may be
causing them, please inform your doctor or pharmagcist.

(Lisinopril)
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b

The above interpersonal features: ‘please inform your doctor...’, ‘you
may need to inform your doctor...’, convey a less demanding tone, and
were present in most of the PILs analysed. However, 7 PILs did not use
‘please’ but ‘tell your doctor’ or ‘talk to your doctor’. Lamictal, Aspirin
Enteric Tablets, Aspirin Gastro-Resistant, Voltarol Thermal Patches,
Ezetrol, Finasteride and Propranolol. These, in fact, carry a more
authoritative tone than the others and may give the impression of ‘pushing’

the patient a bit too much to take action.

Examples 4

If you have surgery or any blood tests, tell your
doctor or hospital staff that you are taking this
medicine.

(Aspirin Enteric Tablets)

Contact a doctor immediately. Your doctor may
decide to carry out tests on your liver, kidneys or
blood, and may tell you to stop taking Lamictal.

(Lamictal)

We can also notice the use of bold which emphasises the message and

conveys a more commanding/authoritative tone:

Contact your doctor immediately if you experience unexplained
muscle pain, tenderness, or weakness. This is because on rare
occasions, muscle problems, including muscle breakdown
resulting in kidney damage, can be serious and may become a
potentially life-threatening condition. s

(Ezetrol)
Talk to your doctor or pharmacist if any of the

following apply to you:
(Aspirin Gastro-Resistant)
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4.4  The use of headings and headlines

Many of the leaflets (46/60) used left-ranging headings with the
remainder having centred ones and were phrased as questions or
statements. 12 headings appeared on a shaded background box, e.g.:
Benadryl, Bu Transdermal Patches, Co-Codamol, Flecainide Acetate, Istin,
Lipitor, and Zoton Fas Tab; 10 headings in an non-shaded box, e.g.:
Flucloxacillin, Lisinopril, Losartan Potassium, Ramipril, Viscotears, and
Warfarin. The other headings were not surrounded by a box, e.g.; Aspirin
Enteric  Tablets, Atarax, One-Alpha, Cefalexin, Clopidogrel
Hydrocortisone Ointment, Multag, Metoprolol, Phenergan, Premique,
Tartrate, Temazepam. Ventolin Evohaler, Half Sinet CR Tablets. Some
PILs used a combination of bold and italic print with variations of colours
(black, brown, dark blue, light blue, red, white). Capitals were used in
about 50% of the leaflets for the main heading and sub-headings (see PILs
in the appendix section).

Research suggests that lower case letters are easier to read (Hartley, 1994),
so manufacturers tend to avoid unnecessary capitals for important
information and long headings. The use of lower-case letters had also been
recommended by the European Commission in 1998.

Some of the headings are in bold to emphasize the information, however,
there is not an exaggeration of the use of bold throughout the leaflets.

As for headlines, (mentioned in 1.8) which appear at the beginning of
the PIL, straight after the bulleted introduction preamble that engages the
consumer with the leaflet, only 1 PIL, Prednisolone, included this section.
Headlines are still not very common (Prof. Raynor, 2012, in an email sent
to me). They were recommended by the MHRA in 2005 to anticipate what
was to be mentioned in the body of the leaflet. Research (Dolk, 2009: 15)
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has shown that, on one hand, the readers’ attention is drawn to the headline

section due to the shaded box and its title ‘Important things you need to

know’. On the other hand, the risk of the inclusion of a headline may be

inefficient for the patients who will just read the headline section and forget

about the rest of the PIL. This means that they are still not fully aware of

the risks and benefits of taking that particular medication.

The Prednisolone PIL, in this corpus, presented the headlines in a green

shaded box followed by bullet points that summarise what is explained in
detail in the body of the leaflet (Fig. 4.3):

PREDNISOLONE LEAFLET - HEADLINES ;

Prednisolone is a steroid medicine,
prescribed for many different conditions,
including serious illnesses.

You need to take it regularly to get the
maximum benefit.

Don't stop taking this medicine without
talking to your doctor - you may need to
reduce the dose gradually.

Prednisolone can cause side effects in
some people (read section 4 below). Some
problems such as mood changes (feeling
depressed, or 'high'), or stomach
problems can happen straight away. If you
feel unwell in any way, keep taking your
tablets, but see your doctor straight away.
Some side effects only happen after
weeks or months. These include weakness
of arms and legs, or developing a rounder
face (read section 4 for more information).
If you take it for more than 3 weeks, you
will get a blue 'steroid card': always keep
it with you and show it to any doctor or
nurse treating you.

Keep away from people who have
chicken-pox or shingles, if you have never
had them.They could affect you severely.
If you do come into contact with chicken
pox or shingles, see your doctor straight
away.

Now read the rest of this leaflet. It includes
other important information on the safe and
effective use of this medicine that might be
especially important for you. This leaflet was
last updated in July 2010

Fig. 4.3 Prednisolone PIL including headlines
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4.5 Specialization of lexis

The draft “readability guideline” recommends using simple words with
few syllables in order to make the leaflet understandable for people with
poor reading skills and/or poor health literacy. In addition, the sentences
should not contain more than 20 words and numerous subordinate clauses
should be avoided. It may be assumed that these recommendations go back
to the MHRA'’s publication of “Always read the leaflet” (2005) which
details an evaluation for England and Wales stating that nearly half of all
adults aged 16-65 were classified to have a skill level expected of 11 year
olds. In a project work entitled Master of Drug Regulatory Affairs Dr
Ursula Schickel, (2007) points out that:

“A separate British survey came to the conclusion that highly
educated patients do not mind if instructional materials are
oversimplified for them. Actually, it is hard to believe that
such a simple style and wording will be of benefit for the
average of the potential patients and, even more important, will
be accepted at all as patients might miss an adequate
seriousness of the wording”.

(Schickel 2007: 82).

Dr Schickel also quotes Kenny et al.(1998), who found out that:

“[...] a style which is too simple could sound patronizing and
may lack interest and ‘authority”.... (2007: 89).

Although technical texts often do employ a wide range of specialized
lexis, most of the 60 PILs analysed respond to the quotations mentioned
above. Words and phrases were not very specialized and tried to suit the
lay person’s needs.

General terms were used for medical conditions, like ‘high blood
pressure’, ‘kidney and heart problems’, ‘swelling of the throat’, etc. This is

an interesting trend as it works against the precision sought after in medical
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texts but makes sense from a patient’s perspective as it provides the patient
with the level of precision and information he/she needs for taking action.
Furthermore, if there is a need for introducing an exact medical term, the
medical term is put in brackets after the lay explanation, or vice-versa, the

lay term is explained in brackets. See examples:

Examples 1

» Swelling of the face, lips or throat which make it difficult to swallow or breathe, as
well as itching and rashes. This could be a sign of a severe allergic reaction to
Ramipril Capsules

» Severe skin reactions including rash, ulcers in your mouth, worsening of a pre-
existing skin disease, reddening, blistering or detachment of skin (such
as Stevens-Johnson syndrome, toxic epidermal necrolysis or erythema multiform).

Or

...iIf you suffer from indigestion (dyspepsia) (Aspirin Gastro-Resistant)

Do not take Propranolol if you: are allergic (hypersensitive).

A chemical called uric acid (urate) (Adenuric)

....diuretics (‘water tablets’)

....euphoria (‘feeling high’) (Prednisolone)

....Palpitations (feeling your heart beat), fast or irregular heart beat, or low blood

pressure (you may feel faint) (Piriton Allergy Tablets)

If you have a blocked bowel (intestinal obstruction) (Dulcolax)

(View the above PILs in the index section)
In the following extract taken from the Metoprolol Tartrate PIL, there is

a significant example of specialised words and their lay explanation inside

or outside brackets (see example on next page):
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Example 2

Taking other medicines

Do not take Metoprolol Tartrate tablets if you are already taking:

+ monocamine oxidase inhibitors (MAQIs) for depression

+ other blood pressure lowering medicines such as verapamil,
nifedipine and diltiazem

+ disopyramide or quinidine (to treat irreqular heartbeat
(arrhythmia)

Before taking Metoprolol Tartrate tablets, tell your doctor if you are
taking or have taken recently any of the following medicines or are
taking any non prescribed medicines:

+ cimetidine ( to treat stomach ulcers)

hydralazine, clonidine or prazesin (to treat high blood pressure)
amiodarone and propafenone (for irregular heart rhythm)
tricyclic antidepressants (to treat depression)

barbiturates (to treat epilepsy)

phenothiazines (for mental illness)

anaesthetics such as cyclopropane or trichloroethylene
aldesleukin (to treat some cancers, particularly cancer of the kidney)
alprostadil (to treat erectile dysfunction)

anxiolytics or hypnotics (e.g. temazepam, nitrazepam, diazepam)
indometacin (Non-Steroidal Anti-Inflammatory Drug (NSAID))
rifampicin (antibiotics)

cocaine

oestrogens such as a contraceptive pill or hormone replacement
therapy

» corticosteroids (e.g. hydrocortisone, prednisolone)

« other beta-blockers e.g. eye drops.

» adrenaline (epinephrine, used in anaphylactic shock) or other
sympathomimetics

medicines used to treat diabetes

lidocaine (a local anaesthetic)

moxisylyte (used in Raynaud's syndrome)

mefloquine (to treat malaria)

tropisetron (to prevent nausea and vomiting)

xanthines such as aminophylline or theophylline (to treat asthma)
medicines to treat migranes such as ergotamine

cardiac glycosides e.g. digoxin (to treat heart conditions).
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Another PIL that contained many specialized terms and their

explanations was the Nurofen for Children, especially in the section

concerning : What Nurofen for Children 3 months to 9 years Strawberry is

and what it is used for, e.g.: diuretics, lithium, anticoagulants:

Example 3

0]

[ @)

(0 (@I & ©)

your child has SLE (Systemic Lupus
Erythematosus, a condition of the immune
system) or any similar disease

your child suffers from chronic
inflammatory bowel disease such as
Crohn’s disease or ulcerative colitis

You or your child are taking other
medicines especially:

other medicines containing ibuprofen or
other NSAIDs, including those you can buy
over the counter

low dose aspirin (up to 75 mg a day)

“diuretics [fo help you pass water)

anticoagulants (blood thinning medicines
e.g. warfarin}

medicines for high blood pressure
[e.g.captopril, atenolol, losartan)

lithium (for mood disorders)

methotrexate (for psoriasis, arthritis and
types of cancer)

zidovudine (for HIV)
corticosteroids (an anfiinflammatory drug)
cardiac glycosides (for heart problems)

ciclosporin or tacrolimus [io prevent organ
rejection after transplant)

mifepristone (for termination of pregnancy)
quinolone antibiotics (for infections|
SSRI antidepressant drugs

antiplatelet drugs e.g. dipyridamole,
clopidogrel.

(Nurofen for children)

From the examples given, it is clear that, the lexically difficult words are

not isolated but embedded in an understandable context.
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4.6  Lexical density

The lexical density (average number of content words per clause) was
carried out to determine how much conceptual load was identifiable. This
was of interest given the particular combination of the relatively informal
nature of the channel (a medical leaflet), the potential seriousness of the
information for the patient, and the intricacies of the expert-lay
relationship. Results showed that the majority of the PILs fell in the upper
end of the scale, that is, away from the ‘spoken-like’ end of the continuum
and toward the academic end (Halliday, 1985) (see examples). However
there also seems to be a relationship between the move at the genre level
and lexical density, because the analyses was carried out on the section that
describes the background of the medicine, What X is and what it is used
for, which is lexically dense. In the following examples of the corpus, the

clauses have been copied and the lexical items are given in italics.

Examples

Alendronic acid belongs to a group of non-hormonal
medicines called bisphosphonates. Alendronic acid
prevents the loss of bone that occurs in women after
they have been through the menopause, and helps to
rebuild bone. Alendronic acid reduces the risk of spine
and hip fractures.

Alendronic acid belongs to a group of non-hormonal medicines called
bisphosphonates. Alendronic acid prevents the loss of bone that occurs in
women after they have been through the menopause, and helps to rebuild

bone. Alendronic acid reduces the risk of spine and hip fractures.
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Aspirin belongs to a group of medicines called
non-steroidal anti-inflammatory drugs (NSAIDs).
Aspirin thins the blood which helps to reduce the
likelihood of having a heart attack.

Aspirin Tablets are used to reduce the likelihood of further heart
attacks or strokes in patients with a previous history of these conditions,

when taken regularly.

ADENURIC works by reducing uric acid
levels. Keeping uric acid levels low by
taking ADENURIC once every day stops
crystals building up, and over time it
reduces symptoms. Keeping uric acid -
levels sufficiently low for a long enough
period can also shrink tophi.

Adenuric works by reducing uric acid levels. Keeping uric levels low
by taking ADENURIC once every day stops crystals building up, and over
time it reduces symptoms. Keeping uric acid levels sufficiently low for a

long enough period can also shrink tophi.

Celluvisc is a tear substitute and contains the lubricant called carmellose

sodium. It is used for the treatment of the symptoms of dry eye (such as

soreness, burning, irritation or dryness) caused by your eye not

producing enough tears to keep the eye wet. ed
carmellose sodium. It is used for the treatment of the symptoms of dry eye
(such as soreness, burning, irritation or dryness) caused by your eye not

producing enough tears to keep the eye wet.

EZETROL works by reducing the cholesterol absorbed in your
digestive tract. EZETROL does not help you lose weight.

EZETROL works by reducing the cholesterol absorbed in your
digestive tract. Ezetrol does not help you lose weight.
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Prednisolone belongs to a group of
medicines called steroids. Their full name is
corticosteroids. These corticosteroids occur
naturally in the body, and help to maintain
health and well-being. Boosting your body
with extra corticosteroid (such as
Prednisolone) is an effective way to treat
various illnesses involving inflammation in

Prednisolone belongs to a group of medicines called steroids. Their full
name is corticosteroids. These corticosteroids occur naturally in the body,
and help to maintain health and well-being. Boosting your body with extra
corticosteroid (such as Prednisolone) is an effective way to treat various

ilInesses involving inflammation in....

We notice an occurrence of 5/6 lexical items per clause. The findings
showed that about half of the PILs carried from 5 to 7 and half from about
7 to 9. If we consider the average number of content words per clause
estimated by Halliday, (1996), between 3 and 5, 50% of these PILs are
quite near, whereas the others are slightly away. The longer sentences do,
in fact, contain more content words, on average from 7 to 9, as in the
examples above. However although they may seem to carry a more
academic-like language, the message conveyed is not very difficult

compared to previous style and language of PILs.

4.7  Format

Document design issues such as layout, font size and style, and use of
visual material are considered to have an important impact upon patients’
capacity to comprehend patient information leaflets (Schriver, 1997;
Hartley, 1994, 1999).

In written texts, emphasis is not only the counterpart of stress in

speech; it also serves as a navigational aid. For instance, if important
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warnings are presented in bold face, they can be found at a glance, even if
they appear in an inaccessible location such as the middle of a paragraph.
As in the case of indented lists, this benefit depends on using the device
sparingly: if each page has dozens of emphasized phrases, the warning
becomes a needle in a haystack. At an absurd extreme one might imagine
an author emphasizing the whole text on the grounds that every word is of
vital importance. Emphasizing an entire leaflet by formatting it in capital
letters, for example would create a drawback because the reader would not
be able to distinguish degrees of importance, and there would also be an
unpleasant tone, just like a feeling of being shouted at.

Therefore the design and layout of the information is crucial in helping
patients to find and understand the important messages for safe use within
the PIL. As stated in Chapter One, leaflets undergo user-testing trials,
hence, before submitting a leaflet, manufacturers are asked to review the
way in which the information is set out within the document and to take
account of ‘best practice’ to comply with the new article 59 of Council
Directive 2001/83/EC, and with the revised guidelines of the MHRA.

As required by the recent PIL guidance (2012) manufacturers need to
follow a common design and layout which include the following important
aspects:

* Font style and font size:

“Typography can be defined as designing with type in order to
communicate a message. The typeface used and other elements
of graphic design such as colour of text need to be chosen with
the audience in mind. When used well these aspects organise
and communicate the information in a way which meets the
needs of the reader. No matter how well written the text is in
the PIL if it is set out in a typography which is difficult to read
it is unlikely that patients will take the time or be encouraged
to read it”.

(PIL Guidance 07/12 final p. 6).
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 Headings and sub-headings including consistency of placement

« PIL dimensions including whether the document is laid out in
portrait or landscape format and number of columns

* Use of colour and choice of colour

* Style of writing and language used

» Layout of critical safety sections of the PIL

* Use of pictograms

And, some of the key points that manufacturers must note which help
patients to navigate the information are:
* headings must be placed consistently and stand out by using either
a larger font or by emboldening the text;
* judicious use of colour can help but it must not make a contrast;
* patients like an index, so this is very important if a booklet format
is being used which is known to be more difficult to navigate.
* The text size used should be as large as possible and there should
be a good use of white space. Dense text means patients lose
concentration and therefore cannot find the information required.
» Long lists of side effects are frightening and short bullet points
have been found to be helpful. The side effects should be grouped
according to seriousness and allow patients to immediately
distinguish when to take urgent action.
* Related information should be located together and not split over
different columns or sides of the leaflet.
« Information should not be repeated as this is known to confuse.
 Information which appears before the index or in a box is

overlooked by patients so these devices should not be used.
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The PILs analysed presented several designs, however the order of
information was quite standard. All 60 were printed on single sheets but
with different dimensions. 25 had a portrait format and the rest had a
landscape model, (see Figures 4.4; 4.5). Most of them were folded ina Z
shape, except for 3 which were A4 sheets double-folded. None of the
leaflets were transparent, nor used glossy paper which is known to make
readability more difficult (Guideline 2001).

The readability guideline recommends dark text to be contrasted against a
light background as a general rule, in rare occasions the opposite may be
adequate to highlight particular warnings. Different colours may be used
for displaying headings or important information clearly and easily
recognisable, whereas red colour print should be reserved for very
important warnings only.

Colour is both a way of emphasising a message and of communicating
in an emotional manner in a presumably universally way. Since it has been
criticised that the information in package leaflets is often understandable
but hard to find, associating certain sections of a package leaflet with
corresponding colours might be of benefit to improve their readability
(Schickel, 2007).

The colour in the 60 PILs studied was mainly black on white paper,
however 8 used light blue on white paper: Adenuric, Aspirin Enteric
Tablets, BuTrans, Istin, Losartan Potassium, Multag, Phenergan, Tritace
and Voltarol; 1, Benadryl, used dark blue and light green, and Benylin,
used violet and red (see PILs in the index section).

As for the names of the medication in the headings,1, Zoton, had a dark
brown shaded box with white writing; 2, Co-Codamol and Flecainide
Acetate, had white writing in a dark grey shaded box; 1, Nystatin used
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black on light grey; 3, BuTrans, Coaprovel and Istin; had blue writing in a
light blue shaded box. Lipitor and Lecaniside were the only PILs to use red
colour print for the headings and for the illustrated symbols, (important
information) and white print on a red background for the numbered
sections. There was no contrast between the colours, therefore the
background was clearly distinguished.

White space inside the text was used quite appropriately according to

the guidelines:

“White space within the written text is helpful in creating a
feeling of openness about the information being presented”
(PIL Guidance 07/12 final p. 7).

As for the use of columns and spacing, the PIL Guidance states:

“The use of columns which are familiar to most readers
through newsprint help readers to easily assimilate
information. Line length and line spacing are important aspects
of design and should be taken into account when deciding on
an appropriate layout”.

(PIL Guidance 07/12 final p. 7)

The PILs in this study showed to prefer a column format which is
found to help the reader navigate the information. It is thought (User-
testing, Raynor 2009) that patients feel more comfortable with landscape
layout as opposed to portrait format, especially when printing the heading
over the entire breadth as this resembles the typical appearance of
newspapers. 25 PILs used a single-column diagram, that is the portrait
layout (e.g. Clopidogrel, Lisinopril, Simvastin, Losartan Potassium,
Zofran), the rest were in the landscape format. The division of the columns
was as follows: 20 had a double-column (e.g. Adenuric, Buscopan,
Dulcolax, Omeprazole, Naproxen, Temazepam); 2 had three-columns
(Alendronic, Benadryl and Benylin); 6 had four-columns (Citalopram,

Lipitor, Phenergan, Ramipril, Tritace and Warfarin); 2 had five-columns
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(Avodart and Liquifilm Tears); 1 PIL had six columns (Coaprovel); 2 had
a seven- column diagram (Lamictal and Premique); and 1 PIL presented 11
columns (BuTrans).
Separation between columns seemed adequate as it ranged from 4 to 6mm,
and there were margins in all of them. The amount of white space between
the lines was from 1mm to 4mm according to the font type size. This more
or less complies with the readability guideline details that recommends to
keep the line spaces clear and that the space between one line and the next
should be at least 1.5 times the space between words on a line.

On the following pages there is an example of a portrait model

(Hydrocortisone Ointment), and a landscape model (Avodart):
LI

PATIENT INFORMATION LEAFLET

HYDROCORTISONE OINTMENT 1%
1% Hydrocortisone
Read all of this leaflet carefully before you start using this medicine.
s Keep this leaflet. You may need to read it again.
If you have any further questions, ask your doctor or pharmacist.
This medicine has been prescribed for you. Do not pass it on to others. it may harm them, even if their symptoms
are the same as yours.
If any of the side effects gets serious, or if you notice any side effects not listed in this leaflet, please tell your

doctor.
In this leaflet:
1 What Hydrocortisone Ointment is and what it is used for
2: Before you use Hydrocortisone Ointment
3, How to use Hydrocortisone Qintment
4 Possible side effects
5. How to store Hydrocortisone Ointment
6. Further information
1 WHAT HYDROCORTISONE OINTMENT IS AND WHAT IT IS USED FOR

Hydrocortisone Ointment is a smooth off-white ointment for application to the skin only. It contains hydrocortisone which belongs to a
group of medicines called corticosteroids. Hydrocortisone Ointment is used to reduce inflammation in a variety of inflammatory
skin conditions including eczema and dermatitis of all types, such as
. inherited skin inflammation, scaliness or itchiness (atopic eczema)

light-sensitive skin (photodermatitis)

dermatitis between folds of skin (intertrigo)

dermatitis caused by irritants or allergens

lumps in the skin with itching (prurigo nodularis)

scaly or crusty skin, ‘cradle cap’ (seborrhoeic dermatitis)

insect bite reactions.

2. BEFORE YOU USE HYDROCORTISONE OINTMENT

Do not use Hydrocortisone Ointment if you:

. are allergic to hydrocortisone or to any of the other ingredients of Hydrocortisone Ointment (see Section 6 and end
of Section 2).
have a bacterial infection (e.g. impetigo), viral infection (e.g. herpes simplex) or fungal infection (e.qg. tinea, also
called ‘athlete's foot', ringworm or thrush) of the skin

Take special care with Hydrocortisone Ointment

Hydrocortisone Ointment is not suitable for use in the following

¢ allergic skin reactions including temporary red or raised areas on your skin (short lived ‘wheal and flare’ reactions)
conditions involving the deeper skin layers, such as granulomas
psoriasis (long term scaly skin condition); only use this product on medical advice and with careful supervision by
your doctor.

Take great care to apply the ointment sparingly to the skin of infants or children, especially in the nappy area which can be
covered for long periods. Covering the treated area can increase absorption. Treatment for infants must not exceed 7 days.

Your doctor may advise the use of antimicrobial medicine at the same time as Hydrocortisone Ointment if the area has become
infected.

Taking other medicines

Please tell your doctor if you are taking or have recently taken any other medicines, including medicines obtained without a
prescription.

Pregnancy and breast-feeding

Tell your doctor if you are or may be pregnant. Ask your doctor for advice before taking any medicine during pregnancy. There
is a very small risk of abnormalities in the unbom child if this product is used during pregnancy.

If you are breast-feeding, do not apply the product to your chest area

Important information about some of the ingredients
Hydrocortisone Ointment contains wool fat (lanolin) which may cause local skin reactions (e.g. contact dermatitis)

IHEIAENNI
Fig. 4.4 Portrait model of PIL
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Avodart®

0.5 mg soft capsules
dutasteride

Read all of this leaflet carefully before
you start using this medicine.

Keep this leaflet. You may need to
read it again.

If you have any further questions, ask
your doctor or pharmacist.

This medicine has been prescribed for
you. Do not pass it on to others. It
may harm them, even if their
symptoms are the same as yours.

If any of the side effects gets serious,
or if you notice any side effects not
listed in this leaflet, please tell your
doctor or pharmacist.

In this leaflet:

1 What Avodart is and what it’s used
for

2 Before you take Avodart

3 How to take Avodart

4 Possible side effects

5 How to store Avodart

6 Further information

1 What Avodart is and what it's

used for

Avodart is used to treat men with an
enlarged prostate (benign prostatic
hyperplasia) - a non-cancerous growth
of the prostate gland, caused by
producing too much of a hormone
called dihydrotestosterone.

The active ingredient is dutasteride. It
belongs to a group of medicines called
5-alpha reductase inhibitors.

As the prostate grows, it can lead to
urinary problems, such as difficulty in
passing urine and a need to go to the
toilet frequently. It can also cause the
flow of the urine to be slower and less
forceful. If left untreated, there is a risk
that your urine flow will be completely
blocked (acute urinary retention). This
requires immediate medical treatment.
In some situations surgery is necessary
to remove or reduce the size of the
prostate gland. Avodart lowers the
production of dihydrotestosterone,
which helps to shrink the prostate and
relieve the symptoms. This will reduce
the risk of acute urinary retention and
the need for surgery.

Avodart may also be used with another
medicine called tamsulosin (used to
treat the symptoms of an enlarged
prostate).

2 Before you take

Avodart

Do not take Avodart

if you're allergic (hypersensitive) to

dutasteride or to any of the other

ingredients of Avodart

if you're allergic to other 5-alpha

reductase inhibitors

if you have a severe liver disease.

- Tell your doctor if you think any of
these apply to you.

This medicine is for men only. It must

not be taken by women, children or

adolescents.

Take special care with Avodart
Make sure your doctor knows about
liver problems. If you have had any
Iness affecting your liver, you may

need some additional check-ups while

you are taking Avodart.
Women, children and adolescents
must not handle leaking Avodart
capsules, because the active
ingredient can be absorbed through
the skin. Wash the affected area
immediately with soap and water if
there is any contact with the skin.
Use a condom during sexual
intercourse. Dutasteride has been
found in the semen of men taking
Avodart. If your partner is or may be
pregnant, you must avoid exposing
her to your semen as dutasteride
may affect the normal development
of a male baby. Dutasteride has been
shown to decrease sperm count,
semen volume and sperm mo'
This could reduce your fe

Avodart can affect a blood test for
PSA (prostate-specific antigen), which
is sometimes used to detect prostate
cancer. Your doctor should be aware
of this effect and can still use the test
to detect prostate cancer. If you are
having a blood test for PSA, tell your
doctor that you are taking Avodart.

-> Contact your doctor or pharmacist if
you have any questions about taking
Avodart.

Taking other medicines

Tell your doctor if you're taking, or
have recently taken, any other
medicines. This includes any medicines
you've bought without a prescription.

Some medicines can react with Avodart

and may make it more likely that you'll

have side-effects. These medicines

include:

verapamil or diltiazem (for high

blood pressure)

ritonavir or indinavir (for HIV)

itraconazole or ketaconazole (for

fungal infections)

nefazodone (an antidepressant)

alpha-blockers (for enlarged prostate

or high blood pressure).

= Tell your doctor if you are taking any
of these medicines. Your dose of
Avodart may need to be reduced.

Food and drink with Avodart

Avodart can be taken with or without
food.

o

Pregnancy and breast-feeding
Women who are pregnant (or may
must not handle leaking capsules.
Dutasteride is absorbed through tt
skin and can affect the normal
development of a male baby. This i
particular risk in the first 16 weeks
pregnancy.
Use a condom during sexual
intercourse. Dutasteride has been
found in the semen of men taking
Avodart. If your partner is or may t
pregnant, you must avoid exposinc
to your semen.
Avodart has been shown to reduce
sperm count, semen volume and sg
movement. Therefore male fertility
may be reduced.
=> Contact your doctor for advice if
pregnant woman has come into
contact with dutasteride.

Driving and using machines
Avodart is unlikely to affect your al
to drive or operate machinery.

ke

Fig 4.5 Landscape model of PIL
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As far as typography is concerned, the MHRA states that:

“Typography can be defined as designing with type in order to
communicate a message. The typeface used and other elements
of graphic design such as colour of text need to be chosen with
the audience in mind. When used well these aspects organise
and communicate the information in a way which meets the
needs of the reader. No matter how well written the text is in
the PIL if it is set out in a typography which is difficult to read
it is unlikely that patients will take the time or be encouraged
to read it”.
(PIL Guidance 07/12 final p. 6).

The type size varied in the PILs , about 4 had point- type as large as 14
(Adenuric, Premique, Zoton, Zofran), the others ranged from 9 to 12 , but,
4 PILs (Atarax, Benadryl, Benylin and Voltarol) presented an 8 point type.
A font size of 12 point is desirable, however, it is not practical with regard
to the amount of information that has to be included in a package leaflet.
Readability is also dependent on the amount and size of paper the patient
has to handle and especially when he/she needs to unfold and refold the
PIL for placing it back in the respective packet.

The readability guideline recommends to use an 8 point font size, for
the main body of the text and where practical, a larger font size for
headings, e.g. 12 and 14 points. For visually impaired patients the preferred
font size should even be between 16 and 20. Italic fonts and underlining are
not very frequent in the PILs. There is also a minimum use of capital letters
and this is because the human eye recognizes words in written documents
by the word shape, so large lower case text is preferred in large blocks of
text.

Most of the PILs analysed comply with the guideline as they have

larger font size than 8. However manufacturers are making the font size
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slightly bigger bearing in mind the difficulties for certain age groups like
older patients or those with eyesight problems.

The information was split up into modules, meaning that the
information is transferred into relevant questions of the user, thus,
formulating the information from the perspective of the user. Risk
information described as procedural information was in longer or shorter
lists and bullet points according to the seriousness of the disease. For
example, Propranolol (a beta-blocker for the heart) had 19 bullet points for
side effects, while Celluvisc eye drops only had 2. None of the PILs had
repetition of side effects or other information.

The style in most of the PILs met the National Health Service (NHS)
guidelines (2007) and the MHRA guidelines (2005, 2012). The sentences
were not very long (from about 15 to 20 words). Lower-case letters were
used more where possible. The question and answer format divided the text
into blocks, quite small blocks, or modules as mentioned before. The bullet
or numbered points divided up complicated information and began with the
uncommon and specific case and ended with the common or general case,

unless this is inappropriate for the product.

Example
Tell your doctor if you are suffering from
e pulmonary tuberculosis
e any allergies that affect your lungs

e any chronic lung condition.

As required by the Guideline a minimum number of words were used in

the bullet points and never more than one sentence. There were no more
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than nine items where the bullet points were simple and no more than five
when they were complex. Abbreviations were avoided.
Large bold font was used when emphasizing the text excluding upper case

letters, italics and underlining. Underlining was not used at all.

4.7.1 The use of pictograms

Acrticle 62 of Directive 2001/83/EC, as amended, also permits the use of
images, pictograms and other graphics to improve comprehension except
for elements of promotional nature. As detailed in the readability guideline
the use of pictograms, symbols and graphics tends to be misleading and
confusing due to cultural differences although it is judged as a very helpful
tool for improving readability of package information leaflets.

A pictogram is a stylized figurative drawing that is used to convey
information of an analogical or figurative nature directly to indicate an
object or to express an idea. Pictograms can fulfill many functions. They
are used to replace written indications and instructions expressing
regulatory, mandatory, warning and prohibitory information, when that
information must be processed quickly (e.g. road traffic signs), when users
speak different languages (i.e. non-natives), have limited linguistic ability
(e.g. people with low levels of literacy or little education), or have visual
problems (e.g. older people), and especially when there is a legal obligation
to inform, and for the user to comply with, mainly for safety purposes (e.g.
use of dangerous materials at work). A pictogram needs to capture users'
attention (users need to see the pictogram), to improve users'
comprehension of warnings (users need to attend to it), and it also needs to
increase their awareness of risk, generally by serving as an "instantaneous
memorandum" of a risk (Otsubo, 1988: 540).
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As reported by Tijus et al., (2005) cited in Schickel, 2007: 90). there
are a number of recognized advantages of pictograms in the literature. First
of all, they have the potential to be interpreted more accurately and more
quickly than words. Thus, they can serve as “instant reminders” of a hazard
or an established message. They improve understanding of warnings for
those with visual or literacy difficulties. They can make warnings more
noticeable or “attention grabbing”, and they can improve their legibility.
Pictograms are more easily processed at a distance compared to textual
information.

However, there are also a number of disadvantages to relying on
pictograms. Firstly, the potential for significant confusion (interpreting the
opposite or often inappropriate meaning), can create an additional safety
hazard, (Tijus et al., 2005, in Schickel, 2007, 91). Not many pictograms are
universally understood, hence, they may not be interpreted correctly by all
groups of consumers and across all cultures. For example a slashed belly of
a pregnant woman was misinterpreted as avoiding pregnancy as opposed to
its intended meaning, i.e. “do not use the medicinal product during
pregnancy” (ibid., 91). Nevertheless, it is deemed that possibilities remain
to create pictograms and symbols especially with regard to the preparation
and administration of different dosage forms. One example could be the
correct demonstration of dissolving a dry powder of an antibiotic
preparation with water, its storage and its processing immediately prior to
administration including details on the time intervals for application, as it is
a medicinal preparation which is widely used especially in paediatric
populations.

The same would be easily applicable for displaying certain storage
conditions with regard to temperature control. Next, it always takes many

years for any pictogram to reach maximum effectiveness.
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In order to be adopted, a pictogram must reach a certain level of
effectiveness, especially when the information to be conveyed concerns
safety. The method of testing the comprehension and effectiveness of
pictograms used in 1ISO 9186 (Public Information Signs) relies on judges
choosing from a number of response categories: correct understanding of
the symbol is certain; correct understanding of the symbol is likely; correct
understanding of the symbol is fairly likely; the meaning conveyed is the
opposite to that intended; incorrect response given; ‘'don't know' response
given; no response given (Tijus et al., 2005 cited in Schickel, 2007: 93).
Pictograms are quite common in patient information leaflets and are
intended to provide full and comprehensible information about the
medicine. A study conducted by Dowse and Ehlers (2005) demonstrated
that even when instructions were written in a straightforward language,
there were still unacceptable degree of misunderstanding health care
professionals and this is made worse when dealing with low-literacy
patients. So one way of helping these patients is to incorporate visual aids
such as pictograms.

They are of benefit to the comprehension and recall of prescription
instructions, and participants who are given “natural language plus
pictogram” labels understand information better than participants with only
“natural language labels” (Dowse and Ehlers, 1998, 2003). In order to
evaluate the effects of pictograms in patient information leaflets,
Bernardini and his collaborators (2000) interviewed 1004 patients in
pharmacies and reported that participants usually read the patient
information leaflet but they neither understood it easily nor found the
required information readily. However, most participants (74.3%)
considered the use of symbols helpful in finding the required information.

They analyzed to what extent five symbols could be used for each of five
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topics, and found consistent responses for “side effects™, “pediatric use”,
“use in pregnancy” and “dosage”, but not for “therapeutic indications” and
“contraindications”.

There have, however, also been negative responses to the use of
pictures because some research has not supported the hypothesis that
pictograms are beneficial for the acquisition and comprehension of
information. Such discrepancies may be not related to education, but to
familiarity and context. Dowse and Ehlers (2003) collected demographic
data together with information on literacy skills for participants and asked
them to interpret 46 pictograms. Results showed that there was
misinterpretation across all educational groups. Another research carried
out by Knapp, Raynor, Jebar and Price (2005), who examined the effects of
repeat presentation of pictograms on understandability, found great
variability in rate of correct interpretation (8 to 90%) and that only three of
the ten different instruction and warning pictograms were understood by at
least 85% of the population. After providing their interpretation,
participants were informed of the correct meaning and then the
experimental trials were repeated a week later. Results showed that
participants performed significantly better at the second presentation of
pictograms.

According to the European Commission Guideline (1998), symbols and
pictograms can be used to deliver information provided that the symbol is
clear and the graphic is understandable. However, pictograms must not be
used as the only source of communication as seen before, because they may
convey inadequate details for proper understanding of the medical leaflets
(Dowse and Ehlers, 2005). The European Commission (1998) also stated
that pictograms should not replace the actual text, but only be used to assist

navigation, elucidate or emphasize certain aspects of the text. The health
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care providers must also give guidance and verbal reinforcement to the
patients when they are using the medical leaflets (Dowse and Ehlers, 2005).
Pictograms are especially useful when delivering information such as
dosing schedule, indication of the drug, side effects, instructions of
administration and the importance of finishing the medications (Bernardini
et al., 2000).

About 8 of the PILs studied contained pictograms: especially the eye
drop medications: Celluvisc, Xalatan the inhaler, the thermal patches, the

Nurofen PIL for children, (see examples):

Examples

3..How to.use Celluvisc

Follow these instructions unless the pharmacist or your doctor gave you
different advice.

The usual dose is 1-2 drops of Celluvisc in the affected eye/each affected
eye, 4 times a day as needed.

You do not need to remove contact lenses before using Celluvisc.

Make sure that the single-dose container is intact before use. The
solution should be used immediately after opening. To avoid
contamination, do not let the open-end of the single-dose container touch
your eye or anything else. Wash your hands before use.

1. Tear one single-dose container from the
strip.

2. Hold the single-dose container upright
(with the cap uppermost) and twist off the
cap.

3. Gently pull down the lower eyelid to
form a pocket. Turn the single-dose
container upside down and squeeze it to
release one drop into each eye. Blink your
eyes a few times.

(Celluvisc eye drops)
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How to use your eye drop

1 Wash your hands.

2. If you wear contact lenses, remove them before using the drops and do not replace for at least
minutes.

Hold the tube vertically (see figure 1).

Tilt your head backwards (see figure 2).

Rest one hand on your cheek and gently pull down your lower eye lid.
Look upwards.

Insert one drop by squeezing the tube gently (see figure 3).

Blink a few times to spread the liquid gel evenly over your eye.

Wipe away any excess gel from around the eyelids.

0. Repeat for your other eye if required.

FOONOUThA W

NOTE: Do not touch your eye or the surrounding area with the tip of the dropper. Follow the
instructions carefully. If there is anything you don’t understand, ask your pharmacist or doctor.

\\{i’% C/é"?\
ot

Figum i Figare 8

%

owsnf™
g o

(Viscotears)

The illustrations show the steps to follow in order to use the eye drops
correctly. We can notice that the text flow is not interrupted by the pictures,
neither do these surround the images to create confusion. The pictures are
separated from the verbal text, but at the same time they integrate the words
as if they were functioning as expert guides, to help the user during the

process of performing the act of administrating the medicine.

The next example illustrates medication patches which may be applied
on various human anatomy parts. The verbal instructions accompany the
actions depicted, that is, the steps that need to be taken to extract the
transdermal patch from the sachet and apply it correctly on the skin:
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Where to stick the patch

Put the sticky side of the patch onto clean, dry,

healthy skin on the following areas, as indicated

by the grey areas in the picture:

¢ shoulder (=

 upper arm

* belly

* thigh

* hip

* flank N
(your side, ¥ {
between ]\ \
your ribs \ |

and your hip). A =5 1S

= R 1.To open the sachet, hold the two sides of the
3 bt sachet. Peel apart the foil and open the sachet.

3.The sticky side of the patch is covered by a 5. Peel off one side of the protective liner. Don’t
transparent protective liner. Hold the patch touch the sticky side of the patch with your
in both hands with the protective liner facing fingers.

4.Bend the patch in half so that the S-shaped 6. Hold the other half of the rigid protective liner
break in the liner opens. and put the sticky surface of the patch onto

your skin. Press the sticky side of the patch
firmly into place.

(Neupro transdermal patch)

In the example that follows there are two types of instructions: a) how
to test an inhaler before use, and b) how to use the inhaler correctly. The

pictures are not replacing the actual text, but emphasizing certain aspects of
its verbal parts (see next page).
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Adults and Children

* to relieve asthma - One or two puffs. Us:in_g your inhaler -
* to prevent asthma - Two puffs 10-15 minutes before exercise or itls |mpon§n; tf start to breathe as slowly as possible just before
exposure to a “trigger”. using your inhater.

* the maximum dose is 8 puffs in a 24 hour period.
« for regular treatment - Two puffs up to 4 times a day.

Instructions for use Remove the mouthpiece cover (as shown in the first picture).

* To help identify that the inhaler is Ventolin, there is an embossed Check inside and outside to make sure that the mouthpiece is
letter V on the plastic case. There is also a special ridged ‘touch clean and free of objects.
pad' area to distinguish the 'reliever' inhalers from 'preventer’ or
‘protector’ inhalers which have different touch pads.

= Ventolin Evohaler produces a fine mist which you inhale through your
mouth into your lungs. Your doctor, nurse or pharmacist should show
you how to use your inhaler. If you are not sure ask your doctor, nurse
or pharmacist.

s Each Evohaler canister provides 200 puffs.

Do not use your inhaler more often than the doctor told you to.
Tell your doctor if your medicine does not seem to be working as well

1 Stand or sit upright when using your inhaler.

Shake the inhaler 4 Hold the inhaler

an:éjj l;agigzryl:nlirnif;z?zig;oblem mapte gt e oMy or 5 times to ensure upright with your

X ) that any loose objects thumb on the base, below
Your doctor may have told you to take more than this as an emergency are removed and that the the mouthpiece. Breathe
treatment if your wheezing or breathing gets very bad. It is very contents of the inhaler are out as far as is comfortable.
important that you keep to your doctor's instructions as to how many evenly mixed. Do not breathe in again yet.

puffs to take and how often to use your inhaler.

Testing your inhaler

When using the inhaler

for the first time, test
that it is working. Remove the
mouthpiece cover by gently
squeezing the sides with your
thumb and forefinger and pull

apart.

Place the mouthpiece

Breathe in through your

in your mouth mouth. Just after starting
To make sure that it between your teeth. to breathe in, press down
works, shake it well, point the mouthpiece away from you Close your lips around it. on the top of the canister to
and press the canister to release a puff into the air. If you have Do not bite. release a puff of medicine.
not used the inhaler for a week or more, release two puffs of Do this while still breathing in
medicine into the air. steadily and deeply.

(Ventolin Evohaler)

The sketch below is elucidating the user on how to take the capsule out
of the blister. Perhaps many would give this procedure for granted, but it

might not be so easy for all users, especially those who encounter visual or
literacy difficulties.

How to take the capsule out of the blister
Press on the shiny side of the blister. The capsule will come out
through the printed side of the foil. Please see the diagram.

D shiny side

|“ printed foil

(One-Alpha Capsules)
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The example that follows illustrates the steps necessary for dosing the
right quantity of medicine with an appropriate syringe, included inside the
packet:

Using the 5ml easy dosing syringe
* Push the syringe firmly info the plug (hole) in
the neck of the bottle.

* To fill the syringe, turn the bottle upside
down. Whilst %o|dmg the syringe in place,
gently pull the plunger down drawing the
medicine to the correct mark on the syringe.
See section “How much medicine to use”.

® Turn the bottle the right way up, remove the
syringe from the botile plug by gently
twisting the syringe.

* Place the end of the syringe into the child's
mouth and gently press the plunger down to
slowly and gently release the medicine.

l 1

l

* After use replace the bottle cap. Wash the
syringe in warm water and allow to dry.
Store out of the reach of children.

(Nurofen for Children)

Very interestingly, several PILs: Benadryl Plus, Benylin, Istin, Lipitor,
Paracetamol, Phenergan, Piriton, Tritace and Zovirax included symbols
such as question marks, exclamation marks, ticks and crosses as visual aids
beside the sub-headings. These symbols help the reader to grasp the
message before reading the text or perhaps support the reader who
encounters reading difficulties. They are very eye catching and give the
PILs a multimodal nature. Kress and van Leeuwan (2001: 152), describe
the non-verbal elements “as the visual grammar of multimodal texts”,

suggesting that “multimodal reading is not of verbal text, but rather
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composite reading in which attention jumps back and forth between
illustrations and text”. All the visual elements are used to make meaning

more potent. The following are some examples:

Examples

&) 1. WHAT THESE CAPLETS DO '
¢ Paracetamol Extra Caplets contain paracetamol and caffeine and are used for the relief of
headache, migraine, backache, fever, dental pain, period pain, the symptoms of cold and flu,
sciatica and rheumatic and muscular aches and pains.

@ 2. CHECK BEFORE YOU TAKE o
] Do not take these caplets if you:

= Are allergic to Paracetamol, or any of the other ingredients listed in section 6

(See section 4 — Possible Side Effects)

(Paracetomol)

3. How to use Zovirax

Suitable for all ages: i -
« Apply at the first signs of a cold sore (such as tingling and itching).
o Apply liberally to the affected area 5 times a day. o
e Continue treatment for 4 days. If your cold sore hasn't healed after this time,

you can use the cream for up to 10 days in total.
(Zovirax)

E.! Do not use this medicine..

A Talk to your doctor or pharmacist...
(Benylin)

2. Check before you take Piriton Allergy Tablets
E Do not take Piriton Allergy Tablets:

(Piriton)

2. BEFORE YOU
TAKE ISTIN

(Istin)
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In the Lipitor and Tritace PILs colourful pictures for warnings are used
in the contra-indication section ‘Before you take X’. In the following
symbols, we may notice a glass with a drink and a fruit, that serves to warn
which drinks and food must be avoided when taking Lipitor. The next
picture symbolizes a warning for pregnant women, or in case a women is
trying to become pregnant; the third pictogram is warning breast-feeding

mothers not to take the medicine.

Examples

« > Taking Lipitor with food and drink
ﬁ When taking Lipitor, do not drink more than one

< ortwo small glasses of grapefruit juice per day.

Pregnancy
Do not take Lipitor if you are pregnant or trying to

become pregnant.

r Breast-feeding
k ‘g Do not take Lipitor if you are breast-feeding.

The Phenergan symbol (below) is a warning for interaction with other

medicines:

@q' Taking other medicines

(Phenergan)

The pictures on the next page integrate the warnings about driving
abilities and using other machines, because these abilities can be affected

whilst taking that medicine:
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Drlvmg and using machines

Normally this medicine does not affect your
ability to drive or operate machines. However, do
J not drive if this medicine affects your ability to
drive. Do not use any tools or machines if your
ability to use them is affected by this medicine.

(Lipitor)

Driving and using machines
(Tritace)

In the Paracetomol PIL there is also an example of an emoticon beside
the sub-heading: possible side effects. Taking in consideration the use of

emoticons, Rezabek and Cochenour (1998) give the following explanation:

“Emoticons can provide support to written communication, in
much  the same way that visuals or body language can
enhance verbal communication. Facial expressions are
especially important in conveying emotions and nuances of
meaning during face-to-face interactions, and emoticons are a
means for better defining emotions and intent regarding a
particular phrase or statement sent via electronic mail”.
(Rezabek and Cochenour, 1998: 202)

Although emoticons were initially used to clarify the exact meaning of
an electronic message, they are now also used in everyday written
language. In the Paracetomol leaflet the connotation is very clear: ‘be very
careful and be informed before taking this medicine or you will have a bad
time after!”. Not at all smiley, the icon in the example emphasizes a sad

statement and worrying consequences.

Example

Paraoetamol Extra Caplets can cause snde eﬁects but not evesybody gets them
Serious side effects
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4.8  Summary of findings

In this research Chapter, 60 PILs (dating from February 2008 to
February 2012) have been examined from both a discourse and lexico-
grammatical level. The relevant elements of the linguistic theory for the
assessment of patient information leaflets were identified as generic
structure and rhetorical functions, specialization of lexis, lexical density,
status relations. There was concordance between the texts to the extent that
the PIL was identified as a genre with up to seven structural moves (e.g.
introduction to the medicine, account of side effects, dosage, storage). This
indicates that there seems to be agreement between manufacturers on the
organization of information within the leaflet, and that they, more or less,
keep to the recommendations promoted by regulatory organizations. In
most of the identified moves, more than one rhetorical element is involved,
thus, suggesting that the reader may be receiving different signals (e.g.,
instruct and inform).

In a functional text, the objectives of the communication govern what
takes place at all the other levels in the document, including headings and
how technical the lexis needs to be. Headings (macro-themes, Martin,
1992) in a functional text are important because they are signposts by
which the patient attempts to make sense of the document in response to
the questions they have (Wright, 1999). When they are inconsistent or
inappropriate, this hampers the effectiveness of the text, but in the corpus
they were used appropriately. As for technicality, it needs to be
acknowledged that patients need to deal with some level of specialised
language in order to comprehend essential elements of their condition and
how it might be treated. Most of the PILs did not carry a level of

technicality that could impede understanding the text. Specialised
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terminology was, in fact, presented in a way that could be comprehended
by the user, for example, the explanation given of the technical word in
brackets. Only few instances in the corpus appeared rather technical from
the patient’s perspective.

Readers, whether they believe they know the author of a patient leaflet
or not, will form an impression of the identity of the writer and his/her
understanding of the relationship with the writer, from the way the leaflet is
written. Users may be confused about the authorship, they may be asking
whether the sender of the message knows the individual situation or not.
Patients may comprehend what they read, but they can also decide that the
information received, does not apply to them (Wright, 1999). This is where
relations established between doctor/expert and patient/lay user, by way of
the text are crucial. This role relationship was quite consistent in the PILs
investigated, for example, the use of the second person pronoun to address
the patient directly and make him/her an active “participant” in the
“process” (Halliday, 1994) of ‘taking the medicine’.

There was variability in text length because some were longer than
others, especially the PILs that dealt with more serious illnesses. Bullets
and numbering were used in most of the leaflets. Bullets served for the
listing of items where the order and relations between them were not
important, and numbering for the listing of items where the order was
important, or when a taxonomy actually existed (e.g. giving instructions for
using a medication).

The information contained in the leaflets was not found to be densely
packed. The lexis used in the majority of the PILs can be identified as
being far from the ‘spoken-like’ end as estimated by Halliday, (1985).
Analyses of lexical density, carried out on one section of the leaflet,

demonstrated that the average number of density items was from 5 to 7 in
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shorter texts, and from 7 to 9 in longer texts. This might sound as being
more academic in theory, but in practice, the PILs are nearer to user-
friendliness in style, in order to meet patients’ needs.

Design issues (Hartley, 1994; 1999) such as layout, font size and style,
and use of visual material may also have an impact upon patients’ capacity
to comprehend information leaflets. The results showed that a few PILs had
a font type as large as 14, a few, a font size as small as 8, and the rest
ranged from 10 to 12 (12 font type is recommended by the regulating
authorities). Considering the MHRA’s guidelines as regard to layout, also
columns, spacing, and the use of colour were taken account of for the
analyses. As for visual material, about 20% of the corpus included
photographs, pictograms, symbols and other illustrations, thus, conveying a

multimodal nature (Kress and van Leeuwan, 2001) to the leaflets.

4.9  Conclusion

In conclusion, the patient information leaflets in this corpus were
characterised by low variability in generic structure, and by quite a
standard set of rhetorical elements within and between the generic moves.
As a sub-genre instance of medical texts, they have shown to carry a
number of conventional indicators. The overall communicative purpose is
to inform the reader about a therapeutic medication.

In answer to the research questions: what are the features in PILs to
contribute to the fulfilment of writer and reader objectives? Is there a
standard/conventional text structure in PILs? And, is patient centeredness
manifested linguistically? Findings show that almost all the PILs analysed
followed a standard text structure of seven moves. They displayed
numerous examples of plain language features which accentuate a patient-

centred, user-friendly approach, therefore, contributing to the role
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relationship between health professionals and lay patients. However, as
noticed throughout the analysis, there were also some examples of the use
of traditional expert language, and some aspects of layout print, which act
to the detriment of user-friendliness in patient communication. In sum,
about 70% of the PILs could be said to constitute a best-practice example;
20%, a mixture of positive and negative features. 10% was still quite far
from constituting communicative best practice both from a linguistic and
layout point of view. It is also true, however, that several leaflets included
examples of very colloquial language to a degree that had never been seen
in patient information leaflets before.

Since its authoritative introduction, the statutory PIL has been a subject
of study and improvement. However, there is still ample room for further
improvement. The reason being is that the patient information leaflet is a
very challenging genre with its many legal requirements, and with a target
group which potentially consists of the entire population of a country. It
plays a significant role in the patient empowerment process and the
improvements to the genre witnessed over the past years deserve to be
highlighted, while it is still important to point out any shortcomings to

ensure continuous development.
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LABELS

5.1 New Labels on medicine packets and bottles

R

PILs are the leaflets (folded in a sort of Z shape) produced by the
manufacturers and placed inside medicine packets, both prescribed (P) and
OTC medications. Labels, on the other hand, are the printed texts added,
actually stuck, on medicine packets and bottles by the pharmacist (as
already mentioned). The label on the medicine repeats the instructions on
the prescription the doctor wrote out for the patient. When the pharmacist
dispenses the medicine, he/she will stick the label on the medicine
container or its packaging, and every label is tailored to each patient’s case.

The information on the medicine’s dispensing label usually includes:

« the name of the patient;

 the name and address of the pharmacy that dispensed the medicine;
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. the date the medicine is dispensed;

« the name of the medicine;

. the dose the patient should take, how to take it and how often;

. the total quantity of medicine in the container and the medicine
strength;

. If necessary, any cautions or warning messages that apply to the

medicine are added.
a) The medicine’s name
The medicine may have two names:

« the brand name (manufacturer’s name);
. the generic name for the active ingredient in the medicine scientific
name). For example Pantoprazole is the active ingredient found in

tablets to protect the stomach from producing too much acid.

If the prescription shows the medicine’s brand name, the label should show

both the brand name and the generic name.
b) The dose

The label on the prescribed medicine will repeat the dosage instructions
from the prescription. This says how to take or use the medicine, for

example:

. take one tablet four times a day;
« take one 5ml spoonful four times a day.

c) Extra instructions
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The pharmacist may also include other instructions on the medicine label.

Some examples are:

shake the bottle
store in a cool place
discard, for example, 28 days after opening

do not use after a certain date

d) Cautions and warning messages

It’s a legal requirement that the dispensing label for all dispensed
medicines should say ‘Keep out of the reach of children’. All liquid
medicines for external use, for example a cream to go on the skin,

should also say ‘For external use only’.

Depending on the type of medicine, cautions or warning messages may

be added on a separate label. There are recommended wordings for these

cautions, some of which were changed in 2011 (see next paragraph).

The labels should also have the following features:

Words typed in easy-to-read 12-point type, with the patient's
name, drug name, and drug instructions in the largest letters.
But not all pharmacies follow this suggestion.

Warnings typed directly onto patient labels in a large typeface.
Research has found that fewer than 10 percent of people examine
their drug containers for the colorful warning stickers that sometimes
appear on the bottle. And warnings that appear on the labels that are
typed in very small type can be hard to read or hard to find.

The generic and brand name of a drug. This might prevent

someone from mistakenly taking a double dose of the same

156



Chapter 5: Labels

medication prescribed by two doctors and filled at two different
pharmacies, one as the generic version and one as the brand-name
drug. In fact patients should be advised to fill all of their
prescriptions at the same pharmacy to help them avoid accidental
mix-ups like the above stated.

. Images or physical descriptions of the pills in the container.
Someone who reads that he or she should be taking round blue
tablets will probably call the pharmacy if there are oval-shaped white
pills in the container.

« No extra zeroes (like 5.0 mg), so patients who take 5 mg of a
medication don't incorrectly remember it as "50 mg" when talking to
a doctor.

« The pharmacy's information—name, address, and phone
number—at the bottom of the label, so the patient's medicine
information is prominently displayed at the top for easy reading, (see

appendix for examples).

5.2  New wordings on medicine labels

Wordings on the labels had not been changed since 1985. The words of
the original cautionary advisory labels was recommended by a working
party of the Royal Pharmaceutical Society of Great Britain and since 1985
had been included in the British National Formulary (BNF), the
authoritative textbook that pharmacists, doctors and nurses, and other
health professionals use for looking up information about prescription and
non-prescription medicine. The BNF is published by the Royal
Pharmaceutical Society and the British Medical Association, under the
authority of a Joint Formulary Committee made up of representatives from

these bodies and the Department of Health.
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But last March 2011, the BNF brought some important changes
following the work by a group of researchers at the University of Leeds, in
collaboration with Leeds-based company Luto Research. The researches
revealed that many commonly-used phrases on medicine labels were easily
misunderstood by many people.

On Thursday 3 March 2011 an interview on BBC Radio 4> was
released called: Clear English coming to your medicine cabinet.

The expert interviewed was Professor of Pharmacy Theo Raynor of

Luto and University of Leeds (see transcript, 5.4).
Professor Raynor argued that there were confusing instructions on
medicine bottles and packets of pills dispensed from the UK pharmacies
and that it was necessary to replace those with simpler words and phrases
in order to help people understand them better.

Around two million prescriptions are issued every day in the UK, and
every medicine must have a printed label that gives details on how to take
the medicine. However, the Leeds research results showed that some of the
standard phrases that were printed on the labels were confusing and caused
some patients to behave in ways that would compromise the safety and
effectiveness of their treatment. Researchers gathered that the switch to
clearer language would help make sure that patients would take their
medicines as they should do.

“It 1s vital that wordings on labels are simple and straightforward”, said
Professor Raynor. “Most medicines do contain leaflets providing detailed
information for patients, but these leaflets can get lost or overlooked.
Patients’ behaviour tends to be guided by the instructions on the outside of
medicine bottles and packets of pills, so these must be as clear and

unambiguous as possible.” (Raynor, BBC Radio 4, 2011).

® BBC Radio 4 Today Programme: Interview with John Humphries, 3 March 2011
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The research carried out by Professor Raynor and Dr Peter Knapp
(from the University of Leeds, School of Healthcare) and David Bryant
(General Manager, Luto Research), consisted in testing a selection of
instructions on a large number of volunteers from the general public.
Participants were all literate in English and covered a range of ages 20-80,
and had educational abilities. They were asked to read and answer
questions about medicines with several label wordings and medicines with
single-label wordings. A group of paediatric medicines was also created
and used for participants who were parents or carers of children. The
questions were agreed by an expert panel consisting of pharmacists from
Luto Research and the BNF. Almost 200 lay participants were involved
over three rounds of testing. The results from each round of testing were
combined with good practice and research evidence to produce revised
wordings that reflect current best practice® in written medicine information
for patients. In other words, if any of the phrases were found confusing by
the volunteers, the researchers rewrote them by using best practice in clear
English, and then tested them again with another group of volunteers. Of
the 32 labels, three existing wordings -labels 12, 17, and 29- (see
paragraph 4.3) worked well and are retained in the proposed revised
wordings for the new labels. Although the wording of individual labels
may have changed, the intended instruction of each of the numbered labels
remains the same.

The proposed changes include a terminology that is better understood
by patients and not misleading. For example, user testing showed that, in
label 1, the word “drowsiness” 1s not always readily understood and has
been improved by using the wording “This medicine may make you
sleepy”. The recommended changes (see section 5.3), following user

testing, also produce more precise instructions, which present little
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opportunity for different interpretations. Thus, in label 4, the wording
“Avoid alcoholic drink”, is replaced with “Do not drink alcohol while
taking this medicine”. Dr Raynor said, in fact, that the word “Avoid” to
some people meant that they should only limit their alcohol intake. Hence
“Do not “ conveys a simpler command. (Raynor, BBC Radio 4, 2011).

Luto’s testing showed that label wordings that can be incorporated in an
appropriate position in the directions for dosage or administration (labels
21 to 28) did not generally work well. Separating these wordings into a
discrete instruction worked better and this format was adopted in the
proposed wordings.

The revised phrases were included in the last version of the BNF (BNF
61, March 2011), and Duncan Enright, Publishing Director at BNF
Publications said: “It has never been easier to change labels on medicines
given current computerised systems and therefore we hope that the large
pharmacy chains and independent pharmacies will adopt these
recommendations”, (March 2011).

The new software version has been downloaded by the pharmacies

and currently the new instruction labels are printed.
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5.3 BNF cautionary and advisory labels: Before and after
recommended changes

On the label

Before: wording of original cautionary and advisory labels

1

2

10

11

14

15

16

Warning: May cause drowsiness

Warning: May cause drowsiness. If affected do not drive or
operate machinery.

Warning. Avoid alcoholic drink

Do not take indigestion remedies at the same time of day as
this medicine

Do not take milk, indigestion remedies, or medicines
containing iron or zinc at the same time of day as this medicine

Do not stop taking this medicine except on your doctor’s
advice

Take at regular intervals. Complete the prescribed course
unless otherwise directed

Warning. Follow the printed instructions you have been given
with this medicine

Avoid exposure of skin to direct sunlight or sun lamps

This medicine may colour the urine

Caution flammable: keep away from fire or flames

Allow to dissolve under the tongue. Do not transfer from this

container. Keep tightly closed. Discard eight weeks
after opening
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27
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30

32
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Warning. Causes drowsiness which may continue the next day.
If affected do not drive or operate machinery. Avoid alcoholic
drink

... with or after food

... half to one hour before food

... an hour before food or on an empty stomach

... swallowed whole, not chewed

... with plenty of water

To be spread thinly ...

Do not take with any other Paracetamol products

Contains aspirin

After: wording of revised cautionary and advisory labels

(BNF 61)

Warning: This medicine may make you sleepy

Warning: This medicine may make you sleepy . If

this happens, do not drive or use tools or machines. Do not
drink alcohol

Warning: Do not drink alcohol while taking this medicine

Do not take indigestion remedies 2 hours before or after you
take this medicine

Do not take milk, indigestion remedies, or medicines
containing iron or zinc, 2 hours before or after you take this
medicine

Warning: Do not stop taking this medicine unless your doctor
tells you to stop
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Space the doses evenly throughout the day. Keep taking this
medicine until the course is finished, unless you are told to
stop

Warning: Read the additional information given with this
medicine

Protect your skin from sunlight — even on a bright but cloudy
day. Do not use sunbeds

This medicine may colour your urine. This is harmless

Caution: flammable. Keep your body away from
fire or flames after you have put on the medicine

Dissolve the tablet under your tongue—do not swallow. Store
the tablets in this bottle with the cap tightly closed. Get a new
supply 8 weeks after opening

Warning: This medicine makes you sleepy. If you still feel
sleepy the next day, do not drive or use tools or machines. Do
not drink alcohol

Take with or just after food, or a meal

Take 30 to 60 minutes before food

Take this medicine when your stomach is empty. This means
an hour before food or 2 hours after food

Swallow this medicine whole. Do not chew or break
Take with a full glass of water
Spread thinly on the affected skin only

Contains Paracetamol. Do not take anything else containing
Paracetamol while taking this medicine
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32  Contains aspirin. Do not take anything else containing aspirin
while taking this medicine

54 Transcript

Clear English coming to your medicine cabinet by Theo Raynor

Location: BBC Radio 4 Today Programme: Interview with John
Humphries

University of Leeds press release
Thursday 3 March 2011

The interview may be downloaded at:
http://leeds.academia.edu/TheoRaynor/Talks/37030/Clear English coming
to your cabinet...

Interviewer: Pharmacists are getting worried about the
instructions stuck on the medicines prescribed by GPs.
Apparently an awful lot of us don’t understand them and that
can be dangerous. Theo Raynor is professor of Pharmacy

Practice at Leed’s University who led a research into this.

Interviewer: Good morning Theo!

Prof. Theo: Good morning!

Int: How misleading, in what sense?

Prof. Theo: Well, there are about 30 labels that pharmacies
routinely use on medicines, things like ‘Avoid alcohol whether
before or after food’, ‘Take at regular intervals’, and we found in
our research that many of these things even if they look simple,

people didn’t understand them very well. We worked with
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nearly 200 people of the public to test the labels and that’s
where we found that they can be misunderstood. So we used
the clinical expertise of the British National Formulary and our
research expertise of the University of Leeds, and we used a
testing user research at Luto Research, and came up with what

we have found to be much more straightforward and clearer

labels.

Int: Right, so this has nothing to do with the GP, then?

Prof. Theo: No, the pharmacists are required to put additional
labels when they dispense medicines, so we now come up with
a new set of labels which they will now routinely use for all the

prescriptions that are written by GPs.

Int: So, effectively, it’s a different kind of language, obviously,
youre not changing the way we take things, like particular
drugs, it’s just the use of language?

Prof. Theo: Absolutely! Let me give you an example: we've
previously used the wording ‘Avoid alcoholic drink’, and we
found that people interpreted that in a number of different
ways, but what we mean is ‘Do not drink alcohol while taking
this medicine’. So it’s just simply setting things in ways that

people can understand.

Int: I wonder why people couldn’t understand ‘avoid alcohol’.

What did they think about it then?
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Prof. Theo: Well, some people thought it meant ‘you should
try.., well, if you drink alcohol, try and see if it affects you before
you drive, for instance, and so on. It does give the opportunity

to give various interpretations, so ‘avoid’ isn’t very specific.

Int: Oh, right! Anything else like that sort of thing?

Prof. Theo: Oh, well, yes. Many medicines either won’t work or
you'll have more side effects if you don’t have food in your
stomach when you take them. And we used to put on the labels
‘with or without food’, and again, even that is a little bit vague,
so we are now going to say: ‘Take with or just after food, or a
meal’. So, we're just thinking about things from the medicine’s
taker perspective and write in a way that they can relate it to

their daily lives.

Int: And it really matters, does it? Because I suppose an awful
lot of us think when they actually say ‘Take with a meal’, they

don’t actually really mean before, after or during.

Prof. Theo: It matters very much. If you think of medicines like
Ibuprofen if you don’t take them on a full stomach, then they
can cause quite serious upsets and stomach ulcers. So, yes, it

matters very much in many cases.

Int: Well, thanks very much Professor Theo.
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The picture below shows Professor Theo Raynor with examples of

medicine packets and bottles including the new wordings on the labels.

Fig. 5.1 Picture of Professor Raynor
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LIST OF ANAGRAMS

ABPI
AlIFA
APBI
BNF
BROMI

BSOC
CDH
CRO
DH
EMEA
EU
FDA
FKRGL
FOG
GP
GSL
ISO
MA
MHA
MHLW
MHRA
NHS
oTC

P

Association of the British Pharmaceutical Industry
Agenzia Italian del Farmaco

Association of the British Pharmaceutical Industry
British National Formulary

Better Regulation of Over-the Counter Medicines
Initiative

Body System Order Class

Chronic daily headache

Contract Research Organisation

Department of Health

European Medicine Agency

European Union

Food and Drug Administration

Flesch-Kincaid Reading Grade Level

Gunning Fog Index formula

General Practitioner

General sales list medicines

International Organisation for Standardisation
Marketing Holder

Marketing Holder Authorization

Ministry of Health, Labor, and Welfare
Medicines and Healthcare Regulatory Agency
National Health Service

Over-the-counter

Pharmacy medicines
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PIL
PIQU
POM
QRD
RMS
RNIB
SFL
SMOG
SPC
TGA

Patient information leaflet

Patient Information Quality Unit
Prescription only Medicine

Quiality Review of Documents
Reference Member State

Royal National Institute of the Blind
Systemic Functional Linguistics
Simple Measure of Gobbledgegook
Summary of Product Characteristics

Therapeutic Goods Administration
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APPENDIX 1

Medicine labels

Co-Codamol 30/500mg Tablets

584

1o PRI, PARACETAMOL | 500 mg

required as directed by docter If A BLETS: BiP
sleepy do not drive/use machines. Avoid
alcohol. Max 2 per dose, 8 in 24 hrs.
Do not take with any other paracctamol

product .
Mario Verrilli(5862) 27/03/72012
———————— KEEP OUT OF REACH & SIGHT OF CHILDREN

= PHILLIPS PHARMACY et 20574 0645 ,g
i 46 POYNDERS R%D, LONDON. SW4E~I <

Co-Coilange!

30/500mg ity

Do Tablets

BRISTOL

16

53 PARACETATOL S00TC TRRLETS]

ONE or TWO to be taken FOUR times a day
when required Max 2 per dose, 8 in 24
hrs. Do not take with any other
paracetamol product

Mario Verrilli(5862) 03/06/2011

_— KEEPOUTOFREAC“QS!GHTO‘U"ILDGEN .
— PHILLIPS PHARMACY Tel: 020 8674 064

46 POYNDERS ROAD, LONDON. SW4 8P

PL 17907/0001

i e tal a
Max 2 per dose, 8 in 24 hrs.
Do not take with any other paracetamol
product. If sleepy do not drive/use
machines. Avoid alcohol.

Mario Verrilli(5862) 19/01/2012
KEEP OUT OF REACH & SIGHT OF CHILDRI
PHILLIPS PHARMACY Tel: 020 8674 0645

46 POYNDERS ROAD, LONDON. SW4 8PN

ZGNTIVA

— e
Detrusitol XL 4mg caps

30 Celluvisc 0.5% 0.4ml eye drops

taken cai
One drop to be instilied twice each day One obe

ty
“ CAUTION:IF YOU EXPERIENCE SLURRED VISION OR REDUCED
ALERTNESS DO NOT DRIWE OR USE TOOLS OR MACHINES.
SWALLOW WHOLE DO NOT CHEW OR CRUSH.

TS - Salm atch 030712
N 1P S B st k12 N P S S s o
Disp A.E. HOBBS ,

A.E. HOBBS LTD.

72 Mount Pleasant, Tunbridge Wells. Tel: 546565

Chkd
72 Mount Pleasant, Tunbridge Wells. Tel: 546565 l/g ! =
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=or any information about this medicinal product, please contact the local representative —me—m

>f the Marketing Authorisation Holder.

APPENDIX 2

Appendix

Copies of PILs in alphabetical order

Belgié/Belgique/Belgien
Menarini Benelux NV/SA
TélTel: + 32 (0)2 721 4545

Bonarapua )
TN “Bepnun-Xemn AT
Ten.: +359 2 96 55 365

Ceska republika

Berlin-Chemie/

A.Menarini Ceska republika s.r.o.
Tel: +420 272 937 381

Danmark
Berlin-Chemie/A.Menarini Danmark

Ap:
TIf: +4548 217 110

Deutschland
Berlin-Chemie AG
Tel: +49 (0) 30 67070

Eesti
OU Berlin-Chemie Menarini Eesti
Tel: +372 667 5001

EAada

MENARINI HELLAS AE

TnA: +30 210 8316111-13
Espana

Laboratorios Menarini S.A.

Tel: +34-93 462 88 00

France

MENARINI France

Tél: +33 (0)1 45 60 77 20
Ireland

A. Menarini Pharmaceuticals Ltd
Tel: +353 1 284 6744

istand

Menarini International
Operations Luxembourg S.A.
Simi: +352 264976

Italia

A. Menarini Industrie Farmaceutiche
Riunite s.r.|.

Tel: +39-055 56801

Kompog
MENARINI HELLAS AE

Taking ADENURIC with food and drink

The tablets should be taken by mouth and
can be taken with or without food.

Pregnancy and breast-feeding

It is not known if ADENURIC may harm
your unborn child. Tell your doctor if you

think you are pregnant or if you are planning

to become pregnant as ADENURIC should
not be used during pregnancy. It is not
known if ADENURIC may pass into human
breast milk. You should not use ADENURIC
if you are breast feeding, or if you are
planning to breastfeed.

Driving and using machines

No studies on the effects of ADENURIC on
the ability to drive and use machines have
been performed. However, you should be
aware that you may experience dizziness,
sleepiness and numbness or tingling
sensation during treatment and should not
drive or operate machines if affected.

Important information about some of the
ingredients of ADENURIC

ADENURIC tablets contain lactose (a type
of sugar). If you have been told that you
have an intolerance to some sugars contact
your doctor before taking this medicine.

3. HOW TO TAKE ADENURIC

Always take ADENURIC exactly as your
doctor has told you. You should check with
your doctor or pharmacist if you are not sure.

ADENURIC is available as either an 80 mg
tablet or a 120 mg tablet. Your doctor will
have prescribed the strength most suitable
for you.

* The usual dose is one tablet daily. The
back of the blister pack is marked with
the days of the week to help you check
that you have taken a dose each day.

* The tablets should be taken by mouth
and can be taken with or without food.

It is important that you do not stop taking
ADENURIC unless your doctor tells you to.

Continue to take ADENURIC every day
even when you are not experiencing gout
flare or attack.

Luxembourg/Luxemburg
Menarini Benelux NV/SA
Tél/Tel: + 32 (0)2 721 4545

Magyarorszég
Berlin-Chemie/A. Menarini Kft.
Tel.: +36 23501301

Mailta

Menarini International
Operations Luxembourg S.A.
Tel: +352 264976

Nederland
Menarini Benelux NV/SA
Tel: +32 (0)2 721 4545

Nor:

Menarini International
Operations Luxembourg S.A.
TIf: +352 264976

Osterreich
A. Menarini Pharma GmbH.
Tel: +43 1 879 95 85-0

Polska
Berlin-Chemie/Menarini Polska Sp. z

0.0.
Tel.: +48 22 566 21 00

Portugal
A. Menarini Portugal — Farmacéutica,

S.A.
Tel: +351 210 935 500

Romania
Berlin-Chemie Menarini Group
Tel: +40 211 232 34 32

Slovenija

Berlin-Chemie AG, Podruznica
Ljubljana

Tel: +386 01 300 2160

Slovenska republika
Berlin-Chemie AG -
obchodné zastlpenie v SR
Tel: +421 2 544 30 730

Suomi/Finland
Berlin-Chemie/A.Menarini Suomi OY
Puh/Tel: +358 403 000 760

If you forget to take ADENURIC

If you miss a dose of ADENURIC take it as
soon as you remember unless it is almost
time for your next dose, in which case
miss out the forgotten dose and take your
next dose at the normal time. Do not take
a double dose to make up for a forgotten
dose.

If you stop taking ADENURIC

Do not stop taking ADENURIC without

the advice of your doctor even if you feel
better. If you stop taking ADENURIC your
uric acid levels may begin to rise and your
symptoms may worsen due to the formation
of new crystals of urate in and around your
joints and kidneys.

If you have any further questions on the

use of this product, ask your doctor or
pharmacist.

4. POSSIBLE SIDE EFFECT!

Like all medicines, ADENURIC can cause
side effects, although not everybody gets
them.
Common side effects (more than 1 in 100
patients but less than 1 in 10 patients) are:
* abnormal liver test results
diarrhoea
* headache
* rashes
* feeling sick
Uncommon side effects (more than 1
in 1,000 patients but less than 1 in 100
patients) are:
* weight gain, increased appetite, change
in blood sugar levels (diabetes) of which
a symptom may be excessive thirst,
increased blood fat levels
erectile difficulties and/or loss of sex
drive
difficulty in sleeping
dizziness, numbness or tingling
sensation, sleepiness, impaired sense of
taste, reduction in sensation of touch
* abnormal ECG heart tracing
» hot flushes or blushing (e.g. redness
of the face or neck), increased blood
pressure
= cough, shortness of breath, flu-like
symptoms

s dnsmanth ahdaminal nain/diesamiar

.

PACKAGE LEAFLET:
INFORMATION FOR THE USER

Adenuric

80 mg film-coated tablets
febuxostat

120 mg film-coated tablets
febuxostat

2. BEFORE YOU TAKE ADENURIC

Do not take ADENURIC if you are:
« If you are allergic (hypersensitive)
to febuxostat, the active ingredient
of ADENURIC, or any of the other
ingredients in these tablets.
Take special care with ADENURIC
Tell your doctor before you start to take this
medicine:
« If you have or have had heart failure or

Read all of this leaflet carefully before
you start taking this medicine.

» Keep this leaflet. You may need to
read it again.

If you have any further questions, ask
your doctor or pharmacist.

This medicine has been prescribed
for you. Do not pass it on (o others.
It may harm them, even if their
symptoms are the same as yours.

If any of the side effects get serious,
or if you notice any side effects not
listed in this leaflet, please tell your
doctor or pharmacist.

In this leaflet

What ADENURIC is and what it is used for
Before you take ADENURIC

How to take ADENURIC

Possible side effects

How to store ADENURIC

Further information

WHAT ADENURIC IS AND
WHAT IT IS USED FOR

ADENURIC tablets are used to treat
gout, which is associated with an excess
of a chemical called uric acid (urate) in
the body. In some people, the amount of
uric acid builds up in the blood and may
become too high to remain soluble. When
this happens, urate crystals may form in
and around the joints and kidneys. These
crystals can cause sudden, severe pain,
redness, warmth and swelling in a joint

pasroN

heart p

« If you are being treated for high uric acid
levels as a result of cancer disease or
Lesch-Nyhan syndrome (a rare inherited
condition in which there is too much uric
acid in the blood)

« If you have thyroid problems

If you are having a gout attack at the moment
(a sudden onset of severe pain, tenderness,
redness, warmth and swelling in a joint), wait
for the gout attack to subside before first
starting treatment with ADENURIC.

For some people, gout attacks may flare up
when starting certain medicines that control
uric acid levels. Not everyone gets flares,
but you could get a flare-up even if you are
taking ADENURIC, and especially during
the first weeks or months of treatment. It
is important to keep taking ADENURIC
even if you have a flare, as ADENURIC is
still working to fower uric acid. Over time,
gout flares will occur less often and be less
painful if you keep taking ADENURIC every
day.

Your doctor will often prescribe other
medicines, if they are needed, to help
prevent or treat the symptoms of flares
(such as pain and swelling in a joint).

Your doctor may ask you to have bk)od
tests to check that your liver is working
normally.

Taking other medicines

Please tell your doctor or pharmacist if

you are taking, or have recently taken,

any other medicines, including medicines
obtained without a prescription.

It is especially important to tell your_dpctor
or pharmacist if you are taking medicines

(known as a gout attack). Left untreated,
b L L A ey s

muscle cramp, pain/ache in
muscles/joints, bursitis or arthritis
(inflammation of joints usually
accompanied by pain, swelling
and/or stiffness)

blood in the urine, abnormal frequent
urination, kidney stones, abnormal urine
tests (increased level of proteins in
urine), a reduction in the ability of the
kidneys to function properly

fatigue, localised swelling due to the

.

retention of fluids in the tissues (oedema)

changes in blood chemistry or amount of
blood cells (abnormal blood test results)

Rare side effects (more than 1 in 10,000

patients but less than 1 in 1,000 patients) are:

* weakness

* nervousness

» feeling thirsty

« feeling your heartbeat

If any of the side effects get serious, or
if you notice any side effects not listed
in this leaflet, please tell your doctor or
pharmacist.

OW TO STORE ADENURIC

* Keep out of the reach and sight of
children.

« Do not use after the expiry date which
is stated on the carton and the tablet
blister foil after ‘EXP.’ The expiry date
refers to the last day of that month.

* This medicinal product does not require
any special storage conditions.

Medicines should not be disposed of via
wastewater or household waste, Ask your
pharmacist how to dispose of medicines no
longer required. These measures will help
to protect the environment,

6. FURTHER INFORMATION

What ADENURIC contains
The active substance is febuxostat.

Each tabiet contains 80 mg or 120 mg of
febuxostat.

The other ingredients are:

Tablet core: lactose monohydrate,
microcrystalline cellulose, magnesium

containing any of the following substances
ac thaw mau intaract with ADENURI

What ADENURIC looks like and conten
of the pack

ADENURIC film-coated tablets are pale
yellow to yellow in colour and capsule
shaped.

The 80 mg film-coated tablets are mark:
on one side with ‘80". The 120 mg film-
coated tablets are marked on one side \

ADENURIC is supplied in

1 blisters of 14 tablets (14 tablet pack),
2 blisters of 14 tablets (28 tablet pack),
3 blisters of 14 tablets (42 tablet pack),
4 blisters of 14 tablets (56 tablet pack),
6 blisters of 14 tablets (84 tablet pack) ¢
7 blisters of 14 tablets (98 tablet pack).
Not all pack sizes may be marketed.

Marketing Authorisation Holder and
Manufacturer

Marketing Authorisation Holder

Menarini International Operations
Luxembourg S.A.

1, Avenue de la Gare, L-1611 Luxembo
Luxembourg

Manufacturer

Patheon France

40 boulevard de Champaret
38300 Bourgoin Jallieu
France

This leaflet was last approved in 08/201

Detailed information on this medicine is

i on the P ici
Agency (EMEA) website http://www.em:
europa.eu/
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0.5 mg soft capsules
dutasteride

Read all of this leaflet carefully before
you start using this medicine.

* Keep this leaflet. You may need to
read it again.

If you have any further questions, ask
your doctor or pharmacist.

This medicine has been prescribed for
you. Do not pass it on to others. It
may harm them, even if their
symptoms are the same as yours.

If any of the side effects gets serious,
or if you notice any side effects not
listed in this leaflet, please tell your
doctor or pharmacist.

.

In this leaflet:

1 What Avodart is and what it’s used
for

2 Before you take Avodart

3 How to take Avodart

4 Possible side effects

5 How to store Avodart

6 Further information

3 How to take Avodart

1 What Avodart is and what it's
used for

Avodart is used to treat men with an
enlarged prostate (benign prostatic
hyperplasia) - a non-cancerous growth
of the prostate gland, caused by
producing too much of a hormone
called dihydrotestosterone.

The active ingredient is dutasteride. It
belongs to a group of medicines called
S-alpha reductase inhibitors.

As the prostate grows, it can lead to
urinary problems, such as difficulty in
passing urine and a need to go to the
toilet frequently. It can also cause the
flow of the urine to be slower and less
forceful. If left untreated, there is a risk
that your urine flow will be completely
blocked (acute urinary retention). This
requires immediate medical treatment.
In some situations surgery is necessary
to remove or reduce the size of the
prostate gland. Avodart lowers the
production of dihydrotestosterone,
which helps to shrink the prostate and
relieve the symptoms. This will reduce
the risk of acute urinary retention and
the need for surgery.

Avodart may also be used with another
medicine called tamsulosin (used to
treat the symptoms of an enlarged
prostate).

Appendix

2 Before you ta
Avodart

Do not take Avodart

« if you're allergic (hypersensitive) to
dutasteride or to any of the other
ingredients of Avodart

« if you're allergic to other 5-alpha
reductase inhibitors

« if you have a severe liver disease.

- Tell your doctor if you think any of
these apply to you.

This medicine is for men only. It must

not be taken by women, children or

adolescents.

Take special care with Avodart

* Make sure your doctor knows about

liver problems, If you have had any

illness affecting your liver, you ma
need some additional check-ups while
you are taking Avodart.

Women, children and adolescents

must not handle leaking Avodart

capsules, because the active
ingredient can be absorbed through
the skin. Wash the affected area
immediately with soap and water if
there is any contact with the skin,

* Use a condom during sexual
intercourse. Dutasteride has been
found in the semen of men taking
Avodart. If your partner is or may be
pregnant, you must avoid exposing
her to your semen as dutasteride
may affect the normal development
of a male baby. Dutasteride has been
shown to decrease sperm count,
semen volume and sperm motility.
This could reduce your fertility.

4 Possible side effects

* Avodart can affect a blood test for
PSA (prostate-specific antigen), which
is sometimes used to detect prostate
cancer. Your doctor should be aware
of this effect and can still use the test
to detect prostate cancer. If you are
having a blood test for PSA, tell your
doctor that you are taking Avodart.

= Contact your doctor or pharmacist if
you have any questions about taking
Avodart.

Taking other medicines

Tell your doctor if you're taking, or

have recently taken, any other

medicines. This includes any medicines

you've bought without a prescription.

Some medicines can react with Avodart

and may make it more likely that you'll

have side-effects. These medicines

include:

 verapamil or diltiazem (for high

blood pressure)

ritonavir or indinavir (for HIV)

itraconazole or ketaconazole (for

fungal infections)

nefazodone (an antidepressant)

alpha-blockers (for enlarged prostate

or high blood pressure).

= Tell your doctor if you are taking any
of these medicines. Your dose of
Avodart may need to be reduced.

Food and drink with Avodart

Avodart can be taken with or without
food.

Pregnancy and breast-feeding
Women who are pregnant (or may
must not handle leaking capsules.
Dutasteride is absorbed through tk
skin and can affect the normal
development of a male baby. This i
particular risk in the first 16 weeks
pregnancy.
Use a condom during sexual
intercourse. Dutasteride has been
found in the semen of men taking
Avodart. If your partner is or may t
pregnant, you must avoid exposing
to your semen.
Avodart has been shown to reduce
sperm count, semen volume and sp
movement. Therefore male fertility
may be reduced.
=> Contact your doctor for advice if
pregnant woman has come into
contact with dutasteride.

Driving and using machines
Avodart is unlikely to affect your al
to drive or operate machinery.

Always take Avodart exactly as your
doctor has told you to. Check with
your doctor or pharmacist if you are
not sure.

How much to take

The usual dose is one capsule

(0.5 mg) taken once a day. Swallow
the capsules whole with water. Do
not chew or break open the
capsule. Contact with the contents
of the capsules may make your
mouth or throat sore.

Avodart is a long term treatment.
Some men notice an early
improvement in their symptoms.
However, others may need to take
Avodart for 6 months or more
before it begins to have an effect.
Keep taking Avodart for as long as
your doctor tells you.

If you take too much Avodart
Contact your doctor or pharmacist
for advice if you take too many
Avodart capsules.

If you forget to take Avodart
Don't take extra capsules to make up
for a missed dose. Just take your next
dose at the usual time.

Don’t stop Avodart without advice
Don’t stop taking Avodart without
talking to your doctor first. It may
take up to 6 months or more for you
to notice an effect.

If you have any further questions on
the use of this product, ask your
doctor or pharmacist.

Like all medicines, Avodart can cause
side effects, although not everybody
gets them.

Very rare allergic reaction

The signs of allergic reactions can

include:

« skin rash (which can be itchy)

« hives (like a nettle rash)

« swelling of the eyelids, face, lips,
arms or legs.

- Contact your doctor immediately if
you get any of these symptoms,
and stop using Avodart.

Common side effects

These may affect up to 1 in 10 men

taking Avodart:

impotence (not able to achieve or

maintain an erection)

decreased sex drive (libido)

difficulty with ejaculation

breast enlargement or tenderness

(gynecomastia)

dizziness when taken with

tamsulosin.

= If any of the side effects gets
serious, or if you notice any side
effects not listed in this leaflet,
please tell your doctor or
pharmacist.

5 How to store Avo

Keep out of the reach and sight of
children.

Don't store Avodart above 30°C.
Don't use Avodart after the expiry
date which is stated on the carton or
the foil blister strip. The expiry date
refers to the last day of that month.
If you have any unwanted Avodgrt
capsules, don't dispose of them in
waste water or household rubbish.
Take them back to your pharmacist,
who will dispose of them in a way
that won't harm the environment.
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PACKAGE LEAFLET : INFORMATION FOR THE USER

Alendronic Acid
Once weekly 70 mg
Tablets

(Alendronic Acid)

Read all of this leaflet carefully before you start

taking this medicine.

« Keepthisleaflet. You may need to read it again.

« Ifyouhave any further questions, ask your doctor or
pharmacist.

« This medicine has been prescribed for you. Do not
pass it on to others. It may harm them, even if their
symptoms are the sameasyours.

« Ifanyofthe side effects gets serious, or if you notice
any side effects not listed in this Ieaﬂel please tell
your doctor or pharmacist.

Inthis leaflet: !

1. What Alendronic Acid Tablets is and what it is used
for

2. Before you take Alendronic Acid Tablets

3. How totake AlendronicAcid Tablets

4. Possible side effects

5. How to store Alendronic Acid Tablets

6. Furtherinformation

Alendronlc acid belongs to a group of non-hormonal

called bisphosp ic acid
prevents the loss of bone that occurs m women after
they have been through the menopause, and helps to
rebuild bone. Alendronic acid reduces the risk of spine
and hip fractures.

Whatis Alendronic Acid Tablets used for?

Your doctor has prescribed alendronic acid tablets
because you have a disease called osteoporosis.
Osteoporosis is a thinning and weakening of the
bones. Itis common in women after the At

How can is be

o, tod?

Osteoporosis can be treated and it i is never too late to begin
treatment. Alendronic acid Tablet not only prevents the loss of
bone but actually helps to rebuild bone you may have lostand
reduces the risk of bones breaking in the spine and hip.

As well as your treatment with Alendronic acid Tablet, your
doctor may suggest you make changes to your lifestyle to
help your condition, such as:

to increase the

rate at which you lose bone and,
therefore, may increase your risk of
fracture.

Exercise: Like muscles, bones need exercise
to stay strong and healthy. Consult
your doctor before you begin any
exercise programme.

Eating a balanced diet: Your doctor can advise you about

your dietor whether you should take
any dietary supplements.

Do nottake Alendronic Acid Tablets

If you have certain disorders of the oesophagus
(sometimes called the gullet and is the tube that connects
your mouth with your stomach)

If you are unable to stand or sit upright for at least 30
minutes

If you are allergic (hypersensitive) to alendronic acid or
any of the other ingredients of alendronic acid

Ifyour doctor has told you that you have low blood calcium

If you think any of these apply to you, do not take the tablets.
Talk to your doctor firstand follow his advice.

Take special care with Alendronic Acid Tablets
Itis important to tell your doctor before taking Alendronic Acid
Tablets

Ifyou suffer from kidney problems
Ifyouhaveanyallergies |

If you have any swallowing or digestive problems
If you have low blood calcium

Ifyou have gumdisease |

Ifyou have a planned dental extraction

S SO R E Pt SR e e L e S

Do not chew the tablet or allow it to dissolve in your
mouth.

Adental 1 should be col before you start
treatment with Alendronic Acid Tablets if you have any of the
conditions below.

¢ Youh T {

connects your mouth with yourstomach) which can cause
chest pain,

e bone, muscleand/onomtpam

3)Donotliedown stay fully upright (sitting, standln or « abdominal pain; y
walking) for at least 30 rr)llinutes after g . > feeling ml(he stomach or belching after
tablet. Do not lie down until after your first food of the eating; [
day. o constipation;
4) Do not take alendronic acid bedtime or before  ° fullor bioated feeling in the stomach;
getting up for the day. . g‘laa‘::;zeoz..

I i i i . ¢
5) If you develop difficulty or pain upon swallowing, i fadacke

chest pain, or new or worsening heartburn, stop taking

alendronic acid and contact your doctor.

6) After swallowing your alendronic acid tablet, wait at

least 30 minutes before taking your first food, drink, or

other medicine of the day, including antacids, calcium
apd itamins. A i id is effective

only if taken when your stomach is empty.

If you take more Alendronic Acid Tablets than you
should
If you take too many tablets by mistake, drink a full
glass of milk and contact your doctor immediately. Do
not make yourself vomit, and do not lie down.

Ifyou forget to take Alendronic Acid Tablets

If you miss a dose, just take one Alendronic Acid
Tablets 70 mg on the morning after you remember. Do
not take two tablets on the same day. Return taking
one tablet once a week, as originally scheduled on
your chosen day. ]
Ifyou stop taking Alendronic Acid Tablets

Itis important that you continue taking Alendronic Acid
Tablets for as long as your doctor prescribes the
medicine. Alendronic Acid Tablets can treat your
osteoporosis only if you continue to take the tablets.

If you have any further questions on the use of this
product, ask your doctor or pharmacist.

Like all medicines, alendronic acid tablets can cause
side effects, although not everybody gets them.

Most patients do not have side effects from taking
these tablets; however, as with any medicine, they may
have unintended or undesirable effects.

The following terms are used to describe how often
side effects have been reported.

Uncommon side effects (less than 1 out of 100 but equal
ormore than 1 out of 1,000 patients):

nausea;

vomiting

irritation or inflammation of the gullet (oesophagbs the
tube that connects your mouth with your stomach) or
stomach

black or tar-like stools

rash;

itching;

redness of the skin

Rare side effects (less than 1 out of 1000 but equal or
more than 1 out of 10,000 patients):

allergic reactions such as hives; swelling of the face, lips,
tongue and/or throat, possibly causing difficulty breathing
orswallowing

symptoms of low blood calcium levels including muscle
cramps or spasms and/or tingling sensation in the fingers
oraround the mouth

stomach or peptic ulcers (sometimes severe or with
bleeding)

narrowing of the gullet (oesophagus
connects your mouth with your stomach)

the tube that

jaw problems associated with delayed healing and

infection, often following tooth extraction

blurred vision, pain or redness in the eye

rash made worse by sunlight

severe bone, muscle and/or joint pain

mouth ulcers when the }ahleﬁs have been chewed or
sucked

transient flu-like symptolhs such as aching muscles,
generally feeling unwell and sometimes with fever usually
atthe start of treatment

Very rare side effects (less than 1 out of 10,000 patients):

severe skinreactions

During post-marketing experience the following side effects

Appendix

Taking other medicines

Please tell your doctor or pharmacist if you are taking
or have recently taken any other medicines, including
medicines obtained without a prescription.

It is likely that calcium supplements, antacids, and =

some oral medicines will interfere with the absorption
of Alendronic acid Tablets if taken at the same time.
Therefore, it is important that you follow the advice
given under the heading HOW TO TAKE
ALENDRONICACID TABLETS.

Taking Alendronic Acid Tablets with food and drink
Itis likely that food and beverages (including mineral
water) will make Alendronic acid Tablets less effective
if taken at the same time. Therefore, it is important that
you follow the advice given in heading HOW TO TAKE
ALENDRONIC ACIDTABLETS.

Children and adolescents
Alendronic acid Tablets should not be given to children
and adolescents.

P and breast i
You should not take alendronic acid tablets if you are or
think you may be pregnant, or if you are breast-
feeding.

Ask your doctor or pharmacist for advice before taking
any medicine.

Driving and using machines
Alendronic acid tablets should not affect your ability to
drive or use machines.

Important Informallon about some of the
Acid Tablets

Alendronic Acid Tablets contains 0.272 g of lactose.
When taken according to the dosage
r ions each dose ies up t0 0.272 g of
lactose. If you have been told by your doctor that you
have intolerance to some sugars, contact your doctor
before taking this medicinal product. Patients with rare
hereditary p of gal ir the Lapp
lactase deficiency or glucose-galactose malabsorption
should not take this medicinal product.

Take one Alend ronic Acld Tabletonce a week.
Follow these instructions carefully to make sure you

will benefit from alendronic acid.

« Keepoutofreachand snght of children.

« This medicinal product does not require any specia
storage conditions

« Do not take the tablets after the 'EXP', which is

clearly marked on the carton, and blister. The expiry

date refers to the last day of that month.

Medicine should not be disposed of via wastewate

or household waste. Ask your pharmacist how tc

dispose of medicines no longer required. These

measures will help to protect the environment.

What Alendronic Acid Tablets contains
The active substance is alendronic acid (as sodium
alendronale)1

Each tablet contains 70mg alendronic acid (as
alendronate iodium )

The other ingredients are lactose anhydrous, cellulose
mlcrocryslalllne (E460), croscarmellose sodium anc
magnesium stearate.

What Alendronic Acid Tablets looks like anc
content of th? pack:

AlendronicAcid 70 mg Tablets are available as white tc
off-white, oval, biconvex tablet debossed with 'AHI" or
one side and plain on other side.

Alendronic Acid 70 mg Tablets are available in OPA-Al
PVCIAl blister packs containing 4 or 12 tablets.

Not all pack sizes may be marketed.

Marketing Authorisation Holder and Manufacturer:
Accord Healthcare Limited

Sage House, 319 Pinner Road,

North Harrow, Middlesex

HA14HF,

UK

The leafletwas last approvedin 11/2009
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AMLODIPINE 5 mg AND 10 mg TABLETS

Read all of this leaflet carefully before you start
taking this medicine.

* Keep this leaflet. You may need to read it
again.

If you have any further questions, ask your
doctor or pharmacist.

This medicine has been prescribed for you. Do
not pass it on to others. It may harm them,
even if their symptoms are the same as yours.
If any of the side effects get serious, or if you
notice any side effects not listed in this leaflet,
please tell your doctor or pharmacist.

1.What Amlodipine is and what it is used for
2. Before you take Amlodipine

3. How to take Amlodipine

4. Possible side effects

5. How to store Amlodipine

6. Further information

o WHAT AMLODIPINE IS AND WHAT IT IS
USED FOR

= Amlodipine belongs to a group of drugs called
calcium-channel blockers. It relieves heart
problems by widening blood vessels to allow
more blood to flow through. This helps to
reduce blood pressure and relieve the strain
on the heart muscle.

Amlodipine is used in the treatment of high
blood pressure and angina, including the rare
form, Prinzmetal's angina. Amlodipine does
not provide immediate relief of chest pain
from angina.

e BEFORE YOU TAKE AMLODIPINE

Do NOT take Amlodipine:

if you are atfergic thypersensitive) to i)
Amlodipine besilate or any of the other
ingredients of this medicine

if you have severe low blood pressure

if you are sensitive to any other calcium
channel blockers e.g. nifedipine, felodipine

if you are pregnant, trying to become
pregnant, or breast-feeding .

if you suffer from ble angina

o

Children

Safety and effectiveness have been studied in
6-17 year old boys and in girls. Amlodipine has
not been studied in children under the age of 6
years. For more information, talk to your doctor.
Taking other medicines

Please tell your doctor or pharmacist if you are
taking or have recently taken any other

without a prescription.

Taking Amlodipine with food and drink
Amlodipine Tablets are for oral use and should
be swallowed with a drink of water.

Pregnancy and breast-feeding
Do not take A ipine if you are p

“ PUSSIBLE SIDE EFFECTS

Like all medicines, Amlodipine can cause side
effects, although not everybody gets them.

If you experience the following, stop taking

Amlodipine and tell your doctor immediately

or go to the casualty department at your

nearest hospital:

* Difficulty breathing and swelling of the lips,
face and neck.

This is a very serious but very rare side effect,

which affects fewer than one person in 10,000.

You may need urgent medical attention or

hospitalisation.

trying to become pregnant, or breast-feeding.
Ask your doctor or pharmacist for advice before
taking any medicine.
Driving and using machines

ipine may cause dizzi
fatigue and feeling sick. If you are affected,
DO NOT drive or operate machinery.

9 HOW TO TAKE AMLODIPINE

Always take Amlodipine exactly as your doctor
has told you.You should check with your doctor
or pharmacist if you are not sure.The usual
dosage instructions are given below:

Aduits (including the elderly)

The starting dose is one 5 mg tablet, once a
day. This may be increased to a maximum of
10 mg (two 5 mg tablets or one 10 mg tablet)
once a day.

Children

For children (6-17 years old), the recommended
usual starting dose is 2.5 mg a day.The
maximum recommended dose is 5 mg a day.
Amlodipine 2.5 mg is not currently available
and the 2.5 mg dose cannot be obtained with
amlodopine 5 mg as these tablets are not
manufactured to break into two equal halves.

If you take more Amlodipine than you should
If you (or someone else) swallow a lot of the

tablets all together, or if you think a child has
swallowed any of the tablets, contact your

Prinzmetal’s angina) or aortic stenosis (a
narrowing of the main artery leading from the
heart)

if you have suffered a collapse of your blood
circulation system (cardiogenic shock).

Take special care with Amlodipine

Tell your doctor before you start to take this

medicine if you:

* have problems with your liver

* have had a heart attack within the last month

 suffer from heart failures

* have a hypertensive crisis (very high blood
pressure}

* have kidney failure.

.

nearest hospital casualty department or your
doctor i i An is likely to
cause redness of the skin and low blood
pressure (dizziness and fainting). Please take
this leaflet, any remaining tablets and the
container with you to the hospital or doctor so
that they know which tablets were consumed.

If you forget to take Amlodipine

If you forget to take a tablet, take one as soon
as your remember, unless it is nearly time to
take the next one. Do not take a double dose to
make up for a forgotten tablet. Take your next
dose at the usual time.

The side effects have been reported
at the approximate frequencies shown:
Common (affecting fewer than one person in
10 but more than one person in 100):

* Headache

* Water causing

Appendix

¢ Gastritis (inflammation of the stomach
lining) causing abdominal pain.

* Low levels of white blood cells (increased
risk of infection)

* Severe skin reaction.

If any of the side effects get serious, or if you
notice any side effects not listed in this leaflet,
please tell your doctor or pharmacist.

HOWTO STORE AMLODIPINE

Keep out of the reach and sight of children. Do
not store above 25°C. Store in the original
packaging. Keep the blister in the outer carton.
Do not use Amlodipine after the expiry date
that is stated on the outer packaging. The
expiry date refers to the last day of that month.
Do not take these tablets if there are any signs
of discolouration or deterioration of the
tablets.

* Sleepiness, tiredness

* Abdominal pain, nausea
* Flushing

Dizziness

Palpitations.

Uncommon (affecting fewer than one person
in 100 but more than one person in 1,000):

* Shortness of breath, fainting

* Indigestion, vomiting, dry mouth, altered
bowel habit

Difficulty sleeping, mood changes
Impotence, breast enlargement in men
Problems with urination including an
increased need to urinate

Changes to taste perception

Low blood pressure

Blocked or runny nose, sneezing

Back, muscle or joint pain

Rash, skin di ion, i
itching
Visual disturbances

Ringing in the ears

Loss of sensation, muscle cramps

Shaking, generally feeling unwell, feeling of
weakness

* Hair loss

* Weight increase or decrease

* Chest pain.

Very rare (affecting fewer than one person in
10,000):

¢ Unusual bleeding or lai

DAY

should not be disposed of via
wastewater or household waste. Ask your
pharmacist how to dispose of medicines no
longer required. These measures will help to
protect the environment.

FURTHER INFORMATION

What Amlodipine contains:

* The active ingredient is amlodipine (as
besilate).

The other ing are microcry
cellulose, calcium hydrogen phosphate,
sodium starch glycolate and magnesium
stearate.

What Amlodipine looks like and contents of
the pack:

* Amlodipine 5 mgTablets are white, round,
slightly arched tablets debossed AB 5 on one
side, plain on the other side and are
available in pack sizes of 15, 20, 28, 30, 50,
56, 84, 90, 98, 100, 112 and 300 tablets.
Amlodipine 10 mgTablets are white, round,
slightly arched tablets, debossed AB 10 and
breakline on one side, plain on the other side
and are available in pack sizes of 14, 15, 20,
28, 30, 50, 56, 84, 90, 98, 100 and 112 tablets.

Not all pack sizes may be marketed.

Marketing Authorisation Holder and

Manufacturer

Marketing Authorisation holder and company
ible fo £

ed g
High level of blood sugar

Inflammation of the blood vessels

Coughing

Enlarged gums

Numbness or tingling in the hands and feet
Abnormal liver function test results

Hepatitis

Jaundice (yellowing of the skin and whites of
the eves)

r e:TEVA UK Limited,
Eastbourne, BN22 9AG.

This leaflet was last revised: September 2010
PL 00289/0487-88
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7

Information for the user

PILIT3

Aspirin 75 mg Enteric Coated Tablets

ze'ad all of this leaflet carefully because it contains important information

you
This medicine is avallable without prescription
to treat minor conations. However, you sl
need to take it carefully to get the best results
from t.

‘Keepmislema,ywmayneedtoreadil

agan
 Ask your pharmacst if you need more
information or advice

What this medicine is for

This medicine belongs to a group of medicines
called antiplatelet agents that help prevent
blood cells sticking together.

It can be used to help prevent further heart
atlacks and strokes in patients who have had
a history of these conditions. It can also be
used after by-pass surgery. —— —
It shouid not be used for pain relief,

Before you take this medicine
This medicine can be taken by aduts aged 16
years and over. However, some people should
not take this medicine or should seek the
advice of their pharmacist or doctor first:

If you are taking this medicine for the first time,
takk to your doctor to make sure t is suitable
for you.

(Do not take:

f you are under 16 years old, uness
your doctor tells you to

f you are allergic to any of the ingredients
If you have ever had a bad reaction to
aspirin or any other non-steroidal
anti-inflammatory medicines (you have ever
had asthma, swefing of the lips or face, itchy
skin or runny nose after taking them)

if you have a stomach ulcer, or have had
one

1If you have a blood clotting disorder
(e.. haemaphilie) or are taking medicines
to thin your blood
f you have gout
1l you are pregnant or breastfeeding

! Talk to your pharmacist or doctor:

+ fyou have asthma o other allergi disease

* if you have kidney or fiver problems

+If you have high blood pressure (your doctor
may want to monitor you more closely)

o+ fyou are Gehydrated

+1f you have diabetes

*fyou have a condition called
glucose-B-phosphate dehydrogenase deficency

« ff you are elderly (your doctor may want to
monitor you more closely)

Other important information

I you have surgery or any biood tests, tell your
doctor or hospital staff that you are teking this
medicne.

There is a passible association between aspirin
and Reye's syndrome when given to children.

Reye's syndrome is a very rare disease, which
can be fatal. For this reason aspirin should not
be given to children under the age of 16 years
unless on the advice of a doctor,

If you drink alcohol (wine, beer, spits) when
you are taking these tablets, it may make your
stomach more senstive o aspirin.

If you take other medicines
Before you take these tablets, make sure that
you tell your phamacist about ANY other
medicines you might be using at the same
time, particularly the following:

»Warfarin or other blood thinners

*Medicines for depression

*Methotrexate {for cancer, skin problems,
theumatic problems, Crohn's disease)

»Mitepristone (for termination of pregnancy] - do
ot take this medicine for 8 to 12 days after
taking mifepristone

*Qther non-steroidel anti-inflammatory medicines,
including aspirin and ibuprofen (to relieve pain,
reduce swollen joints, muscies and ligaments)

*Corticosteroids (used for many conditions such
as pain, sweling, alergy, asthma, theumatism
and skin problems)

» Phenytoin and sodium valproate ffor epiepsy)

* Tabets for diabetes (e.g. gibenclamide) or
insuiin

* ACE inhibitors (for high blood pressure)
 Water tablets (diuretics e.g. spironolactone
and acetazolamide)
* Metoclopramide (for feeling sick or being sick)
* Probenecid and sulfinpyrazone (for gout)
* Sulphonamide antibiotics (e.g. co-trimoxazole)
* Zafirlukast (for asthma)
* Antacids (for indigestion) or adsorbents
(e.g. kaolin for diarrhoea)

If you are unsure about interactions with any
other medicines, talk to your pharmacist. This
includes medicines prescribed by your doctor
and medicine you have bought for yourself,
including herbal and homeopathic remedies.

(How to take this medicine
Check the foil is not broken before use.
Ifitis, do not take that tablet.

Age

How often
to take

How many
to take

Adults of
16 years
and over

Once a day

In some cases your doctor may advise you
to take more tablets. In this case follow your
doctor's instructions.

Swallow the tablet whole with water. Do not
cut, chew or crush the tablet.

Do not give to children under 16 years,
unless your doctor tells you to.

Do not take more than the amount
recommended above.

!If you take too many tablets: Talk to a
doctor straight away.

Possible side effects
Most people will not have problems, but
some may get some.

!'if you get any of these serious side
effects, stop taking the tablets.
See a doctor at once: - =

» You are sick and it contains blood or dark
particles that look like coffee grounds

» Pass blood in your stools or pass black
tarry stools

» Difficulty in'breathing, asthma, swelling of the
face, neck, tongue or throat, runny nose
(severe allergic reactions)

» Unusual bleeding which may cause blood in
the urine, coughing up blood or a stroke due
to bleeding in the brain
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These other effects are less serious.
If they bother you talk to a pharmacist:

* Other allergic reactions such as itchy skin or
skin rash

* Feeling sick, being sick, heartburn, stomach
irritation or pain

* Ringing in the ears

* Pain in your lower abdomen or back,
difficulty in passing urine - this maybe a sign
of kidney stones

* Nose bleeds (if a nose bleed is severe or
lasts for a long time, talk to a doctor straight
away)

* Feeling very tired or severely exhausted

» Unusual bruising or infections such as sore
throats - this may be a sign of very rare
changes in the blood
If any side effect becomes severe, or
you notice any side effect not listed here,
please tell your pharmacist or doctor.

How to store this medicine
Do not store above 25°C.

Store in the original package.

Keep this medicine in a safe place out of the
sight and reach of children, preferably in a
locked cupboard.

Use by the date on the end flap of
the carton.

What is in this medicine

Each gastro-resistant tablet contains

Aspirin 75 mg, which is the active ingredient.
As well as the active ingredient, the tablets
also contain potato starch, calcium
hydrogen phosphate dihydrate (E341),
microcrystalline cellulose (E460), talc
(E553D), methacrylic acid-ethylacrylate —
copolymer (containing sodium laurilsulfate,
polysorbate 80), macrogol, simeticone.

The pack contains 56 white, circular tablets,
plain on both sides. .

Who makes this medicine
Manufactured for The Boots Company PLC
Nottingham NG2 3AA by the Marketing
Authorisation holder Bristol Laboratories Ltd
Unit 3 Canalside Northbridge Road
Berkhamsted HP4 1EG.

Leaflet prepared May 2009

If you would like any further information
about this medicine, please contact

The Boots Company PLC Nottingham

NG2 3AA
PIL173
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ASPIRIN 75 mg
GASTRO-RESISTANT TABLETS

ENT INFORMA

ION LEAFLET:

WHAT ASPIRIN 75 mg
GASTRO-RESISTANT TABLETS ARE AND
WHAT THEY ARE USED FOR

Your medicine is called Aspirin 75 mg
Gastro-resistant Tablets (called Aspirin Tablets
throughout the rest of this leaflet).

What this medicine does

Aspirin Tablets are used to reduce the likelihood
of further heart attacks or strokes in patients with
a previous history of these conditions, when
taken regularly. They can also be taken following
bypass surgery. Due to the slow release of Aspirin,
this product is not useful for relieving acute pain.

Make sure your doctor knows if you are taking a
medicine listed here:
* Alcohol: some of the effects of aspirin are
enhanced.
Mifepri (used to i ).
You should not take aspirin until elght to twelve
days after mifepristone. If taken with aspirin
this medicine may not be as effective.
Non-steroidal anti-inflammatory (NSAIDs) e.g.
ibuprofen or diclofenac sodium (used for pain
relief and to treat inflammation) or
Corticosteroids e.g. prednisolone and
betamethasone (used to treat allergy or
inflammation): if taken with aspirin you may
have more severe side effects e.g. increased
risk of bleeding or ulcers in the stomach. If you
ddenly stop taking corti ids you may
develop aspirin poisoning.
* Metoclopramide (used to treat nausea and
vomiting): it may increase the effect of aspirin.
* Adsorbents e.g. kaolin (for diarrhoea) and
Antaclds e.g. aluminium hydroxide and
b (used to treat mdlgestmn)

Aspirin belongs to a group of called
non-steroidal anti-inflammatory drugs (NSAIDs).
Aspirin thins the blood which helps to reduce the
likelihood of having a heart attack.

These tablets have been specially coated (enteric
coating) to help minimise stomach upset and
feeling sick (sometimes experienced as side
effects of these tablets - see Section 4 Possible

ide effects).

9 BEFORE YOU TAKE ASPIRIN TABLETS

There is a possible association between aspirin
and Reye’s Syndrome when given to children.
Reye’s syndrome is a very rare disease, which
can be fatal. For this reason aspirin should not be
given to children aged under 16 years, unless on
the advice of a doctor.

Do not take Aspirin Tablets if you:

are allergic (hypersensitive) to aspirin or other
non-steroidal anti-inflammatory drugs (NSAIDs)
e.g. ibuprofen, or any of the other ingredients
of Aspirin Tablets (see Section 6 What Aspirin
Tablets contain). Symptoms may include rhinitis
(runny nose), swollen face, mouth or tongue,
itchy rash or asthma attack;

have or have had a stomach ulcer;

have a condition where your blood does not
clot properly (e.g. haemophilia);

are taking medicines to thin your blood such as
warfarin;

have or have had gout;

are in the last 3 months of pregnancy or are
breast-feeding.

Talk to your doctor or pharmacist if any of the

following apply to you:
* if you have asthma, or sufferfrom aHergles
* if you have nasal polyps (i g

these medicines may reduce the effect of aspirin.
* Medicines known to affect the clotting of your
blood: if you take one of these medicines below

e HOW TO TAKE ASPIRIN TABLETS
For oral use,

Consult a doctor before commencing therapy for
the first time.

Follow the instructions on the label about how to
take your medicine.

Chack with your docter or pharmacist if you are
not sure.

Adults {including the elderly and children over
16 years)

The usual dose for long-term use is one or two
tablets once daily.

The tablets should be swallowed whole with
water. Do not chew, crush or break the tablets. In
some circumstances your doctor may advise a
higher dose of up to four tablets daily.

Take the tablets with or immediately after food to
reduce the risk of getting stomach and bowel
irritation,

Do not exceed the stated doss.

with aspirin you may increase the likelihood of
bleeding.
* Coumarins e.g. warfarin, ph

If symp persiet for more than three days,
consult your doctor.

streptokinase or heparins (blood thinning
medicines).
* Clopidogrel and ticlopidine (used to prevent
strokes and heart attacks).
 Calcium channel blockers such as verapamil,
used to treat hlgh blood pressure
* ACE
Antagonists e. g captopnl enalapril maleate,
valsartan, losartan (used to lower high blood
pressure): taken with aspirin these medicines
may not be as effective and you may suffer
from kidney problems.

Cl and Adol

Aspirin should not be given to children aged
under 16 years of age unless on the advice of a
doctor.

If you take more Aspirin Tablets than you should
If you take more Aspirin Tablets than your doctor
has plescnbed contact your nearest hospital

or doctor i dii Take
the medncmo or this leaflet with you to show the
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6 HOW TO STORE ASPIRIN TABLETS

Keep out of the reach and sight of children.

Do not use after the expiry date stated on the
label, Do not store above 25°C, Store in the original
container in order to protect from moisture.

Do not use if you notice that the pack is damaged.
Return it to your pharmacist.

Medicines should not be disposed of via
wastewatar or housahold wasta. Ask your

how to di no
longer requirad, Thase measures will help to
protect the anvironment.
FURTHER INFORMATION
What Aspirin Tablets contain

The active substanca is aspirin. Each gastro-
resistant tablet contains 75 mg of aspirin.

The other ingradients are potato starch, calcium
hydrogen phosphate, microcrystalline callulose,
talc, ylic acid I (also i
sodium lauryl sulphate and polysorbate),
macrogol and simethicone.

What Aspirin Tablets look like and contents of
the pack

Aspirin Gastro-resistant Tablets are white, circular
teblets, which are plam on both sides, Each pack
of Aspirin Gast Tablets ins 28,

32, 56 or B4 wblets,

Packs of 32, 56 or 84 tablets are only available
from your pharmacist. Not all pack sizes are
marketed,

Marketing Authorisation Holder
Wockhardt UK Ltd, Ash Road North, Wrexham,
LL13 SUF, UK

Antidepressants (used to treat d| .g.
Selective Serotonin Re-uptake Inhibitors (SSRIs)
(such as venlafaxine): if taken wnh asplnn you

doctor, Symptoms of an overdose include Manufacturer

vommng, dehydratuon. tinnitus, vertigo, CP Pharmacauticals Ltd, Ash Road North,
he, nausea, d heart  Wrexham, LL13 9UF, UK

failure, q failure, di

warm extromities with racing pulse, increased Other formats

ing rate and hyperventilation.

may increase the likelihood of b

Medicines to control epilepsy e.g. phenytoin
and valproate: aspirin may increase the effect
of these medicines. If you take sodium
valproate with aspirin you may increase the
likelihood of bleeding.

Zafirlukast (used to prevent or treat asthma).
* Spironolactone (diuretic) water tablets,
Probenicid or Sulfinpyrazone (used to treat
gout) and diuretics used to treat high blood
pressure: if taken with aspirin these medicines
may not be as effective. Phenylbutazone may
reduce the effect of aspirin.

Methotrexate (used in the treatment of
rheumatoid arthritis, Crohn’s disease and
cancer) or Carbonic anhydrase inhibitors e.g.
acetazolamide (used in the treatment of
glaucoma, epilepsy and excess water

ion): if taken with aspirin the side effects

inside the nose)

if you suffer from indigestion (dyspepsia)

if you have an infection

if you have problems with your heart, kidneys
or liver;

if you are dehydrated;

if you have high blood pressure;

if you have a lack of glucose 6-phosphate
dehydrogenase (G6PD);

if you are elderly

if you are diabetic.

The product belongs to a group of medicines
which may |mpa:r lhe femlny in women Th|s
effectis

You should let your doctor know you are taking
aspirin tablets, particularly if you are going to
have an operation, as you may need to stop taking
your tablets several days before the operation.
Your blood, kidney and liver should be monitored
during prolonged use of aspirin as blood, kidney
and liver disorders may develop.

Using other medicines

Before using aspmn you should inform a
healthcare p i about the medici

you

of these medicines may become more severe.

If you forget to take Aspirin Tablets

« If you forget to take a dose, do not worry. Take
the next dose when it is due.

+ Do not take double the amount to make up for a
fergotten dose.

If you have any further questions on the use of

this product, ask your doctor or ph

To listen to or request a copy of this leaflet in
Braille, large print or audio please call, free of
charge: 0BDD 198 5000 {UK Only}

Ploase bo ready to give the following information:

Product Neme Relerence Number
Asprin 78mg Gastro-
Resistant Tablets 298310014

POSSIBLE SIDE EFFECTS

Like all medicines, Aspirin Tablets can cause side

effects, although not everybody gets them.

If you experience the following side effacts while

taking your medicine, you should stop taking

your tablets and tell your doctor straight away:

« allergic reaction (hypersensitivity) which may
include lumpy skin or hives, skin rash, swelling
of eyelids, face, lips, mouth or tongue, or
sudden wheeziness, or induca or worsen

which can cause

¢ Thiopental (used as an
* Gold p (used to treat rh id asthma attacks;

arthritis). * you suffer from severe or persistent indigestion,
« Insulin and other drugs used to treat diabetes. stomach upset or pain, you may develop ulcers
. ides, such as sulph or bleeding from the

used to treat infections. savere stomach pain, bloody or black tarry
* Vitamin C. st00ls or vomiting blood,

Cilostazol (for leg pain that occurs when
walking due to poor circulation): the dose of
aspirin should not be greater than 80 mg a day.

Aspirin may affect the results of thyroid function
tests.

Tell your doctor or pharmacist if you are taking or
have recently taken any other medicines, including
medicines obtained without a prescription.

Pregnancy and breast-feeding

If you are pregnant, thinking of becoming
pregnant, or breast-feeding, ask your doctor or
pharmacist for advice before taking Aspirin
Tablets.

Other possible side effects:

stomach upset and feoling sick;

an increased tendency to bleed;

anaemia and other blood disorders;

slight blood loss which may rasult in
iron-deficiency anaemia during long tarm use;

* diarrhoea;

blood in the urine;

Stevens-Johnson syndrome {faver, rash sore
mouth and eyes, joint and muscle aches);
severe skin problem with shedding of the upper
layer;

* mouth ulcers;

* you may succumb 1o infections more easily;
you mey bruise more easily.

Some pati have developed liver p
(particularly with high doses),

If any of the side effects get serious, or if you

This leaflet was last revised in November 2010
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ALLIANCE B PATIENT INFORMATION LEAFLET
Atarax® Tabletis

hydroxyzine hydrochloride

Read all of this leaflet carefully before you start taking this medicine
ep this leaflet. You may need to read it again.
= you have any further questions, ask your doctor or pharmacist.

- This medicine has been prescrlbed for you. Do not pass it on to others. It may harm them, even if their
symptoms are the same as yo

- If any of the side effects gets serlous or if you notice any side effects not listed in this leaflet please tell
your doctor or pharmacist.

The information in this leaflet has been divided into the following sections:

1. What Atarax is and what it is taken for

2. check before ynu take Atarax

3. How al ta

a. Posslble side effects

5. How to store Atarax

Further informa

1. What Atarax is and what it is taken for T

Atarax belongs to a group of medicines called antihistamines (used to treat allergic reactions). It is used in adults and children to reduc

itching caused by urticaria (nettle rash) and dermatitis (eczema).

Atarax is also used to treat anxiety in adults.

[2. Check before you take Atarax - — - n

Do not take Atarax

- if you are allergic (hypersensitive) to hydroxyzine hydrochloride or any of the ingredients of Atarax (see Section 6 Further informatio

= if you are trying to become pregnant or are in the early stages of pregnancy.

If any of the above applies to you, or if you are not sure, speak to your doctor or pharmacist before you take Atarax.

Take special care with Atarax

Before you take Atarax tell your doctor if:

= you have kidney di or are on di

= you have difficulty passing water e.g. due to an enlarged prostate.

Your doctor will reduce your dose by about half if you have kidney disease.

If the above applies to you, or if you are not sure, speak to your doctor or pharmacist before you take Atarax.

Taking other medicines

Tell your doctor or pharmacist if you are taking or have recently taken any of the following medicines as they may interfere with Atarax

Atarax may increase the effects of these medicines:

= barbiturates such as sodium amytal or phenobarbitol, used to treat sleeping disorders and epilepsy

= other CNS depressants, these include: sedatives, tranquillisers, anti-anxiety medicines (such as diazepam and temazepam) and

medicines that help you sleep (such as Zzolpidem. chlormethiazone and buspirone).

Please tell your doctor or pharmacist if you are taking or have recently taken/used any other medicines, including medicines obtained

without a prescription.

Taking with food and drink

You should not take alcohol with Atarax because the sedative effects of the alcohol may be increased.

Pr and br e

lgo ?ot take %tarenl( if you are pregnant, trying to become pregnant or breast-feeding. If you become pregnant whilst taking Atarax tell y«
octor imme

Ask your doctor or pharmacist for advice before taking any medicine.

Driving and using machines

Atarax may make you drowsy and make you feel less alert than usual for the first few days after you start taking it. If you are affected d

not drive or operate machinery until this effect has worn off.

Important formation about some of the ingredients of Atarax

Atarax contains lactose, if you have been told by your doctor that you have an intolerance to some sugars, contact your doctor before

taking this medicinal product

[ 3. How to take Atarax
Always take Atarax exactly as your doctor has told you to. You should check with your doctor or pharmacist if you are not sure.
The usual dose for each condition is given below:

For tr in and elderly

The starting dose is 25mg at night, your doctor may increase the dose up to 25mg three or four times daily.

For treating itching in children

The dose of Atarax depends on the age of the child:

Children aged 6 months to 6 years:

5mg to 15mg daily which your doctor may increase up to 50mg daily, taken throughout the day.

Children over 6 years:

15mg to 25mg daily which your doctor may increase up to 50mg -100mg daily, taken throughout the day.

For treating anxiely in adults

The dose is 50mg to 100mg four times a day.

For treating anxiety in children

Alarax is not suitable for treating anxiety in children.

For patients with kidney disease

Your doctor will reduce your dose by about half if yvou have kidney disease.

What to do if you take more Atarax than you should

You probably need not worry if you have taken an extra dose of Atarax by mistake, but if you., or someone else have taken a large overdo
you should tell your doctor or contact the nearest accident and emergency department immediately. Show any leftover medicines or the
empty packet to the docto

Atarax can cause considerable sedation that requires treatment. If any other medicines or substances have been taken at the same time &
Atarax tell the medical staff carrying out the treatment of the overdose.

If you forget to take Atarax

If you forget to take a dose, take it as soon as possible, unless it is almost time to take the next dose. Do not take a double dose. Then g
on as before.

If you have any further questions on the use of this product, ask your doctor or pharmacist.

[ 4. Possible side effects

Do not worry. Like all medlcmes Atarax can cause side effects, although not everyone gets them. Atarax can cause the follow ng side
effects in some people

- drowsiness during the first few days of treatment, this usually disappears as treatment continues

feeling giddy

weakness

headache

confusion

dryness of the mouth.

Rarely, you may suffer more serious side effects, tell your doctor immediately if you get any of the following:

- tremor (shakiness)

- convulsions (fits)

>, you have d ficulty passing water.

[ 5. How to store Atarax

Keep out of the reach and sight of children.
Do not take Atarax after the expiry date which is stated on the carton after EXP. The expiry date refers to the last day of that month.

Do not store above 25°C.

Medicines should not be disposed of via wastewater or household waste. Ask your pharmacist on how to dispose of medicines no longel
required. These measures will help protect the environment.

| 6. Further information
What is in Atarax?
The active ingredient in this medicine is hydroxyzine hydrochloride.

The other ingredients are:

Calcium phosphate, lactose, magnesium stearate, maize starch. silicon dioxide and sodium lauryl sulphate.

The 10mg tablet coating contains Opadry® Il Orange 85G23730. This is a mixture of Poly(viny! alcohol) Talc, Macrogol 3350, Sunset
yellow (E110). Titanium dioxide (E171), Iron oxide yellow (E172), Qumolme yellow (E102), Lecithin (E322).

The 25mg tablet coating contains Opadry® |l Green 85G21674. This is a mixture of Poly(vinyl alcohol), Talc Macrogol 3350, Quinoline
yollow (E404), Titanium dioxide (E171). "Briliant biue (E133). Indigo carmine (E132), Lecithin (E322).

What Atarax looks like and contents of the pack
Atarax 10mg film-coated tablets are coloured orange imprinted with 'AX' on one side.

Atarax 25mg film-coated tablets are coloured green imprinted with 'AX' on one side.

Atarax tablets are supplied in blister packs contained in a carton. The 10mg tablet contains either 84 or 280 tablets and the 25mg tablet
contains 28 tablets.

Not all pack sizes may be marketed.

Author and er
The product licence holder is: Alliance Pharmaceuticals Ltd, Avonbridge House, Chippenham, Wiltshire, SN15 2BB, UK.
Atarax is manufactured by: Recipharm Limited, Vale of Bardsley. Ashton-under-Lyne, Lancashire, OL7 9RR, UK.

The information in this leaflet applies only to Atarax. If you have any questions or you are not sure about anything. ask your doctor or a
pharmacist.

This leaflet was last approved: 29th September 2008.

Atarax is a registered trademark of Alliance Pharmaceuticals Limited.

Alliance and associated devices are registered trademarks of Alliance Pharmaceuticals Ltd.

© Alliance Pharmaceuticals Ltd 2008. P121
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Appendix

PACKAGE LEAFLET: INFORMATION FOR THE USER

Azathioprine 50mg Tablets

Azathiopeing

Read this entire leaflet carefully before you start taking this medicine.

* Keep this keaflet. You may need 1o read it again.
* |f you have any further questions, ask your doctor or your pharmacist.

* This medicine has been prescribed for you, Do not pass it on to others. It may ham them, even if their symploms are the same as yours.
* |f any of the side effects get sericus, or if you natica any side effects not listed in this [eaflet, please tell your doctor or pharmacist.

In this leaflet:

4, Possible side effects

6. Further information

1. What Azathioprine 50mg Tablets are and what they are used for
2. Bafore you take Azathioprine 50mg Tablets
3. How to take Azathioprne 50mg Tablats

5. How to store Azathiopeing 50mg Tablets

1. WHAT AZATHIOPRINE 50MG TABLETS ARE AND WHAT THEY
ARE USED FOR

Your medicing contains the actwe substance azathiopeing which belongs to
a group of medicines called mmunosuppressants. This means that they
reduce the strength of your immuna system,

Immunrasuppressant medicines ara sometimas necessary to help your body
accaps an organ transplant, or to treat some diseases where your immune
system is reacting egainst your own body (autoimmune diseases)

Azathiopring Tablats are usad to:

* help your bedy accept a kidney, liver, heart, lung oc pancreas transplant.
|Azathioprine Tablets are usually used together with other medicines in
order to enhance their effect]

* treat savare thaumataid arthritis

* treat severs nflammation of the gut {Crofn's cisease or ulcerative colitis)

* treat some diseases where your immune system is reacting against
yaur awn bedy |autoimmune dissases| ncludng severe inflammatory
diseasas of the skin, livar, arterias and some blocd disorders,

| 2 BEFORE YOU TAKE AZATHIOPRINE 50MG TABLETS |

Do not take Azathioprine 50mg Tablets:

* |f you are allemic {hypersensitive] to azgthiopring or mercaptopuring

* |f you are allergic ta any of the other ingredients in the tabists (sae
saction 6 Further Infarmation’)

1f you hawe 3 severe infection

If you have severe liver disease or severe bone mamow disease

If you have an inflamed pancreas

If you need or are gaing o have a veccination such as BOG, smallpax or
yellow fewver vaccing

* |f you are breast-feeding [see “Pregnancy and breast-feeding”l,

Take special care with Azathioprine 50mg Tablets

You should tell your dector if any of the follawing apply to you:

* 1 you have o have ever had any liver or kidney peoblems

* |f you heve a condition where your body produces too little of a natural

chemical called thiopurine methyltransferase (TPMT)

If you have an infection for which you have not yet recened treatmant

If you are pregnant or trying to become pregnant {see “Pregnancy and

breast-feeding”)

* |f you are going to have an oparation {this is decauss madicings
inciuding tubocurarine, pancuranium or succinylcholine used as muscle
relaxants during operations may interact with your Azathicprine Tablets).

* |f you have & rare genetic disorder called “Lesch-Nyhan syndrome”,

You should taks care to awokl tvo much sun [including sunbeds) whilst
taking Azathiopring Tablets.

You must use contraceptive methods whilst taking these tablets and
for up to 3 manths after you have finished taking them. Suitable methods
of contraception shoukd ba discussed with your doctor. Woman using intra
utering devices |IUDs| should use additional contraceptive methods while
taking Azathiopring Tablets,

(front page)

Taking other medicines

Tell your doctor if you are taking or have taken any of the following
medicings &s they may interact with your Azathioprine Tablets:

* Allcpurinol, compurinel or thiopurinal (used mainly to treat gout)

* Ciclosporin or tacrolimus {also used as immunosuppressant medicines)
Infliximab (used to treat inflammation of the bowels [Crohn's disease]|
* Qlsalzzing, masalazing or sulfasalazing (used mainly 10 treat ulcers or
chronic inflammation of the colon and anal passege)

\Warfarin or phenprocouman (used to prevent blaod clots)
ACE-inhibitors Jused to treat high blood pressure and heart failure)
Furosemide (usad mainly to treat high blood pressure}
Trimethoprim/sulfamathoxazole {used ta traat bacterial infections)
Cimetidng (used to treat stamach uloars and indigestion)

Indometacin [used s a painkilier and to treat inflammation)

Oytotoxic madicines - also called “chemotherapy” (used 1o treat cancer)
Vaccines (such as hepatitis B vaccing|

Tubacurarine, pancuronium ar succinylcholing {used as muscle relaxants
during eperations) 3 31

.

Please tell your doctor or pharmacist if you 2re taking or have recently taken
any other medicines, including madicinas cbtained without a prescription
and herbal madicines.

Pregnancy and breast-feeding

Azathiopring Tablets should anly be takan if your doctor thinks it is absolutely
nacassary. Tell your doctor if you are pregnant or think you may ba pregnant.
Do not take the tablets if you are breast-feeding.

Driving and using machines

Studies on the effects of azathiopeing on the ability ta drive and uss
machings have nat been performed. This product may cause diziness,
which could affect 3 patient’s ablity to drive.

[ 3. HOW TO TAKE AZATHIOPRINE 50MG TABLETS

Always take Azathioprine Tablets exactly as your doctor has told you. You
should check with your doctor or pharmacist if you are not sure.

The |zbal on tha cartan will tell you haw many tablats ta take and when
The tablets should be swallowed whole with one full glass of water {about
200ml). Take your tablets during meals.

Your docter will monitor how you respond to your madicing and may
changs your dose if required.

After grgan trangpiant

Acdose of Smyg per kilogram of your bodyweight per day may be given on
tha 15t day of your treatment, Howener, the usual maintenance dose is

betwaen 1 and 4mg per kilogram of yaur badywaight per day. Your doctor
may adjust this dose according o your body's response to your medicing.

The usual dosa is beewean 1 and 1.5mg per kilogram of your bodyweight
per day.
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Other conditions
The usual starting dose is between 1 and 3mg per kilogram of your
bodyweight per day. Your doctor will adjust the dose until it is right for you.

Children and Adolescents
Where treatment is recommended, the dosage for children and adolescents
is the same as the adult dose.

Elderly patients or patients with kidney or liver disease
A smaller adult dose may be required.

Whilst you are taking Azathioprine 50mg Tablets, your doctor will want you
to have a complete blood test performed, at least once a week, during the

first 8 weeks of treatment. After 8 weeks the frequency of the testing may
be reduced and your doctor may ask you to repeat the complete blood test

every month or at least at intervals of not longer than 3 months.

If you have taken more Azathioprine 50mg Tablets than you should
In the event of overdose the most likely effect is bone marrow suppression
reaching its maximum 9-19 days after dosing. You may get a sore throat,
fever or infection. You may also feel tired or experience bruising and
bleeding. If you have taken too many tablets, contact your doctor or go the
nearest hospital casualty department immediately. Remember to take the
pack and any remaining tablets with you to show the doctor.

If you forget to take your Azathioprine 50mg Tablets

Do not take a double dose to make up for a forgotten tablet but wait and
take your next dose at the usual time. If you have missed more than one
dose, contact your doctor for advice.

If you stop taking Azathioprine 50mg Tablets
Do not stop taking your medicine unless the doctor tells you because
stopping your medicine can make your condition worse.

If your doctor does not see an improvement in your condition within three
to six months, your doctor may wish to gradually reduce your dose and
finally stop giving you this medicine.

It is important that you stop your treatment gradually. You should
stop taking the tablets slowly, over a period of time. e

| 4. POSSIBLE SIDE EFFECTS |

Appendix

Uncommon side effects (probably affecting less than 1 in 100 patients):

 allergic reactions including
dizziness or feeling unwell, low
blood pressure, fever, feeling
cold , feeling severely sick and
vomiting, diarrhoea, rash, rigors,
kidney problems, muscle pain
(myalgia), pain in the joint
(arthralgia), inflammation of

 increased infections in patients
suffering from rheumatoid
arthritis

* blood disorder after transplant
surgery

o foul smelling stools which are
bulky, loose and greasy

 hair loss (alopecia).

blood vessels (vasculitis), high
number of liver enzymes

Rare side effects (prabably affecting less than 1 in 1000 patients):

* paleness or fatigue or feeling * stomach ulcer and disease
short of breath caused when the which may cause heartburn,
body’s bone marrow.is not vomiting, general discomfort in
producing enough blood cells the stomach.

(aplastic anaemia)

* cough and fever caused by
pneumonia or inflammation of
the lung

Very rare side effects (probably affecting less than 1 in 10,000 patients):
 blood disorders (including acute very serious allergic reaction.
myeloid leukaemia and myelo-
dysplastic syndromes)

If any of the side effects get serious, or if you notice any side effects
not listed in this leaflet, please tell your doctor or pharmacist.

| 5. HOW TO STORE AZATHIOPRINE 50MG TABLETS |
Keep out of the sight and reach of children.

Do not use Azathioprine Tablets after the expiry date which is stated on
the carton after Exp. The expiry date refers to the last day of that month.

Store in the original package in order to protect from light. -

Medicines should not be disposed of via wastewater or household waste.
Ask your pharmacist how to dispose of medicines no longer required.
These will help to protect the environment.

Like all medicines, Azathioprine Tablets can cause side effects, although
not everybody gets them.

You should tell your doctor immediately if you:

e get any ulcers in the throat, fever, bruises or bleeding, or you
think you have an infection.

experience any sudden wheeziness, difficulty in breathing,
swelling of the eyelids, face or lips, rash or itching (especially
affecting the whole body).

The following side effects have been reported. Tell your doctor if any of
these side effects become troublesome:

Very common side effects (probably affecting more than 1 in 10 patients):
 infections (in kidney transplant e reduction in number of white

patients) blood cells which makes
* feeling and being sick (nausea _infections more likely -
and vomiting)  loss of appetite {anorexia).

Common side effects (probably affecting less than 1 in 10 patients}:

* liver disease e decrease in red blood cells in

® increased infections in patients the blood (anaemia)

with bowel inflammation  inflammation of the pancreas,
reduction in blood platelets which causes severe pain in the
which increases risk of bleeding abdomen and back.

or bruising

Certain types of cancer (lymphomas, cancer of the cervix, vulva and skin
(especially on areas of the skin exposed to the sun}) are common in
patients after kidney transplant.

(back page)

6. FURTHER INFORMATION |

What Azathioprine 50mg Tablets contain

The active substance is azathioprine. Each tablet contains 50mg of
azathioprine.

The other ingredients are:

Tablet core: Microcrystalline cellulose, Mannitol, Maize starch, Povidone
K25, Croscarmellose sodium, Sodium stearyl fumarate.

Tablet coat: Hypromellose, Macrogol 400.

What Azathioprine 50mg Tablets look like and contents of the pack

Azathioprine 50mg Tablets are light yellow, round, hiconvex tablets, engraved
with “AZA”, a break line and “50" on one side and plain on the other.

Azathioprine 50mg Tablets are available in blister packs containing 50, 56

~and 100 tablets—

Not all pack sizes may be marketed.
Marketing Authorisation Holder and Manufacturers

Marketing Authorisation Holder:
Arrow Generics Limited, Unit 2, Eastman Way, Stevenage,
Hertfordshire SG1 4SZ, United Kingdom

Manufacturer:
Arrow Pharm (Malta) Limited, HF 62, Hal Far Industrial Estate,
Birzebbugia BBG 06, Malta

This leaflet was last approved in 07/2008.

301782
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Benadry

CAPSULES

pseudoephedrine, acrivastine

= This medicine is used to relieve the symptoms of
hay fever and similar allergic conditions.

= This medicine is for use by adults and children
aged 12 - 65 years.

= Do not take this medicine:

. There are some people who should not use this
medicine. See Section 2 to find out if you are
one of them »

« If you have ever had a bad reaction to any of
the ingredients. See Section 6 for the list of
ingredlents »

= Speak to your doctor:
If you suffer from any of the conditions
mentioned in section 2. See Section 2 »
If you are taking any other medicines. See
Section 2 »

= Follow the dosage instructions carefully. See

Section 3 »

Now read this whole leaflet carefully before you
use this medicine. Keep the leaflet: you might need
it again.

1 What the medicine is for

Benadryl Plus Capsules is a medicine which

is used to relieve the symptoms of hay fever and
similar allergic conditions. The capsules contain
pseudoephedrine hydrochloride, which is a
decongestant that relieves nasal and sinus
congestion and acrivastine which is an antihistamine
that helps relieve allergy symptoms such as
sneezing, runny nose and watery eyes.

o s
medicine

Check the table below to see how much

medicine to take.

= For oral use only.

0 Children under 12 years old

This medicine is not recommended for children
aged under 12 years old.

@ Aduits and Children 12 - 65 years old

DBR i Dok 2 :
Adults and children 1 capsule up to 3 times
12 - 65 years aday

=If symptoms persist talk to your doctor.

0 Adults over 65 years
This medicine is not recommended for adults
aged over 65 years old.

A If anyone has too much
If anyone has too much contact a doctor or
your nearest Accident and Emergency
Department (Casualty) taking this leaflet and
pack with you.

A If you forget to take the medicine
If you forget to take a dose, take the next dose
when needed provided that you only take a
maximum of 3 capsules in 24 hours. Do not
take a double dose.

2 Before taking this
medicine

This medicine is suitable for most adults under 65
years old and children aged 12 years and over. If you
are in any doubt, talk to your doctor or pharmacist.
B3 Do not take this medicine...

= If you have very high blood pressure or severe

heart disease.

u If you have ever had a bad reaction to any of
the ingredi or to the antihi i
triprolidine.

= If you are taking, or have taken in the last two
weeks, drugs for depression known as
Monoamine Oxidase Inhibitors (MAOIs).

= If you are taking the antibacterial agent,
furazolidone.

w If you have kidney problems.

If any of these apply to you, get advice from a

doctor or pharmacist without taking Benadryl

Plus Capsules.

Talk to your doctor or pharmacist...
= If you have high blood pressure or heart
disease.
= If you have diabetes.
= If you have an over active thyroid gland.
= If you have glaucoma (increased pressure in
the eye).
= If you have prostate problems (difficulty with
passing water or needing to pass water often).
u If you are taking alcohol.
= If you are taking any other medicines,
including:
Antiliypertensives (drugs to treat high blood
p such as g hidli hylde
alpha and beta blockers, debrisoquine,
bretylium and betanidine).

4 Possible side-effects

Benadryl Plus Capsules can have side-effects, like
all medicines, although these don't affect everyone
and are usually mild.

If you experience the following, stop
taking this medicine and talk to your
doctor:

= A few people have had hallucinations, but this is

rare.

= Occasionally people get skin rashes that are
sometimes itchy.

= A few men, especially men with prostate
problems, may have trouble passing water.

Other effects which may occur include:
= Restlessness, having trouble getting to sleep or
bad dreams.

If you experience any side-effects not included in
this leaflet or are not sure about anything, talk to

your doctor or pharmacist.

5 Storing this medicine

Store below 25°C.

Keep the product dry and store in its original
packaging.

Keep the product out of the reach and sight of
children.

Do not use after the end of the month shown as an

expiry date on the packaging.

Appendix
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w ic drugs (stir or
appetite suppressants and drugs used to treat
congestion and asthma).
Tricyclic antidepressants (used to treat mood
disorders).
Sedatives or tranquillisers (used to treat
anxiety or sleep disorders).
If you are not sure about any of the medicines
you are taking, show the bottle or pack to your
pharmacist.

If any of these bullet points apply to you now or in
the past, talk to a doctor or pharmacist.

If you are pregnant or breast-feeding

w Ask your doctor or pharmacist for advice before
taking this medicine if you are pregnant or
breast-feeding.

A Special warnings about this medicine

= In most people this product does not cause
drowsiness. However, there are rare
exceptions and you should take care when
you use this product for the first time. If this
product makes you feel drowsy, do not drive
or operate machinery.

= As with all antihistamines, it is advisable to
avoid excessive alcohol consumption when
taking this medicine.

Some of the ingredients can cause

problems

w This product contains lactose. If you have
been told by your doctor that you have an

intolerance to some sugars, contact your
doctor before taking this medicine.

turn over »

6 Further Information

What's in this medicine?

The active ingredients in Plus Capsules
are: 60 mg Pseudoephedrine hydrochloride and 8
mg acrivastine in each capsule.

Other ingredients are: Lactose, sodium starch
glycollate, magnesium stearate, gelatin, titanium
dioxide and patent blue V.

What the medicine looks like

Benadryl Plus Capsules are blue and
opaque-white capsules available in blister packs of
12 capsules.

Product Licence holder:

McNeil Products Ltd, Maidenhead, Berkshire, SL6
3UG, UK

Manufacturer:

Janssen Cilag S.A., Domaine de
Maigremont, 27100 Val de Reuil, France.

This leaflet was revised September 2008.
Benadryl is a registered trade mark.
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Package Leaflet: Information for the User.

Buscopane Tablets

(hyoscine butylbromide)

Read all of this leaflet carefully before you start

" taking this medicine.

- Keep this leaflet. You may need to read it again.

« If you have any further questions, ask your doctor
or pharmacist.

- This medicine has been prescribed for you. Do not
pass it on to others. It may harm them, even if their
symptoms are the same as yours.

- If any of the side effects gets troublesome or
serious, or if you notice any side effects not listed
in this leaflet, please tell your doctor or pharmacist.

In this leaflet:

1. What BUSCOPAN Tablets are and what they are
used for

. Before you take BUSCOPAN Tablets

How to take BUSCOPAN Tablets

Possible side effects

How to store BUSCOPAN Tablets

Further information

coFwP

1. WHAT BUSCOPAN TABLETS ARE AND WHAT

THEY ARE USED FOR Ty
BUSCOPAN Tablets contain a medicine called
“hyoscine butylbromide”. This belongs to a group of
medicines called “antispasmodics”.

BUSCOPAN Tablets are used to relieve cramps in the

muscles of your:

- Stomach

« Gut (intestine)

- Bladder and the tubes that lead to the outside of
your body (urinary system)

It can also be used to relieve the symptoms of

Irritable Bowel Syndrome (IBS).

2. BEFORE YOU TAKE BUSCOPAN TABLETS

Do not take BUSCOPAN Tablets if:

« You are allergic (hypersensitive) to hyoscine

butylbromide or any of the other ingredients

(listed in section 6)

You have glaucoma (an eye problem)

You have megacolon (a very enlarged bowel)

You have something called “myasthenia gravis” (a

very rare muscle weakness problem)

= You are pregnant, likely to get pregnant, or are
breast-feeding

Do not take this medicine if any of the above apply

to you. If you are not sure, talk to your doctor or

pharmacist before taking this medicine.

(front page)

~\ Boehringer
II"I Ingelheim

Take special care with BUSCOPAN Tablets

Check with your doctor or pharmacist before taking

your medicine if:

- You have a very fast heart rate or other heart
problems

« You have a problem with your thyroid gland such
as an overactive thyroid gland

= You have difficulty or pain passing water (urine)
such as men with prostate problems

- You have constipation

* You have a fever

If you are not sure if any of the above apply to you,

talk to your doctor or pharmacist before taking

BUSCOPAN Tablets.

Taking other medicines

Please tell your doctor or pharmacist if you are
taking or have recently taken any other medicines.
This includes medicines obtained without a
prescription and herbal medicines. This is because
BUSCOPAN Tablets can affect the way some other
medicines work. Also some other medicines can
affect the way BUSCOPAN Tablets work.

In particular, tell your doctor or pharmacist if you are

taking any of the following:

« Medicines for depression called “tricyclic
antidepressants” such as doxepin

- Medicines for allergies and travel sickness called
“antihistamines”

- Medicines to control your heart beat such as
quinidine or disopyramide

- Medicines for severe mental illness such as
haloperidol or fluphenazine

« Medicines for breathing problems such as
tiotropium and ipratropium

- Amantadine - for Parkinson’s disease and flu

+ Metoclopramide - for feeling sick (nausea)

If you are not sure if any of the above apply to you,

talk to your doctor or pharmacist before taking

BUSCOPAN Tablets.

Pregnancy and breast-feeding
Do not take BUSCOPAN Tablets if you are pregnant,
likely to get pregnant or are breast-feeding.

Driving and using machines

Some people may have sight problems while taking
this medicine. If this happens to you, wait until your
sight returns to normal before driving or using any
tools or machines.

Appendix
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Important information about some of the ingredients
of BUSCOPAN Tablets

BUSCOPAN Tablets contain sucrose. Talk to your
doctor before taking this medicine if they have told
you that you cannot tolerate or digest some sugars.

3. HOW TO TAKE BUSCOPAN TABLETS

Always take your medicine exactly as your doctor or
pharmacist has told you. You should check with your
doctor or pharmacist if you are not sure.

Taking this medicine
« Take your tablets with water
= Do not break, crush or chew the tablets

How much to take
Adults and children over 12 years
 The usual dose is two tablets 4 times a day
= For Irritable Bowel Syndrome, your doctor may
give you a lower starting dose of one tablet
3 times a day. This dose may be increased, if
further relief is necessary

Children 6 - 12 years:
» The usual dose is one tablet 3 times a day

BUSCOPAN Tablets are not recommended for children
under 6 years.

If you take more BUSCOPAN Tablets than you
should

If you take more BUSCOPAN Tablets than you should,
talk to a doctor or go to a hospital straight away. Take
the medicine pack with you even if there are no
BUSCOPAN Tablets left.

If you forget to take BUSCOPAN Tablets

« If you forget a dose, take it as soon as you
remember. However, if it is time for the next dose,
skip the missed dose.

» Do not take a double dose to make up for a
forgotten dose.

4. POSSIBLE SIDE EFFECTS

Like all medicines, BUSCOPAN Tablets can cause
side effects, although not everybody gets them. The
following side effects may happen with this
medicine.

Stop taking your medicine and see a doctor straight

away if you notice any of the following serious side

effects - you may need urgent medical treatment:

= Allergic reactions such as skin rash (affects fewer
than 1 in 100 people) and itching

« Severe allergic reactions (anaphylactic shock) such
as difficulty breathing, feeling faint or dizzy (shock)

» Painful red eye with loss of vision

(back page)
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Other side effects

» Dry mouth (affects fewer than 1 in 100 people)

« Making less sweat than usual (affects fewer than 1
in 100 people)

« Increased heart rate (affects fewer than 1 in 100
people)

= Being unable to pass water (urine) (affects fewer
than 1 in 1,000 people)

If any of the side effects gets troublesome or serious,
or if you notice any side effects not listed in this
leaflet, tell your doctor or pharmacist.

5. HOW TO STORE BUSCOPAN TABLETS

= Do not take this medicine after the expiry date which
is printed on the packaging

* BUSCOPAN Tablets should be protected from light
and stored in a dry place below 25°C

= Keep this medicine out of the sight and reach of
children

6. FURTHER INFORMATION

What BUSCOPAN Tablets contain
Each tablet contains 10 mg of the active ingredient
hyoscine butylbromide.

The other ingredients are: calcium hydrogen
phosphate, maize starch, soluble starch, colloidal
silica, tartaric acid, stearic acid, sucrose, talc, acacia,
titanium dioxide, macrogol 6000, carnauba wax,
white beeswax and povidone.

What BUSCOPAN Tablets look like and contents of
the pack

BUSCOPAN Tablets are sugar-coated, round and white
in colour.

BUSCOPAN Tablets are available in blister packs of
56 tablets.

Marketing Authorisation Holder and Manufacturer
The Marketing Authorisation is held by:

Boehringer Ingelheim Limited,
Ellesfield Avenue,

Bracknell, Berkshire,

RG12 8YS, United Kingdom.

and the tablets are manufactured by:
Delpharm Reims S.A.S.

10 Rue Colonel Charbonneaux

51100 Reims

France

This leaflet was revised in October 2009.

© Boehringer Ingelheim Limited 2009
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PACKAGE LEAFLET: INFORMATIONh FOR THE USER

Cefalexin Capsules 250mg
Cefalexin Capsules 500mg
(cefalexin) |
Lz‘Taa all of this léaflet carefully before you start taking this
medicine.

- Keep this leaflet. You may need to read it again.

- [If you have apy further questions, ask your doctor or
pharmacist.

- This medicing has been prescribed for you. Do not pass it on
fo others. It may harm
them, even if their symptoms are the same as yours.

- If any of the; élde effects gets serious, or if you notice any side
effects not listed in this leaflet, please tell your doctor,

In this leaflet:

What Cefalexin Capsules are and what they are used for
Before you take Cefalexin Capsules

How to take Cefalexin Capsules

Possible side effects

How to store Cefalexin Capsules

Further information

S OE N -

WHAT CEFALEXIN CAPSULES ARE AND WHAT THEY ARE

USED.FOR
Cefalexin C: I

contain
which belongs to a class of
capsules are used to treat a variety of bacterial infections. These
include infections of the awways from nose w lungs, oar, bones and
joints, and urine or of
the prostate gland, They are also used to treat dental infections.

2. BEFORE YOU.TAKE CEFALEXIN CAPSULES

Do not take Cefalexin Cmul« if you have:

falexin as the aclive mgred-enL
iolics called

« anallergy (h ) 10 the ceph in or penicillin
aroup of anllblo(nm orto any of the Ingredients in the product
(see Section 6).

o porph a hereditary "

Take special care with Cefalexin Capsules if you have:

. kydnsy problems

. ion of the large i
diarrhoea, pain and fever.

You should be aware that Cefalexin Capsules may give a faise
result for:

«  certain blood tests
+ tests for glucose in the urine.

include:

Use all the wpsulas'your doctor has given you. Do not stop taking

them, even if you feel better

If you take more Cefalexin Capsules than you should

Contact your doctor or nearest hospital casualty department
immediately for advice if you or a child have swallowed foo many
capsules, Take this leaflet, the pack or any capsutes with you, If you
can.

If you forget to take Cefalexin Capsules

If you miss a dosa, take it as soon a5 you remember. If it Is almost
time to take the next dose, skip the missed dose and carry on as
before. Do not take a double dose to make up for a forgotten dose.
If you have any further questions on the use of this praduct, ask
your doctor or phamacis!,

Lie all medicines, Cefalexin Capsules can cause side effects,

although not everyone gets them.

Tell your doclor at once if you notice any of these rare side effects:

+  rash, fever, itchy skin, swelling of the lips, eyes, longue, or
difficulty in breathing normally are signs of an allergic
reaction. Stop taking the capsules Immediately.

+ flaky skin, red or purple infiamed skin patches; pus in your
@yes; bisters in your nose or mouth.

«  blood disorders (if you bruise move easily, have a sore throat,

|

Appendix

|

Taking other medicines

‘Please inform 1 your doc‘lor Ir you are taknng or have recently taken
any other these ined without a
prescription.

In pa:ticular.lelyqardoclorﬁ you are taking any of the following:
«  other antibioti sally hoterici i

ycin, of an —a broad sp
ic tfor P icin o 4
» diuretics (water tablets) such as furosemide, bumetanide or
probenecid for gout,

Taking Cefalexin Capsules with food and drink

These capsules may be taken befora, during or after your meals,
g and breast-feedi

Ask your doctor for adwce before taking any medicine if you are

piegl or pi i |4

Cefalexin passes mm breasl milk, so |eII your doctor if you are

breast-feeding.

Driving and using

Cefalexin Capsules

operate machinery.

Important information about some of the ingredients of

Cefalexin Capsules

Lactose - if you know you have an inlolerance o Some sugars,

contact your doctor before taking this medicine.

3. HOW TO TAKE CEFALEXIN CAPSULES

The doctor will decide on the most appropriate dose for you, based
on the nature and severity of your infaction. The label will tell you
how many capsules you need to take as well as how often to take
them.

Swallow the Capsules whole with water.

Adults: The usual dose is 500mg every 8 hours, although your
doctor may tell you fo take 1g to 4g a day, spiit up into smaller
doses.

Elderly: You should take the normal adult dose, unless you have
severe kidney problems, when the maximum daily dose will be
500mg. /

Children over § years: Your doctor will calculate the correct dose,
depending on the child's weight. The usual daily dose is 250mg to
500myg for each kilegram of their weight, and Is usually split up into
smaller amounts taken every 8 or 12 hours. If your child is taking
Cefalexin Capsules for ear infections, he or she may have (o take
75mag to 100mg for each kilogram of their weight, split up into
smaller doses throughout the day.
This medicine is not

years of age,

achines
re not expected to affect your ability to drive or

d for use In children under 5

Keep out of the reach and sight of children.

Do net store above 25°C,

Store Cefalexin Capsules in their oniginal package and keep
containers tightly closed.

Do not use the capsules after the expiry 'EXP' date which is printed
on the carton (the expiry date refers to the last day of the month
stated).

Medicines should not be disposed of via or x
waste. Ask your pharmacist how to dispose of medicines no longer
required. These measures will help to protect the envirenment,

Wh at Cofal & 5 i

The active mgredlam is cafalexin, 250mg or 500mg.

The other ingradients are lactose, magnesium stearate. The
capsule shell contains black iron oxide (E172), titanium dioxide
(E171), erythrosin (E127), quinoline yellow (E104) and gelatin.
What Ceﬂalexln Capsules look like and contents of the pack
Ci Ci les are capsule ining white
powder and printed with 'CHX 250' (250mg) o ‘CHX 500° (500mg).
They are avadable in blisters pack of 7, 14, 20, 21, 28, 30, 50, 56,
60, 100, or 500 capsules (not all pack sizes may be marketed).

fever or a chill). Marketing Aulhorl_saﬁon Holder and Manufacturer
+  lower gut pain, nausea, vomiting, severe diarrh e Lol Exides:
blocd or mucus. Colitis (mﬂammahon of the colon) can also _Milpharm Limited
occur during or after treatment. Ares, Odyssey Business Park,
« liverd for wle jaundice (yellowing of the skin and West End Road,
whites of eyes). South Ruislip HA4 6QD,
« nephritis (inflamed kidneys). United Kingdom.
Tell your douor if fyou s suffer from any ol the followmg for ‘more than 5
afew days: o 22 B———t e
Milpharm Limited
+ feeling or being sick, heartburn, stomach pain, diarrhcea ngs' Odyssey Business Park,
s L T b o 49 West End Road, o
o dzigosa ; steeptisonier. South Ruislip HA4 6QD, S
o feeling orag hall United Kingdom ~
restlessness b gdom.
«  painful or swollen joints, extreme muscle tension APL Swift Services (Malta) Lid.,

« itching around the anus or genitals, inflamed vagina, discharge
from the vagina.

If any of the side effects gels serious, or if you notice any side

effects not Ested in this leaflet. please tell your doctor.

Hf26, Hal Far Industrial Estate,
Hal Far, Birzebbugia, BBG 3000.

This leaflet was last approved in {10/2009}
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PACKAGE LEAFLET:
INFORMATION FOR THE USER
Celluvisc® 0.5% w/v, Eye drops, solution,
unit dose
(carmellose sodium)
Read all of this leafiet fully b it tains important

Information for you.

Thie medicine = avallable without prescription. However, you still need to

use Celluviee carefully 10 get the best results from it

+ Koep this leaflet. You may need 1o read it again.

« Ask your pharmacist if you need more information or advice,

« You must contact & doclor if your symptoms worsen or do not improve.

« If any of the side affects gets sarious, or if you notice any sida effect
ot listed in this laafiat, please tall your doctor or phammacist.

The name of your medicines Is Celluvisc 0.5% wiv, Eye drops, solution,
unit dose but will be refarred 1o as Celluvisc throughout the remainder of
the leaflat,

In this leaflet:

1. What Celluvist s and what it isused for 4. Possible side effects
2. Badora you use Celluvisc 5. How to store Celluvise
3. How 10 usa Celluvise 6. Further information

1. What Celluvisc i and what it is used for

Celluvise is & tear substitute and contains the lubricant called carmeliose
sodium. It Is used for the treatment of the symptoms of dry eye (such as
soreness, buming, imitation or dryness) caused by your eye not
producing enough tears to keep the eye wet.

2. Before you use Celluvise

Do not use Celluvise

+ |i you are hypersensitive (allergic) to carmefiosa sodwum or any of the
other ingradients of Celluvisc. Thess are listed at the end of this leatlet
in saction & *Further information®.

Take special care with Cellv

« Hirrilation, pain, redness or changes in vision occur o if you feel your
condition is gelting worse, stop taking this medicne and consult your
doctar or pharmagist,

Using other medicines

Please tell your doctor or phammacist if you ara taking or have recently
taken any other madicines, Including medicines obtained without a
prescription.

If you are using other eye drops, leave at least 15 minutes between
el Ao 4h, (e =Y A (TP

[ e

2 e

Preg y and br g
Celluvisc can be usad during pragnancy and breast-feeding.

Driving and using machines
Celluvisz is not expectad to cause blurred vision, If you do experience
temparary blurring, do not drive or use machines until your sight is clear.

Read all the information In this leafiet for guidance.
Discuss with your doctor, nursa or pharmacist if you are unsure about
anything.

3. How to use Celluvisc

Follow thesa instructions unless the pharmacist or your doclor gave you
different advica.

The usual dose Is 1-2 drops of Celluvise in the affected eyeleach affected
‘eye, 4 imes a day as needed.

Yeu do not need 1o remove contact lenses bafora using Celluvisc.

Make sure that the single-dose contalner Is intact bafore usa. The
solution shoukd be used immediately after opening. To avoid
contamination, da not let the open-end of the single-dose container touch
your eye or anything eise. Wash your hands befaore usa.

1.

1. Tear cne single-dosa conteinar irom the
slrip.

2. Hold the single-dosa container upright
‘ (with the cap uppemmost) and twist off the
cap.

3. Gently pull down the lawer eyelid to
form a pocket. Turn the single-dose
container upside down and squeeze it o
ralease one drop into each eye, Blink your
eyes a few timas,

Appendix

Donot re-use tha singla-dose container even if there is some solution
laft.

a '

If you use more Cell: than you Id, it will not cause you any
harm. i you are worried, ta to your doctor or pharmacist.

If you forget to use Celluvisc, use a single drop In each eye that needs
tfreatment as soon &s you remember, and then go back 1o your reguiar
routine. Do not teke a double dose to make up for forgotten Individual
doses.

If you have any further questions on the use of this product, ask your
gdoctor or phamacist.

4. Possible side effects
Like all medicines, Calluvise can cause side effects, although not
evenybady gets them,

Common side effects (occuring in between 1 and 10 patients in every
100) are:
Irritation of the eye

Uncommon side effects (occuring in between 1 and 10 palients in
overy 1,000) are:

Painfstinging of the eye, Blurred vision, eye watering and redness of the
eyeieyelid,

If this side effect gels serious, o il you notice any side effects not listed
in this leafiet, please tell your doctor or phammacist.

5, How to store Celluvise

Keap out of the reach and sight of chikiren

Do not store above 25°C

Do not use Celluvisc aftar the expiry date statad on the labels and carton
The expiry date refers to the last day of that month.

I tha medicine shows any signs of discolouration or deterloration consult
your pharmacist for advica.

Medicines should not be disposed of via wastewster or household waste,
Ask your pharmacist how to dispose of medkcines no longer required.
Thesa measuras will help 10 protect the environment.

6. Further information

What Celluvisc contains

Each 1ml contains Smg carmellose sodium

The other ingredients are sodium chlonde, sodium lactate, potassium
chloria, calcium chioride, magnesium chicdde and puritied water

The ingredients in Celluvisc were designed to malch your natural tear
compositicn. I

What Celluvise looks like and contents of the pack

Celuvise is a dear, colourless to pale yellow solution in a small, plastic
and see-through (bubble-ike) casing (known as a single-dose container).

The single dose container has a twist-off cap. Each single-dose container
containg 0.4mi of eye drops solution.
Each pack contans 30 or 90 single dose contalners.

PL 20774/1158 Celluvisc 0.5% wiv, Eye drops, solution, unit doss

(]

Manufactured by Allergan Pharmacauticals Ireland, Castiebar Road,
Wastport, Co. Mayo, Ireland. Procured from within the EU. Praduct
Licance Holder: Quadrant Pharmaceuticals Ltd, Lynstock Housa,
Lynstock Way, Lostock, Bollon, BLE 4SA. Repackaged by Maxearn Lid,
Boltan, BLG 4SA,

Leafiet Revision date: 1% July 2011

Celluvisc is a regr d trademark of Allergan Inc.

4
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Appendix

®
Dexcel
pharma PACKAGE LEAFLET: INFORMATION FORTHE USEF you are pregnant or suspect that you are pregnant, you should tell your doctor o your pharmacist before
}?kmg Clopidogrel Tablets.
you become pregnant while taking Clopidogrel Tablets, consult your doctor immediat it i
not to take clopidogrel while you ava%‘r?dog = e

CLOPIDOGREL 75 mg FILM-COATED TABLETS Whi kngCopgl et conutyucotor bt he et g of by

5 Ask your doctor or ist for advice before taking medicine.
Clopidogrel mﬁm%demmm: i g~
Read all of this leaflet carefully before you start taking this medicine. | Tablets are unlikely to affect your abilty to drive or to use machines.
3 R:epﬂthis leaflet. You may neeg to read H again. % Important information about some of the ingredients of Clopidogrel Tablets:
- If you have any further questions, ask your doctor or your pharmacist. Clopidogre! Tablets contain lactose. If you have been told by your doclor that you have an intolerance to some
- This medicine has been prescribed for you. Do not pass it on to others. It may harm them, even if their sugars, contact your doctor before taking this medicine.
symptoms are the same as yours. 3. HOW TO TAKE CLOPIDOGREL TABLETS

- It any of the side effects gets serious, or if you notice any side effects not listed in this leaflet, please tell Always take Clopidogrel Tablets exactly as your doctor has fold you. You should check with your doctor o

your doctor or pharmecist. harmacist if you are not sure,
In this leafiet: e usual dose is one 75 mg tablet per day to be taken orally with or without food, i
1. What Clopidogrel Tablets are and what they are used for day. pe P Y a1 e s sl
2. Before you take Qlop‘»do%[el Tablets You should take Clopidogrel Tablets for as long as your doctor continues to prescribe it.
2. gow t&takge CI?’pldogrel ablets (H;gou take more Clopidogrel Tablets than you smuld:
. Possible side effects ntact your doctor or the nearest emergency department because of the increased ri {
5 How to store Clopidogrel Tablets If you forget to take Clopidogrel Tablets: * i
6. Further information If you forget to take a dose of Clopidogrel Tablets, but within 12 hours of your usual time, take your

tablet straightaway and then take your next tablet at the usual time.
1. WHAT CLOPIDOGREL TABLETS ARE AND WHAT THEY ARE USED FOR . ' :
Clopidogrel Tablets belong to a group of medicines called antiplatelet medicinal products. Platelets are very goyg (Lo:gae}‘;o 4 "}%?m&mﬁdm t:gseesme next single dose at the usual time. Do not take a double

small structures in the blood, smaller than red or white blood cells, which clump together during blood clotting If you stop taking Clopidogrel T: 5
By preventing this clumping, anti icinal products reduce the chances of blood clots forming (a p taking Clopidogrel Tablets: . !
process called thrombosis). Do not stop the treatment. Gontact your doctor or pharmacist before stopping.

If you have any further questions on the use of this product, ask your doctor or pharmacist.
Clopidogrel Tablets are taken to prevent blood clots (thrombi) forming in hardened blood vessels (arteries), 4
a process known as atherothrombosis, which can lead to atherothrombotic events (such as stroke, heart . POSSIBLE SIDE EF FECTS 7
attack, or death). gt:;f‘l:t mye::lcrmes, leazlbleﬂs can cause side effects, although not everybody gets them.
. doctor i u experience:
You have been prescribed Clopidogrel Tablets to help prevent blood clots and reduce the risk of these severt - fever, signs of infection or extremye ﬁ,{;&ness. Thes:emay be due to rare decrease of some blood cells

events because: - signs of liver problems such as yellowing of the skin and/or the eyes (jaundice), whether or not associated
- You have a condition of hardening of arteries (also known as atherosclerosis), and with bleeding which i Do 3 D
- You have previously experienced a heart attack, stroke or have a condition known as peripheral arterial with cm&%m Tabﬁgsp%m underthe skin 2s red inpaint dots, anc/or confusion (see Take specia care
disease - swelling in the mouth or skin di e L A
Clopi which is contained in Clopidogrel Tablets may also be authorised to treat other conditions whict sjgns :;. a"ee@c m‘;ﬂ" disorders such as rashes and iching, bifsters of the skin. These may be the
are not mentioned in this leaflet. Ask your doctor or pharmacist if you have further questions. The most common side effect (affects 1 to 10 patients in 100) reported with Clopidogrel is bleeding.
2. BEFORE YOU TAKE CLOPIDOGREL TABLETS Bleeding may occur as bieeding n the stomach or bowel, brusing, haeratoma (unusualbleeding o brusing
Do not take Clopidogrel Tablets: mrx m);%s: ‘bl_eme;dhblog'd in gzg unna.;g: small number of cases, bleeding in the eye, inside the
« If you are allergic (hypersensitive) to clopidogre! or any of the other ingredients of Clopidogrel Tablets (listec ' jomis has aiso been reported. )
o & Tt ke Toblos it orany gred idog If you experience prolonged bleeding when taking Clopidogrel Tablets

4 A Jre L 2 . inqwithii | You cut or injure yourself, it may take longer than usual for bleeding to stop. This is linked to the

llf hyeogrgg‘ve a medical condition that is currently causing bleeding such as a stomach ulcer or bleeding withit meicine works as  prevers the abity of blood st forn, For nﬁgor unspand rhobe e.g.? .wa‘)" 01‘/‘|our ‘
« If you suffer from severe liver disease mm’ m.‘""f usually of no concern. However, fyou are concemed by your bieeding, you should contact your
If you think any of these apply to you, or if you are in any doubt at all, consult your doctor before taking or straightaway (see ‘Take sp"é'f.f %fe wnm"?pldogrel Tablets).

Clopidogre! Tablets. o r side ef pidogrel )
) ommon side effects (affects 1 to 10 patients in 100): Diarrhoea, abdominal pain, indigestion or heartburn,

Take special care with Clopidogrel Tablets: . : Uncommon side effects (affects 1 to 10 patients in 1,000): Headache, slomacp!?' ulcer, vg:fniting nausea,
If any of the situations mentioned below apply to you, you should tell your doctor before taking Clopidog ive gas in stomach or intestines, rashes, itching, dizziness, abnormal touch sensation,
L i Raresde ;{I‘:cr fgaﬂem 1 to 0patents in 100 Verigo )
« if you have a risk of such as y rare side effects (affects less than 1 patient in 10,000): jaundice; i in wit i
- a medical condition that puts you at risk of internal bleeding (such as a stomach ulcer) . baeg pain: fever, brealtgi ng Gficuties patientin 10,000) vjzgncdmn;h-seme abdo’gllrl';lg p:mv:m
- a blood disorder that makes you prone to internal bleeding (bleeding inside any tissues, organs or joints ol in the mouth; blisters of the skin; skin alergy, inflammation of the mouth ( tomati}: decrease in bood bfesw:;g

yourbody) confusion; hallucinations; joint pain; muscular pain; changes in the way things taste, '
- : g:p‘: :ﬁpgo:; |(rl|r|]udr¥‘ s ) :;1 addm ng dz:ldot may identify changes in your blood or urine test results.
5 aio : 3 g S
i iicctsplotiol (indudingmdemal) i e s ek s o doclgr ! i agﬁ ecis gets serious, or if you notice any side effects not listed in this leaflet, please tell your
« if you have had a clot in an artery of your brain (ischemic stroke) which occurred within the last seven day: P
« if you are taking another type of medicine (see ‘Taking other medicines’) 5. HOW TO STORE CLOPIDOGREL TABLETS
w.;‘ ylgu have kjdrl:ey o(r)llive(r,g;sef_sr:b " ggep out of the reach and sight of children.

ile you are taking Clopidogre 3 ? ' not use Clopidogrel Tablets after the expiry date which is stat i

* You should tell your doctor if a surgery (including dental) is planned The me(icirglos‘rodga does not require an? s’};laeqaj storage m@g&f‘sff!s carton and on the blister after EXP.

* You should also tell your doctor immediately if you develop a medical condition that includes fever and Do not use Clopidogrel Tablets if you notice any visible sign of deteriorati
bmi;;lng unagl the skinft?haj sn;(;y appear ?js r?% pin)pfint dsc;tsc{_wiv; 9}; g@sﬁgtgwesfglélgc’l: Engegy)e tiredness N;edicines smf’ﬁ’;t be disposedy of via wasm%atey or ms»gn oldm%k your pharmacist how to dispose
confusion, yellowing of the skin or eyes (jaundice) (see section of medicines no lon ired. These measul i i

« If you cut o Injurer;'%urself. it may take longer than usual for bleeding to stop. This is linked to the way you bl res wil hep o prolect the environment.
medicine works as it prevents the ability of blood clots to form. For minor cuts and injuries e.g., cutting 6. FURTHER INFORMATION

yourself, shaving, this is usually of no concemn. Hov(l)esvgy,slll_ %°§| S'Ee g(l):r;:oseg]reg by your bleeding, you shoult w#lm Clopi Tablets contain
contact your doctor straightaway (see section 4 ‘POSSI! ) - The active substance s clopidogrel. Each film-coated tablet contains 75 mg of clopi il
. zour doctor may order blood !e?‘ts . e - gc;:tg:‘rl&ngredim m:opldog g of copidogrel (s bosta)
* You should tell your doctor or pharmacist if you notice any side effect not listed in section 4 3 lose, microcrystaliine, hydro: llulose (E463), mannitol (E421), . o
(S:IIDE EFFE(.I:_Tb" or if you notice d»:; 'a side Qﬁe(l:’ll'%els serio:sl ; acﬁ mH%dme' mactogol 6000, smam"y.T’“’W‘l"’acid o 50)(’ m) (E421), crospovidone (type A), citric
lopidogre! Tablets are not intended for use in children or adolescents. ting: Hypromeliose (E464), iron oxide red (E172), lact triaceti itani
Taking other medicines: dodo ) (E4s4), (E172), actose monohydrate, triacetin (E1518), ttanium
Some other medicines may i the use of clopidogrel or vice versa.
Please tell your doctor or pharmacist if you are taking or have recently taken any other medicines, including  What Clopidogrel Tablets look like and contents of the pack
medicines obtained without a prescription. Clopidogrel fim-coated tablets are pink, round and biconvex.

The use of oral anticoagulants (medicines used to reduce blood clotting) with clopidogrel is not recommendec  They are supplied in PVC/PE/PVDC-Alu blsters or in PAALLIPVC-Alu biisters packed in cartons containing
You should specifically tell your doctor if ;lou take a non steroidal anti-inflammatory drug, usually used to trez 14, 28, 30, 50, 84, 90 or 100 film-coated tablets. Not all pack sizes may be marketed.

painful and/or inflammatory Ifoondiiions of muscle or joian, or if(you take hepar‘in)?r any otlhetr medi:ine USEC  Marketing Authori Holder and M:

to reduce blood clotting, or if you take a proton pump inhibitor (e.g, omeprazole) for upset stomach. s 3 X
Taking Clopidogrel Tablets with food and drink gstceEI:-;ahnaéma Limited, 1 Cottesbrooke Park, Heartlands Business Park, Daventry, Northamptonshire NN11
Clopidogrel Tablets may be taken with or without food. ¥

Pregnancy and breast-feeding This leaflet was last approved in July 2010.
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PACKAGE LEAFLET : INFORMATION FOR THE USER
CoAprovel® 150 mg/12.5 mg film-coated tablets
irbesartan/hydrochlorothiazide

Read all of this leaflet carefully before wmlhﬂnﬂm‘mdlclu

»  Keep this leaflet. You may need to read it ag:

. "ywl'-vewmerwms,ukywrm pharmacist.

" ms has been prescribed for you. Do not pass it on to others. It may ham them, even if their symptoms are the same

. Hﬂdhﬁammm.wﬂmwwwﬂumnmhm in this leaflet, please tell your doctor or
phamacist.

In this leafiet:

1. What CoAprovel is and what it is used for 4.~ Possible side effects
2. Before you take CoAprovel 5. How to store

3. How to take CoAprovel 8. Further information

1. OOAPRDVE.I!AHOWTITGSUSEFOR
Domwdls a combination of two aclive substances, irbesartan and hydrochlorothiazide.
MWhamdmm:Muﬁleuummm
.-mnmmmmwmmmmnm This results in
i these receplors, causing the blood vessels to relax

and the blood pressure to lower.

Hydrochlorothiazide is one of a group of medicines (ulad thiazide diuretics) that causes increased urine output and so causes a
lowering of blood pressure.

The two active ingredients in CoAprovel work together to lower blood pressure further than if either was given alone.

CoAprovel is used to treat high blood pressure, when irbesart al provide
adequate control of your blood pressure.

2. BEFORE YOU TAKE COAPROVEL
Do not take CoAprovel
nvmnwmmm)tamummmmmmdmm

or any sulfonamide-derived medicines
nmmmm:mmmmummwmwwmmunymw see pregnancy section)
if you have severe liver or kidney problems

if you have difficulty in producing urine

If your doctor determines that you have persistently high calcium or low potassium levels in your blood.

CaAprovel should not be given to children and adolescents (under 18 years).

Take special care with CoAprovel
hlywrdnaornwolmefolmmmyw

é
1
i
%

if you suffer from lupus erythematosus (also known as lupus or SLE)
nywmmmqaﬁoﬂmnm(smmmummnwmuumm which causes.
sodium retention and, in tum, an increase in blood pressure).

e

You must tell your doctor if you think you are (or might become) pregnant. C: in early pregnancy,
Tust not be taken if you are mare than 3 months pregnant, lsllmmmmhmwmrn&ywmnmwtﬂe
oregnancy section).

You should aiso tell your doctor:

= if you are on 2 low-salt diet

= If you have signs such as abnormal thirst, dry mouth, general weakness, drowsiness, muscle pain or cramps, nausea,
'vomiting, or an abnormally fast mmmmmmlmmumlveeﬁsﬂumeriM|m(cnnumdm

CoAprovel)
» if you experience increased sensitivity of the skin to the sun with symptoms of sunburn (such as redness, itching, swelling,
more quickly than
» ifyou are going to have an operation (surgery) or be given anaesthetics

The Mmdimmmmdu mmam in mu msdeme eould produce a pomve result in an anti-doping test.

uﬂumu‘dnu
Please tell your doctor or pharmacist if you are taking or have recently taken any other medicines, including medicines obkeined
without a prescription.

Diuretic agents such as. contained In C have an effect on ather medicines, Preparations
containing lithium should not be taken with CoAprovel without close supervision by your doctor.
You may need to have blood checks if you take:
= potassium supplements . mmclemlnbmm
= salt substitutes containing potassium = medicines to control heart rhythm
potassium sparing medicines or other diuretics (water tablets) = raclings for dabeles (ora agons or insue)

.
= some laxatives = carbamazepine (a medicine for the treatment of epilepsy)
= medicines for the treatment of gout

Itis also important to tell your doctor if you are taking other medicines to reduce your blood pressure, steroids, medicines o treat

cancer, pain killes, arthritis medicines, or colestyramine and colestipol resins for lowering b'ond cholesterol.

Taking CaAprovel with food and drink

can be taken with or without food,
Due to the hydrochiorothiazide contal nodincamavel 1y0u Gk scol vl on kestnent i this mecicine, you mey e o
increased feeling of dizziness on standing up. specially when getting up from a silting position.

Prognancy and brasst -feoding

Pregnancy
You must tell your doctor if you think you are (or might become) pregnant. Your doctor will normally advise youwﬂww(lng
CoAprovel before you become pregnant or as soon as you know you are pregnant and will advise you to take another medi
instead of CoAprovel. CoAprovel is not recommended in early pregnancy, mmnnammnmmemmanmm-
pregnant, as it may cause serious harm to your baby if used after the third month of pregnancy.

Breast-feadin,
TdymdnduIlymlmmmmwmmnmbmwhdmthmmm.ﬂhm
breast-feeding, and y&xdmrmymmmnmlhrymnymmmwmnm upeddynywh-w-m

Driving and using machines
Mo siucies on the effects on the ablity to drive end use ma machines have been performed. CoAprovel is unliiely to affect your ability to
drive or use machines. However, occasionally dizziness or weariness may occur during treatment of high blood pressure. If you
experience these, talk to your doctor before attempting to drive or use machines.

cupmmmw Ilywh‘vebemmuhyywmmywmmmmoleru\celowmwgn(aglma)
contact your doctor before taking this medic

3. HOW TO TAKE COAPROVEL
Always take CoAprovel exactly as your doctor has told you. You should check with your doctor or pharmacist if you are not sure.

Dosage
The usual dase of CoAprovel i ane o two tabets  dey. CoAprovel wil usually be prescribed by your doctor when your previous
rsfment i not rechice yourbood pressure o enough. Your doctor willinstruct you how 1o switch from the previous ireatment to

moduumhlmloﬂ

CoAprovel is use. Swallow the tablets with a sufficient amount of fluid (e.g. one glass of water). chlnukacwwnlvﬂlh
or without food. Trywukaymdalydowuwmmeumehneumday Itis important that you continue to take Co/

until your doctor tells you otherwise.
memmum.mmnmmmmmdummummmmmwmm

1f you take more CoAprovel than you should
Hyou accdentaly take 160 mary tablets, contact your doctor mmediatey.

Children should not take CoAprovel
CoAprovel should not be given to children under 18 years of age. If a child swallows some tablets, contact your doctor immediately.

it you forgetto taks GaAprav
you accidentally miss. ldliydm‘witmmmxlﬂmnnom\iDolmmldo\mhdonmmkeupfmlfommdm

It you have any further questions on the use of this product, ask your doctor or pharmacist.

number 2875 engraved on the other side.

packs of 56.x 1
Not all pack sizes may be marketed.

Appendix

packs of 14, 28, 30, 56, 84, 80 or 98 film-coated tablets. Unit
also avalabie.

Warbeting Autiorastion Holder Manufacturer
(OFI PHARIA BRISTOL-MYERS SQUIBB SNC SANOFI WINTHROP INDUSTRIE
74 svenue do Fance 30-36 Gustave Eiffel
F-75013 Paris - France 37100 Tours - France
For any information about this medicine, Holder:
Belgls/Belgique/Belgien Norge
sanofi-aventis Belgi sanofi-aventis ireland Lid. sanofi-aventis Norge AS
TélTel +32 (0)2 710 54 00 Tek 4353 (0) 1403 56 00 Tif: +47 67 1071 00
Bwnrapua Istand Osterreich
Bulgaria EOOD Vistor hf, sanofi-aventis GmbH
Ten.: +359 (0)2 870 53 00 Simi; +354 635 7000 Tel: +43 160 185 -0
Coska ropublika Italla
sanofi-avents, s.1.0. sanof-aventis S.p.A. sanofi-aventis Sp. z 0.0.
Tel: +420 233 086 111 Tek: +39 02 393 91 Tel.: +48 22 260 00 00
Danmark Kimpog. Portugal
sanofi-aventis Denmark AIS sanofi-aventis . sanofi-aventis - Produtos
Ti: +45 45 1670 00 Tk +357 22 871600 X
Tel: +351 21 35 89 400
Doutschiand Latvija
‘Sanofi-Aventis Deutschiand GmbH sanof-aventis Lalvia SIA Romdeia
Tel: +49 (0)180 2 222010 Tek: +371 6733 24 51 omania SRL.
Etnr (o) Pt
Listuva
sanof-avents Estonia O0 Slovenija
Tol: +372 627 34 88 Tel +370 5 2755224 sanofi-aventls d,0.0.
Tel: + 386 1 560 48 00
EMGSa Luxembourg/Luxer!
sanofi-aventis AEBE sanofi-aventis Belgium Slovenskd reput
Tk +30 210 900 16 00 TélTel: +32 (0)2 710 54 00 arn Shoveia 475,
(Beigique/Belgien) Y5 10000
sanof-aventis, S.A. Magyarorszag SuomilFiniand
Tel: +34 93 485 94 00 .,
Tel. +36 1505 0050 PuhvTel: +368 (0) 201 200 300
France
sanofi-avents France Malta rige
Tél: 0 800 222 555 sanofi-aventis Malta Lid sanofi-aventis AB
Téranger: Tek +356 21483022 Tel: +45 (0)8 634 50 00
+33157632323

Nederland
sanofi-aventis Netherlands 8.V.
Tet: +31 (mtnsm 755

‘This loaflot was last approved In September 2011

Unitod Kingdom
sanofi-aventis
Tel: +44 (0) 1483 505 515

Detailed information on this medicine is avallable on the Agency web site:
nd yn Miles Gray Road, Basildon, Essex, 514 3R.

Trsaus

215



Talk to your doctor straight away if you notice the following serious side effect:

+ Severa stomach pain, which may reach through to your back, This could be a sign of

inflammation of the pancreas (pancrealitis). This is a very rare side eflect

Tell your doctor or pharmacist If any of the following side effects gets serious or lasts

longer than a few days:

» Constipation, feeling sick (nausea), being sick (vomiting)

* Dizziness, light i i

« Difficulty in passing water

+ Becoming dependent cn codeina

* You gat infactions or bruise more easily than usual, This couki be because of a blood
preblem.

If eny of the side effects gets sarious, lasts longer than a few days or you notice any side
effacts not listed in this leaflet, please tell your doctor or pharmacist,

5. HOW TO STORE CO-CODAMOL

Koep this medicine in a sale place out of the reach and sight of children.
Do not use this medicine after the expiry date shown on the pack.

Store your medicine in the original packaging.

Do not store above 25°C.

6. FURTHER INFORMATION

What Co-codamol 15/500 Tablets contain

+ Each Ce-codamol 15/500 Tabiet containg 15mg of codeina phosphate and 500mg of
paracetamol as the active ingredients.

* The other ingredisnts are maize starch, povidone, potassium sorbate, microcrystalline
cellulose, steark acid, stearate, talc,

» Co<codamol 15/500 Tablets are white 1o off-while capsule-shaped tablets, marked PRO
15 and scored on one side with a plain reverse. They come in cartons of 100 tablets,

The Marketing Authorisation Holder is
Zentiva, Ona Onslow Street, Guildiord, Surrey, GU1 4YS, UK

The Manufacturer is

Fawdon Manufacturing Cantre, Edgefisld Avenue, Fawdon, Newcastie upan Tyne, NE3 3TT, UK.

This leaflet was last updated in February 2011
‘Zentiva’ is a registared trademark
© Zentiva 2011

20341300
4

Take special care and check with your doctor before taking co-codamol if:

You have severe kidney or liver problems

You have problems passing water or prostate problems

You have a bowel problem such as colitis or Crohn's disease or a blockage of your bowel
You have a disease of the adrenal gland called Addison’s disease

You have a condition called myasthenia gravis which weakens the muscles

You are elderly

If you are not sure if the above applies to you, talk to your doctor or pharmacist before taking
co-codamol.

oA

Taking other medicines

Please tell your doctor or pharmacist if you are taking or have recently taken any other
medicines. This includes medicines obtained without a prescription, including herbal
medicines. This is because co-codamol can affect the way some other medicines work. Also,
some other medicines can affect the way co-codamol works.

While taking co-codamol you should not take any other medicines which contain
paracetamol.

This includes some painkillers, cough and cold remedies. It also includes a wide range of
other medicines available from your doctor and more widely in shops.

Do not take this medicine and tell your doctor or pharmacist if you are taking the
following:
+ Medicines to treat depression called MAOIs (monoamine oxidase inhibitors) or have taken
them in the last 2 weeks. MAOIs are ici such as
tranylcypramine

Tell your doctor if you are taking any of the following medicines:

Medicines which make you drowsy or sleepy (CNS depressants)

Medicines used to thin the blood such as warfarin

Chloramphenicol - an antibiotic used for infections

Metoclopramide or domperidone - used to stop you feeling sick (nausea) or being sick
(vomiting)

Colestyramine - for lowering blood cholesterol levels

+ The oral contraceptive pill

If you are not sure if any of the above apply to you, talk to your doctor or pharmacist before
taking co-codamol.

Taking co-codamol with food and drink |
You should not drink alcohol while you are taking these tablets. This is because taking
co-codamol can change the way alcohol affects you. ‘

Pregnancy and breast-feeding |
Talk to your doctor before taking these tablets if:
» You are pregnant, think you may be pregnant or plan to get pregnant ‘

= You are breast-feeding or planning to breast-feed |

Usually it is safe to take Co-codamol while breast feeding as the levels of codeing in breast
milk are too low to cause your baby any problems. However, some women who &re at
increased risk of developing side effects at any dose may have higher levels of codeine in
their breast milk. If any of the following side effects develop in you or your baby, stop taking
this medicine and seek immediate medical advice, feeling sick, vomiting, constipation,
decreased or lack of appetite, feeling tired or sleeping for longer than normal and shallow or
slow breathing. 2

etarch and purified water.

Appendix

PATIENT INFORMATION LEAFLET

CO-CODAMOL 15/500 TABLETS

Codeine Phosphate and Paracatamol

Read all of this leaflet carefully before you start taking this medicine.

Keap this leafiet. You may nead to reed it again.

If you have further questions, please ask your doclor of pharmacist.

Do not pass this medicine on to others, it may harm them, even i their symptoms are the
Same as yours.

If any of the side effects gets serious, o¢ il you nolice &ny side effects not listed in this
leafiet, please tell your doctor or pharmacist,

Your doctor may hava given you this madicine before from ancthar company. It may have
‘ooked slightly different. However, either brand will have the same effect.

In this leaflet:
" 1. What co-codamoi is and what It is used for
2. Belere you lake co-codamol
3. How to take co-codamol
4. Possibie side effects
5. How to store co-codamol
6. Further information

1. WHAT C ‘ODAMOL IS AND WHAT IT IS USED FOR

The nama of your medicine is Co-codamol 15500 Tablets (called co-cedamal throughout
this leaflet). Co-codamol contains two different medicines called codeine phosphate and
paracetamol. It belengs fo a group of icines call i and is usad 1o
freal moderate pain.

2. BEFORE YOU TAKE Ci Mt

Important things you should know about co-codamol

* Do not take for longer than your doctor tells you to

+ Taking codeine regularly for a long ime can lead to addiction, which might cause you
to feel restless and irritable when you stop the tablets

+ Taking a painkiller for headaches too often or for too long can make them worse

Do not take co-codamol and tell your doctor if:

You are gllergic 10 cadeine,

your medcine (listed in Secticn 6: Further information)
Signs of én allergic reaction include a rash and breathing problems. There can also be
sweding of the legs, amms, face, threat or tongue

You hawﬂ severe asthma altacks or severs breathing problems

You havd recently had a head injury

You have been told by your doctor that you have increased pressure in your head. Signs

or any of the other ingredlents in

of this inglude: headaches, being sick (vomiting) and blurred eyesight
* You havq recently had an cperation on your Sver, gallbladder or bile duct (biliary tract)
* You are king medicine to treat fon called MACIS oxkiase

ar have tdken them in the last 2 weeks. MAQIS are medicines such as moclobemide,
pheneizink or tranylcypramine (see ‘Taking other medicings’)

* You consyme excessive amounts of alcohol on a ragular basis

You are pregnant ¢r breast-feadi

* The 0ing to take the tablsts is under 12 years of age. Ce-codamal must not be
given to cijildran under 12 years of age

Do not take co-codamal if any of the above apply to you. If you are not sure, talk to your doctor

or ist befora taking damol. 1

Driving and using machines
You may feel dizzy or sleepy while taking co-codamol. If this happens, do not drive or use
any tools or machines.

Changing or stopping treatment
Taking co-codamol for a long time may lead to tolerance and dependence. Do not increase
the dose or suddenly stop treatment without discussing this with your doctor.

3. HOW TO TAKE CO-CODAM!

Always take co-codamol exactly as your doctor has told you. You should check with your
doctor or pharmacist if you are not sure.

+ Do not take more than the recommended dose

* Do not take for longer than your doctor tells you to

Adults and children over 15 years:

« Swallow the tablets whole with a drink of water

* The usual dose of co-codamol is 2 whole tablets, taken together
* Wait at least 4 hours before taking another dose

* Do not take more than 8 tablets in any 24-hour period

« Elderly people may be prescribed a lower dose

Children aged 12 - 15 years:
+ 1 whole tablet every 4 hours
« Do not take more than 4 tablets in any 24-hour period.

Children under 12 years: Co-codamol should not be given to children under 12 years of age.

If you take more co-codamol than you should

* Immediate medical advice should be sought in the event of an overdose, even if you feel well,
because of the risk of delayed, serious liver damage

* Remember to take any remaining tablets and the pack with you. This is so the doctor knows
what you have taken

If you have forgotten to take co-codamol

If you forget to take a dose at the right time, take it as soon as you remember. However, if it
is almost time for your next dose, skip the missed dose. Do not take two doses at or near the
same time. Remember to leave at least 4 hours between doses.

4. POSSIBLE SIDE EFFECTS

As with all medicines, co-codamol can cause side effects, although not everybody gets them.
The following side effects may happen with this medicine:

Important side-effects you should know about co-codamol

« Taking a painkiller for headaches too often or for too long can make them worse.

* Taking codeine regularly for a long time can lead to addiction, which might cause you to
feel restless and irritable when you stop taking the tablets.

Stop taking co-codamol and see a doctor or go to a hospital straight away if:

* You get swelling of the hands, feet, ankles, face, lips or throat which may cause difficulty
in swallowing or breathing. You could also notice an itchy, lumpy rash (hives) or nettle
rash (urticaria)

This may mean you are having an allergic reaction to co-codamol
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PACKAGE LEAFLET: INFORMATION FOR THE USER

_App_endi)_(

Uncommon side effects loccurs in 253 than 1 in 100 patients| are:
* Allergic reactions

* Nenusness :
[ * Sensation of pins and needles in the fingers and toes
i ®, . Veftlm TRe
}I)et rllSltOl XL4 mg « Palpitations, heart fadure, Irreaular heartoeat
«, Inability. ,?Q ematy the blackler
prolonged-release capsules, hard P’“RMKM + Chestpain -
* Memory impairment
Torerodine Additional reacticrs reported include severe allergic reacticns, confusion, halucinations,
increased heartrate, flushed skin; heart burn, vomiting, angioedema dry skin, and
Read all of this leaflet carefully before you start using this medicine. discrientation. There have also been reports of vorsening symptoms of dementia

Keep this leaflet, You may need to read it again.

If you have any further questions, ask your doctor or pharmacist.

This medicine has been prescribed for you. Do not pass it on to others. It may
harm them, even if their symptoms are the same as yours. )

If any of the side effects get serious, or if you notice any side effects not listed
in this leaflet, please tell your doctor or pharmacist.

In this leaflet:

1. What Detrusitol XL is and what it is used for
2. Before you take Detrusitol XL

3. How to take Detrusitol XL e b

4. Possible side effects

side

5. How to store Detrusitol XL
6. Further information

1. What DETRUSITOL XL is and what it is used for
The active substance in Detrusitol XL is tolterodine. Tolterodine belongs to a class
of medicinal products called antimuscarinics.

D

etrusitol XL is used for the treatment of the symptoms of overactive bladder

syndrome. If you have overactive bladder syndrome, you may find that:

you are unable to control urination,
;'ou needI to rush to the toilet with no advance warning and/or go to the toilet
requently.

2. Before you take DETRUSITOL XL

0 not take Detrusitol XL if you:
are allergic (hypersensitive) to tofterodine or any of the other ingredients in
Detrusitol XL

are unable to pass urine from the bladder (urinary retention)

have an uncontrolled narrow-angle glaucoma (high pressure in the eyes with loss
of eyesight that is not being adequately treated)

suffer from myasthenia gravis (excessive weakness of the muscles)

suffer from severe ulcerative colitis (ulceration and inflammation of the colon)
suffer from a toxic megacolon (acute dilatation of the colon).

- . oo
if you have difficuities in passing urine and/or.a poor stream of urine
gf You have a gastro-intestinal disease that affects the passage and/or digestion

If you suffer from kidney problems (renal insufficiency)
ﬁ ftion.

in patients being treated for dementia.

If any of the side effects gets serious, or if you notice any side effects not ksted in
thisleafiet, please tell your do;uor ar pharmacist

5. How to store DETRUSITOL XL I ,
Keep Detrusitol XL out of the reach and sight of chitdren,

00 not use Detrusitol XL after the expiry date which Is stated on the label/carton.

The expiry data'refers'to the last day of that month.
Do not store above 30°C.

Bottle: Store in the original container.

Blisters: Keep the bister in the ?u?gr grton. se

Medicines should not be disposed of via wastewater or household waste, Ask your
pharmacist how to dispese of medicines no longer required. These measures will
nelp to protect the environment.

6. Further information

What Detrusitol XL contains

The active substance in Detrusital XL 4 mg prolonged-release capsules is 4/ ma of
toltercdine tartrate, equivalent to 2.74 mg of twiterodine.

The other ngredients are:

Capsule contents: Sugar spheres lcontaining sucrose and maize starch), hyoromeliose

gisc Sur%llease E-7-19010 {containing ethyicelluloss, medium chain triglycerides and
acidl.

Capsule shefi: Gelating and colourants.

Blue 4 mg prolonged-release capsule: Indigo carmine (E132) and titanium dicxide
[E171).

Printing ink: Shellac glaze, titanium dioxide (E177), propylene glycol and ginj'eg’c?_e:
What Detrusitol XL looks like and contents of the pack X .
Detrusitol XL is 3 hard prolonged-release capsule designed for once daily dosing,
Detrusitol X 4 mo prolonaed-release capsules ane bik ithavhite printing
Isymbol and 4).

Detrusitol XL 4 mg prolonged-release capsules are available in the foliowing pack
sizes: 2 .

* If you'have a liver conditi 50 Blister packs containing:
*.If you suffer from neuronal disorders that affect your blood pressure, bowelor ¢+ :dwgﬁ;'gﬁsgﬁea%%
Sexual function (any neuropathy of the autonomic nervous system) « 28 prolonged-release capsules
¢ If you have a hiatal hernia (herniation of an abdominal organ) « 49 prolonged-release capsules T
* If you ever experience decreased bowel movements or suffer from severe * 84 prolonged-refease capsules
constipation (decreased gastro-intestinal motility) » 93 prolonged-release capsules
* If you have 3 heart condition such as: » 280 prelonged-release capsules
* an abnormal heart tracing (ECG); And bottles containing 30, 100 and 200 capsules.
* aslow heart rate (bradycardia); Hospita! packs are bie in packs of 80, 160 and 320 capsules.

* relevant pre-existing cardiac diseases such as:
- cardiomyopathy (weak heart muscle)
- myocardial ischaemia (reduced blood flow to the heart)

Piease note that not all the above pack sizes may be marketed.
Marketing authorisation holder and manufacturer
er:

- arrhythmia (irregular heartbeat) Marketing authcrisation hokd
- and heart failure Pharmacia Limited

* If you have abnormally low levels of potassium (hypokalaemia), calcium Remsoat Road

(hypocalcaemia) or magnesium (hypomagnesaemia) in your blood, ?ﬂ: e

Talk to your doctor or pharmacist before starting your treatment with Detrusitol XL c-e}ﬁ 9Ny

if you think any of these might apply to you. UK

Taking other medicines Manufacturer:

'Taoc;llgrocctjsm, the active substance of Detrusitol XL, may interact with other medicinal Ffizer Italia 5.1

roducts.

Localita Marino del Trento

It is not recommended to use tolterodine in combination with: 65100 - Ascoll Piceno (AR

* some antibiotics (containing e.g. erythromycin, clarithromycin) b
« medicinal products used for the treatment of fungal infections (containing e.g. This medicinal product is authorised In the Member States of the EEA under the
ketoconazole, itraconazole) following names:
« medicinal products used for the treatment of HIV. Detrusitol %e;um Austria, Belgium, Luxembourg, Denmark, Germany, iceland, Itaty
e o) [kard: Austra, Beigun emo { A

Detrusitol XL should be used with caution when taken in combination with:
* medicines that affect the passage of food (containing e.g. metoclopramide and

Detrusitol SR: Finlanc Greece, Ireland, Netherlands, Norugy, Swecen
cisapride)

petrusitol L.P. France,

* medicines for the treatment of irregular heartbeat (containing e.g. amiodarone, Detrusitol Neo: Spain

soﬁalol, qugnidine, procainamide) Detrusitol XL
* other medicines with a similar mode of action to Detrusitol XL (antimusearinic - Tnis leaflet was last approved in Septembar 2010
properties) or.medicines with an oppasite mode of action to Detrusitol Xt (cholinergic s

properties). Ask your doctor if you are unsure. NY 43 1K

Please tell your doctor if you are taking or have recently taken any other medicines,
including medicines obtained without a prescription.

Taking Detrusitol XL with food and drink
Detrusitol XL can be taken before, after or during a meal.

ey T
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Dulcolax

5 mg Gastro-resistant Tablets
bisacodyl

Package leaflet:
Information for the user

Read all of this leaflet carefully because it contains

important information for you.

‘This medicine s available without prescription. You need

to take DULCOLAX Tablets as instructed in this leaflet to

get the best results from .

+ Keep this leaflet. You may need to read it again

+ Ask your pharmacist if you need more information or
advice

+ You must cantact your pharmacist or doctor if your
symptoms worsen or do not improve after five days
treatment

* If a side effect oceurs and gets troublesome, or seems
serious to you, or if you experience any side effect not
listed in this teaflet, please tell your pharmacist or doctor

In this leaflet:
1. What DULCOLAX Tablets are and what they are used
for

2. Before you take DULCOLAX Tablets

3. How to take DULCOLAX Tablets

4, Possible side effects

5. How to store DULCOLAX Tablets
__6 Further information =
1. WHAT DULCOLAX TABLETS ARE AND WHAT THEY

ARE USED FOR

*+ DULCOLAX Tablets contain 2 medicine called bisacodyl.
This belongs to 2 group of medicines called laxatives

+ DULCOLAX Tablets are used for relief of constipation

* DULCOLAX Tablets can also be used in a hospital to
empty a person's bowel before child birth, surgery or
radiological investigations

* DULCOLAX Tablets gently stimulate the muscles of the
bowel (large intestine). This brings predictable, ovemight
relief from constipation, helping to return the body to its
natural thythm

+ DULCOLAX Tablets are gastro-resistant tablets which
have a special coating that helps to ensure the medicine
works only where it is needed

What is constipation?
Normal and regular bowel movement is important for
most people. However, what is "normal and regular” varies
from person to person. Some may have a bowel movement
every day, others less often. Whatever it is like for you, itis
best that your bowel movement has a regular pattern.

+ Constipation is an occasional problem for some
people. For others, it may happen more often

It happens when the normal muscle actions in the bowel
(large intestine) slow down. This can mean that material
s not easily eliminated from the body

®©

The cause of ce-uuyauun Is often not known. It can be
associated wit

- Sudden m.nge of diet

« A diet with not enough fibre

+ Loss of ‘tone’ of the bowel muscles in older people

« Pregnan

* Medicines such as morphine or codeine

« Having to stay in bed for a long time

« Lack of exercise

Whatever the cause, constipation can be uncomfortable. It
may make you feel bloated and heavy or generally *off
colour". Sometimes it causes headaches.

These healthy tips are recommended to try to prevent

constipation happening:

+ Eata balanced diet including fresh fruit and vegetables

+ Drink enough water so that you do not become
dehydrated

* Keep up your exercise and stay fit

+ Make time to empty your bowels when your body tells
you

2. BEFORE YOU TAKE DULCOLAX TABLETS

Do ot take DULCOLAX Tablets if:

+ You are allergic (hypersensitive) to bisacodyl or any of
the other ingredients in the product (listed in Section 6:
Further information)

* You are intolerant to or cannot digest some sugars (as
the tablet contains a small amount of lactose and
sucrose)

« You have severe dehydration

* You have a bowel condition called “ileus” (in the small
intestine)

* You have a serious abdominal condition such as
appendicitis

. You havt severe abdominal pain with nausea and

« Youhave a blocked boveel (intestinal obstruction)
+ You have inflammation of the bowel (small or large
intestine)

Do not take this medicine if any of the above applies to
you. If you are not sure, talk to your pharmacist or doctor
before taking this medicine.

Taking other medicine:

Please tell your pharmacist or doctor If you are taking or
have recently taken any other medicines, including
medicines obtained without a prescription. This Includes
herbal medicines. This is because DULCOLAX Tablets can
affect the way some other medicines work. Also, some
other medicines can affect the way DULCOLAX Tablets
works,

In particular, tell your doctor or pharmacist if you are
takiny

ing:
* Water tablets (diuretics) such as bendrofluazide or
furosemide (frusemide)

+ Steroid medicines w:h as prednisolone

1 you are not sure If any of the above applies to you, talk
to your pharmacist or doctor before taking DULCOLAX
Tablets

Pregnancy and breast feeding
Talk to your pharmacist or doctor before taking
DULCOLAX Tablets if you are pregnant, planning to
become pregnant or are breast feeding.

Driving and using machines

Some people may feel dizzy or faint while taking this
medicine. If this happens to you, wait until these feelings
go away before driving or using machines

3. HOW TO TAKE DULCOLAX TABLETS

1f this medicine is from your doctor or pharmacist, do
exactly as they have told you. Otherwise, follow the
Instructions below. If you do not understand the
instructions, or you are not sure, ask your pharmacist or
doctor.

As with all Laxatives, DULCOLAX Tablets should not
be taken every day for more than five days. If you
need laxatives every day, or if you have abdominal
pain which does not go away, you should see your
doctor.

Taking this medicine

+ swallow the tablets whole with water

+ Milk, antacids or proton pump inhibitors (medicines
which reduce stomach acid) should not be taken within
‘one hour befare or after taking DULCOLAX Tablets. This
is because they will stop the DULCOLAX Tablets from
working properly

Adults and children over
Take one or two tablets (5 to 10 mg) daily before
bedtime

Appendix

4. POSSIBLE SIDE EFFECTS

Like all medicines, DULCOLAX Tablets can cause side
effects,although not everybody gets them. The following
side effects may happen with this medicine:

Rare side effects (affect less than 1in 1000 people)

+ Severe allergic reactions which may cause swelling of
the face or throat and difficulty in breathing or dizziness.
f you have a severe allergic reaction, stop taking this
medicine and see a doctor strmgm away.

« Colits of the
abdominal pain and diarrhoea)

« Dehydration

+ Allergic reactions which may cause a skin rash

+ Fainting

Uncommon side effects (affect less than 1in 100 people)
+ Blood in the stools

* Vomiting

*+ Abdominal discomfort

« Disomfory inside and around the back passage

+ Dizzit

Common side effects (affect less than 1 in 10 people)
Abdnmmal cramps or pain

+ Diarthoe:

. Nlusea

1f a side effect occurs and gets troublesome or seems
serious to you, or if you experience any side effect not
listed in this leaflet, please tell your pharmacist or doctor.

5.HOW TO STORE DULCOLAX TABLETS.

* Keep this medicine out of the sight and reach of children

* Do not take DULCOLAX Tablets after the expiry date
which is stated on the carton and blister after EXP. The
expiry date refers to the last day of that month

+ Do not stare above 25°C

« Keep the blister strip within the outer carton

* Medicines should not be disposed of via wastewater or
household waste. Ask your pharmacist how to dispose of
medicines no longer required. These measures will help
to protect the environment

6. FURTHER INFORMATION

+ The other ingredients are: lactose monohydrate, maize
21 mg per tablet),

“Ifyou it DULCOLAX Tablets before, What DULCOLAX Tablets contain
start with ane tablet and increase to two f necessary + Each tablet contains 5 mg of bisacodyl as the active
+When your bowel regularity has returned to normal, ingredient
the dose can usually be stopped
starch, sucrose
glycerol, magnesium stearate, talc (E553b), acacia
Childre: between 4 and 10 years

n
DULCOLAX Tablets should only bé given to children
between the ages of 4 and 10 if recommended by a
doctor. The usual dose for children is:

«One tablet (5 mg) daily before bedtime

Children under 4
DULCOLAX Tablets are not recommended for children
under 4 years.

How much to take
If you take more DULCOLAX Tablets than you should

1f you take more of this medicine than you should, talk to a
doctor or go to a hospital straight away. Take the medicine
pack with you; this is so the doctor knaws what you have
taken,

If you have any questions on the use of this product, ask
your pharmacist or doctor.

Boehringer
Ingelheim

(powdered), white beeswax (E901), shellac (E904),
carnauba wax (£903), titanium dioxide (E171), yellow
iron oxide (€172), methacrylic acid-methyl methacrylate
copotymer, castor oil and macrogol 6000

What DULCOLAX Tablets looks like and contents of
the pack

DULCOLAX Tablets are yellow. They are available In packs
of 10, 20, 30, 40, 50, 60, 80 and 100. Not all pack sizes
may be marketed.

The Marketing Authorisation is held by:
Boehringer Ingelheim Limited,

Consumer Healthcare,

Ellesfield Avenue, Bracknell, Berkshire
RG12 8YS, United Kingdom.

DULCOLAX Tablets are manufactured at:
Delpharm Reims SAS.

10 Rue Colonel Charbonneaux

51100 Reims,

France.

This leaflet was revised in February 2011.

® Registered trade mark

20091221

© Copyright Boehringer Ingelheim Limited 2011
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Package Leaflet: Information for the User

@GlaanmithKline

Lamictal® 25 mg, 50 mg, 100 mg, 200 mg tablets

Lamictal®

25 mg, 50 mg, 100 mg, 200 mg tablets
lamotrigine

Read all of this leaflet carefully
before you start taking this
medicine.

Keep this leaflet. You may need
to read it again.

If you have any further questions,
ask your doctor or pharmacist.
This medicine has been prescribed
for you. Do not pass it on to
others. It may harm them, even

if their symptoms are the same

as yours.

If any of the side effects gets
serious, or if you notice any

side effects not listed in this
leaflet, please tell your doctor or
pharmacist.

igine

lamotr

3 How to take Lamictal

In this leaflet

What Lamictal is and what it is used for
Before you take Lamictal

How to take Lamictal

Possible side effects

How to store Lamictal

o v s W N

Further information

Other formats:

To listen to or request a copy of this leaflet in Braille, large

print or audio please call, free of charge: |

0800 198 5000 (UK only) |

Please be ready to give the following information:

Product name Lamictal 25 mg tablets |
Lamictal 50 mg tablets
Lamictal 100 mg tablets
Lamictal 200 mg tablets

Reference number 00003/0272

This is a service provided by the Royal National Institute of

Blind People.

1 What Lamictal is and what

it is used for

Lamictal belongs to a group of medicines called

anti-epileptics. It is used to treat two conditions - epilepsy and

bipolar disorder.

Lamictal treats epilepsy by blocking the signals in the brain

(hat trigger epileptic seizures (fits).
For adults and children aged 13 years and over, Lamictal
can be used on its own or with other medicines, to treat
epilepsy. Lamictal can also be used with other medicines
to treat the seizures that occur with a condition called
Lennox-Gastaut syndrome.

*  For children aged between 2 and 12 years, Lamictal can
be used with other medicines, to treat those conditions.
It can be used on its own to treat a type of epilepsy called
typical absence seizures.

Lamictal also treats bipolar disorder

People with bipolar disorder (sometimes called manic
depression) have extreme mood swings, with periods of
mania (excitement or euphoria) alternating with periods of
depression (deep sadness or despair). For adults aged 18 years
and over, Lamictal can be used on its own or with other
medicines, to prevent the periods of depression that occur in
bipolar disorder. It is not yet known how Lamictal works in
the brain to have this effect.

Appendix

2 Before you take Lamicta

Do not take Lamictal:

i you are allergic (hypersensitive) to lamotrigine ¢
of the other ingredients of Lamictal (listed in Secti

If this applies to you:

= Tell your doctor, and don't take Lamictal.

Take special care with Lamictal

Your doctor needs to know before you take Lamictal:
if you have any kidney problems

« if you have ever devcloped a rash after takln? lam
or other medicines for bipolar disorder or epileps|

+ ifyou ever developed meningitis after taking Iam
(read the description of these symptoms in section
this leaflet: Other side effects)

* if you are already taking medicine that contains
lamotrigine.

If any of these applies to you:

= Tell your doctor, who may decide to lower the dot
that Lamiaal is not sui\able for you.

ially serious reacti

A small number of people takmg Lamictal get an aller¢

reaction or potentially serious skin reaction, which maj

develop into more serious problems if they are not trei

You need to know the symptoms to look out for while

are taking Lamictal.

- Read the description of these symptoms in Sectiol
this leaflet under ‘Potentially serious reactions: ge
doctor’s help straight away',

Thoughts of harming yourself or suicide
Anti-epileptic medicines are used to treat several cond
indluding epilepsy and bipolar disorder. People with bi
disorder can sometimes have thoughts of harming the:
or committing suicide. If you have bipolar disorder, you
be more likely to think like this:
when you first start treatment
* if you have previously had thoughts about harmin
yourself or about suicide
if you are under 25 years old.

Always use Lamictal exactly 35 your doctor has told .

you to, Check with your doctor or pharmacist if you're
not sure,

How much Lamictal to take
1t may take a while to find the best dose of Lamictal
4ov you. The dose you take will deperd on:
your age
* whether you are taking Lamictal with athes
medicines
*  whether you have any kidney or liver problems,
Your doctor will prexcribe a low dose ta start, and
gradually increase the dose aver a few weeks until you
reach a dose that works for you {atled the effective
dose). Never take more Lamictal than your doctor tells
you to.
The usual effective dose of Lamictal for adults and
children agec 13 years or over Is between 100 mg and
400 mq each day.
Foe children aged 2 to 12 years, the effective dose
depends on their bady weight - usually, it's between
1 mg and 15 mg for each kilogram of the child's
weight, up to a maximum of 400 mg daily.
Lamictal is nat recommended far chilcren aged under
2 years,

How to take your dose of Lamictal

Take your dose of Lamictal once or twke 3 day, as your
docor advises. It can be taken with or without food.
Yeur doctor may also advise you to start or stop
taking other medicines, depending on what condition
you're being treated for and the way you respond to
tréatment,

Swallowr your tablets whale. Don't break, chews or
crush them

Abesays take the full dose that your doctor has
prescribed. Newer take anly part of a tablet

If you take more Lamictal than you
should

< Contact a doctor or pharmacist immediately. 11
passible, show them the Lamictal packat,

Someane who has taken too much Lamictal may have

any of these symptoms:

*  rapx, uncontroflable eye movemsents ()

»  dumsiness and lack of co-ordination, a
thelr balance (atavia)

*  less of consciousness or coma.

If you forget to take Lamictal

Don't take extra tablets or a double dose to make up

for a forgotten dose.

If you have missed taking a dose of Lamictal:

= Ask your doctor for advice on how to start taking
it again. It’s impartant that you do this.

Don't stop taking Lamictal without

advice

Larnictal must be taken fer as long as your doctor
recomnmeands. Don't stop unless your doctor advises
you fo.

If you're taking Lamictal for epilepsy

To stop taking Lamictal, itis important that the dose
Is reduced gradually, over about 2 weeks. If you
suddenty stop taking Lamictal, your epilepsy may come
back or get woese.

aQmus)
ecting

If you're taking Lamictal for bipolar

disorder |
Lamictal may take some time to work, so you are
unlikely to feel better straight away. If you stop
taking Lamictal, your dese will not need to be reduced
gradually, But yeu should still talk to your dector first,
il you want to stop taking Lamictal.
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4 Possible side effects

Like all medicines, Lamictal can cause side effects, but
not evérycne gets them,

Potentially serious reactions: get a

doctor's help straight away

A small number of people taking Lamictal get an
allergic reaction or potentially seriaus skin reaction,
which may develop inte more serious prodlems if they
are not treated.

These symptonss are more likely to happen during
the first few months of treatment with Lamktal,
espedially if the starting dose is too high or if the
dose s increased too quickly, or if Lamictal is taken
with another medicine called valproate. Some of the
Symptoms are more common in children, so parents
should be especially careful to watch cut for them.

Symgtoms of these reactions include:

* skin rashes or redness, which may develop

into severe skin reactions induding widespread

rash with blisters and peeling skin, particularly

eccurring around the mouth, nose, eyes and

genitaks {Stevens-fohnson syndrome), extensie

peeling of the skin (more than 20% of the body

surface ~ taic epidermal necrofysisy

4 sore mowth or eyes

* 2 high temperature (fever), flu-like symptons or
drowsiness

*  swelling around your face, or swollen glands in
your rack, aempit or groin

*  unexpected bleeding or bruising, or the fingers
turning blue

*  asore throat, or mare infections fsuch as colds)
than usual

In many cases, these symptoms will be signs of less

seripus side effects. But you must be sware that they

are potentially serious and can develop into more

serious problemss, such as argan failure, i they are not

treated. If you notice ary of these symptoms:

= Contact a doctor immedistely. Your doctor may
gexide to carry out tests on your liver, kidneys or
blocd, and may tell you to stop taking Lamictal.

Very common side effects

These may affect more than 1in 10 people;

*  headache

*  feeling dizry

* feeling sleepy or drowsy

*  dumsiness and lack of co-cedination (ataxia)
¢ double vision or blurred vision

*  feeling sick (nawses) o being sick {womiting)
* sxinrash

Common side effects

These may affect up 1o 1 in 10 people:

o aggression of irritability

r3pid, uncontroliable eye mavements (nystagmus)

shaking or tremors

difficulty in sleeping

diarrhoea

dry mouth

feeling tired

*  painin your back ar jeints, or elsewhere

Rare side effects

These may affect up to 1in 1,000 people:

¢ itchy eyes, with discharge and crusty eyelids
(conjunctivitis}

*  asewere skin reaction {Stevens-/ohnsan syndrome:

see ako the infarmation at the beginning of
Section 4).

Very rare side effects

These may affect up to 1in 10,000 pecple:

¢ hallucinations (‘seeing’ ce "haaring’ things that
aren't really there)

« confusion or agitation

¢ feelng wobbly' or unsteady when you move about

Appendix

*  uncontroliable body movements (tics),
uncontrofable muscle spasms affecting the eyes,
head and tersa (chareaathetasis), or other unususl
body movemants such as jerking, shaking o stiffress

*  asovere skin reaction (tawic epidermal necrolysis;
see also the information at the beginning of
Section 4)

* inpeople who already have epilepsy, seizures I

3

happening mare often
changes in liver function, which will show up in
blocd tests, or liver failure
*»  changes which may show up in bleod tests
~including reduced numbers of red blood cells D
fanaemis), reduced numbers of whito blood th
<ells fleucopenia, neutrapenia, agranvlo-cytosis),  th
reduced numbers of platelets {thrombacytopenial, 13
reduced numbers of 3l these types of cell @
(pencytopenia), and a disorder of the bone i
marrow called aplastic anaamia d
a serious disarder of blood cletting, which !
<an cause unexpected bleeding or bruising
L

wlar

f :
. 3 hi?h temperature (fever)
*  swelling around the face (oedems) or
swollen glands in the neck, armpit or groin
{ymphadenopathy}
¢ in people who already have Farkinson's disase,
worsening of the symptoms.

Other side effects

Other side effects have occurred in a small number of
people but their exact frequency & unknown:

A group of symptoms together mduding: fever,
nausea, vomiting, headache, stiff neck and extrame
sensitivity to bright light. This may be caused by an
inflzmmaticn of the membeanes that cover the brain
and spinal cerd {meningitis),

These symptoms usually disappear once treatment

is stoppad hawever If the symptoms continue or get
worse contact your doctor.

6 Further information :

If you get side effects

- If any of the side effects becomes severe or
troublesome, or if you notice any side effects not
listed in this leaflet please tell your doctor or
pharmacist.

5 How to store Lamictal

Keep Lamictal out of the sight and reach of children.

Do not use Lamictal after the expiry date shown on
the blisters, carton or bottle. The expiry date refers to
the last day of that month.

Lamictal does not require any special storage
conditions.

If you have any unwanted Lamictal tablets, don't
dispose of them in your waste water or your household
rubbish. Take them back to your pharmacist, who

will dispose of them in a way that won't harm the
environment.

What Lamictal tablets contain
The active substance is lamotrigine. Each tablet
contains 25 mg, 50 mg, 100 mg or 200 mg lamotrigine.

The other ingredients are: lactose monohydrate,
microcrystalline cellulose, povidone K30, sodium
starch glycolate (Type A), iron oxide yellow (E172) and
magnesium stearate.

What Lamictal tablets look like and

contents of the pack

Lamictal tablets (all strengths) are square with
rounded corners, and pale, yellowish brown in colour.
Not all listed pack sizes may be marketed.

Lamictal 25 mg tablets are marked ‘GSEC7' on one side
and ‘25’ on the other. Each pack contains blisters of 14,
21, 28, 30, 42, 50, 56 or 100 tablets.

Lamictal 50 mg tablets are marked ‘GSEE1’ on one side
and ‘50" on the other. Each pack contains blisters of 14,
28, 30, 42, 56, 90, 98 or 100 tablets.

Lamictal 100 mg tablets are marked ‘GSEE5’ on one
side and '100’ on the other. Each pack contains blisters
of 28, 30, 42, 50, 56, 60, 90, 98 or 100 tablets.
Lamictal 200 mg tablets are marked ‘GSEE7’ on one
side and ‘200’ on the other. Each pack contains blisters
of 28, 30, 42, 56 or 100 tablets.

|

Marketing Authoris

Manufacturer
Marketing Authorisation H
Stockley Park West, Uxbrid:

Manufacturer: GlaxoSmitht
Ul. Grunwaldzka 189, 60-32

If you have any other ques
contact a doctor or pharm
the British Epilepsy Associe
them for you. You can tele
Information Centre free fr
country on 0808 800 5050
Anstey House, Gate Way C
LS19 7XY

Leaflet date: June 2011
Lamictal is a registered trac

! GlaxoSmithKline group of «

© 2011 GlaxoSmithKline gt

@GlaxoSmith Kline
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PACKAGE LEAFLET: INFORMATION FOR THE USER
Lercanidipine HCI 10 mg film-coated tablets
Lercanidipine HCi 20 mg film-coated tablets

lercanidiping pdrochionde

READ ALL OF THIS LEAFLET CAREFULLY BEFORE
YOU START TAKING THIS MEDICINE:

Kizp this kaaflst. You may nesd 0 read it egein

= M you hawe asy further quastions, ask your doctor or
phamast

- This mediting kas tezn prascrided for you. 0o nol ass it 0y
t othzrs. It may heem tham, even H thelr symptoms &z the
wneaswms

fi0ss, or
mmisﬁmmmﬂ!& please tell yoor doctoe or

1. WHAT LERCANIDIPINE HCI IS AND WHAT IT
B IS USED FOR

Lereanidipine HCI belongs % a greup of mulnms calbd
Cakism  Channel Blockirs (ditmdrcpy

TAKE SPECIAL CARE WITH LERCANIDIPINE HCL
AND TELL YOUR DOCTOR IF:

* You hawe oadain other Beart conditions & you have 2
gazemabar or have pre-svisting angina

* You hawe probis wih your Fver ar kidneys or you are en
dahysis.

USING OTHER MEDICINES

Piease el your doztor or pharmacist &

* You are takieg or ae recenty taken asy othar madicings,
including maddnzs obtaned without 2 pressripton

* Yeu are tiing betrtiockrs g meloproll, dhuretics {ucty

* Yeu zr2 tzhing cmetidinz (more then 820 mg, 2 medicing for
wleess, mdigeston, or heartbum)
* You re king dadin (3 aedicing Iy real a beart peediem)

Mults: Th: 1z dee2 5 10 my fim-ooetes tadlet dally at the
sam: Sme exch day, preferebly In the morning at Jeast 15
ninales beloce breakfast, Because a high fat meal signficantly
mmsauwdlmlwaedmn Yeor doctor may adise you

K120 mg Sim-costed

Tabier daty, if neded,
The tadizts shoukd prefirsbly te swalowed whale with same
water.

Bxdorly: Ko adustmant of the daily dose is required. Howevar,

Patieats with liver ar kideey problems: szecil care is meaded
i startng Irealment in thes2 patients and an ncreass in daiy
0052 %0 20 g Sh0ufd be azproached wth caution,

Chiléren: - This meditinz showd not be wszd 1 chiliren mder
18 years of 492,

1F you have any Surfrer questions on tha sss of this preduct ask
YOur decnr.

IF YOU TAKE MORE LERCANIDIPINE HCL THAN
YOU SHOULD

scribed dose

* You zre taking mdzzolam (3 tht heles you skezp)
= Yeu are aking rifampicn {2 medicne to treet tubercoksis)

dthe p

—T

dhrgies) lmwamnmlmanscﬂhadnmmhﬂu\mm
* You ars teking org foireala  oveetes?, sk T possib:, fak
fast heart Beat} your tadlsts nd'er te canbaiees with you
* You ire aking phenytoin o cartananpine (mxdiines for
epllapsy). You dostor your Dzeding he correct dosage may cause bood pressure to
onre frezunty than usual Beceme 100 low, end the heart to beat irzguéerly or fesier. It
may akso kad to nconscipssness,
DRINK IF YOU FORGET TO TAKE LERCANIDIPINE HCL

*+ Patients shoutd net consame aiochol during treatmest with

wwwmwswmmmumnmmbo
known as bygertensica in adatts ovar tha aga of 18 years (itis
ol resommentdd for children under 18 years o).

2. BEFORE YOU TAKE LERCANIDIPINE HCL

D0 NOT TAKE LERCANIDIPINE HCL AND TELL YOUR
DOCTOR IF:

o 4 37y ofer ingradients of Lercanidizing HC taklats

* Yo have kad dllergic reaztions to drugs cosely ralated 1o
Lercaridipie HOI tzblets ( such as amiodpine, nicardiping,
felodiping, isadipine, nizdpine or lacidpine)

* I'you e suffering from oartzin heart dissases:
0 Untreated hean fadure
0 Qestruction % fiow of biood from e heart
0 Usstatle angina (angina at rest or progressiitly ncreasing)
0 Within cae meath of hea attack

* You have szvere bver or kidaey preblams

* You ane Sakieq drogs thert are inhibiors of CYPRM iceszyme:

e HOI tablets sincs R may incease the effent of
Lercasidpiee HCI tadiets
+ Patients should not take grapefruit or grpedruit juice.

PREGNANCY AND BREAST FEEDING

Donct s HOHY east-foading,
o yoz wish % become pragnart or # you are mal using sy
conlraceptve mittod

1 yeu are 1ahing Lerasidiping HCE and think thet you may te
peegrart, consuit your doctor.

DRIVING AND USING MACHINES

s

wzknzss and tradness. Do not érive o sse mazhings witi you
Imow haw Lercanidiping HO! atfects you.

INFORMATION ABOUT SOME INGREDIENTS. OF
LERCANIDIPINE HOL:

0 AntRunga madicings (such as
0 Macrofde  antitiotkes (szch 35 enthremycn oo
troleandommying
0 Antivials (S400 35 rRR0avr)
mm * Youare tating another druy called chhosporin o cytiosporn
(wsnd atwr rarsplants Lo grevent organ rejection)
* With grapetnif of gragetr jlics.

™= Do net use if you are pregrart or breastfosding (see sxclion
Pragancy and Breastfeading for move information),

Tf your doctor

mmmmwm o

100 forget 8 %k your tatlet simply miss hal dzs2 and then
00 0 2 befor. 20 sl t2h2 3 couble dess,

IF YOU STOP TAKING LERCANIDIPINE HCL

If yoz stop taking Levaridpine HC! your blzod pressure may

* increase again. Please consalt your doztor before stopping the

treztment.
If you have zny turth:r questions on the us2 of this product, ask
your dockee ar phamacis!,

4. POSSIBLE SIDE EFFECTS

Like all madcires, Lercanidgine HO! can cause side effacts,
athosgh nol evesytody gets Bem.

$ame sida effzcts can be serieus:

¥ yea expariznce any of thess side effests lell yoar doclor
slraight away.

g gabiss MBRsDgtia syl cotst out dctor

3, HOW T0 TAKE LERCANIDIPINE HCL

Aways take Lercanidiping HOI mactly a5 your 0actor has told
00, You SRoU chesk wilh yeur dacior of pharmanist £ you are
not swe,

0 A

Rarz thar 1 culef 1000
{thest pain dua to lazk of binod to your heart).

Yery rare (sttacting %55 than 1 out of 10,000 patients): chest
gdn, &b in blod presswe, teinsng and alkerglc reactions
{sywploss iscude itching. rash, hives).

1 you seffer fsom pez axisting asgiaa pactoris, with the growp of
medicines % which Lorcasicipne HO! bekoags, yox may
axpanience nereassd fraqueacy, duralion or seveity of Ihase
altacks. Esolfed cases of haar amack may bz osanved,
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Other possible sige etfects:
Uncommen (affecting less than 1 cat of 100 patiertsy
heatache, duiess, Sslee heat beats, palpilators (teart
pownding or racing), suaden radzening of the face, seck ar
upper chest, znkl2 sweling.

flara (atiacting bess than 1 out of 1000 patiards]: slzephess,
Jozing sick, vomiting, hearfzum, stomech pain, darrhoea; skin
“ash, mustie (i, pssage of lrge amosnts of urin?, trednzes.

sty carg {affocting Sess fhan 1 cat of 10,000 pabients): swelling
o ques, chingss in Ier funclica (detested by blood wsls),
increzs? in the ussel number of $mes on2 wriates.

Iamy of the side effests pels serius, of il you netice say side
eflects nat Bsled in this leatiet, plzase 1ell your doctar o
pharmasist.

5, HOW T0 STORE LERCANIDIPINE HCL
Keep oal of e reach and sight of children

Do not es Larcaridipisa HCI afer the exgiry dats, which is
stated 00 e Fabel, carkon and on Hister. The wpicy dale r2lers
1o the lzst day of that month.

Store 1 the original packaga is order tn protect dom light axd
eishure. The eeiginal packags sheukd b kept i 2 dry plaze,

Madicnes stoudd nct be disposed of via wastewanar of
hougeokd wasle, Ak your pharmacis how b dispose of
medicnes no kogar required, Thess measwees wil help b
protect the environment.

6. FURTHER INFORMATION

WHAT LERCANIDIPINE HCL CONTAINS 3

The active substince is: lercanidpie hydrochiarids 10 mg

which & equivakrt to 94 mg of krcaridipise or lescanidipne

hydrochiorde 20 mg which is equivaieat 1o 183 mg of

lercanidiping.

The diher ingrediares are:

m tablel: Betose monindrahe, mczocryshaling oxluiose,
h glyolate, powidene K30

Film ceating: typeomelkoss, te, Haium dioode (E171),

matz0g0l 003, and fiexric aeide (E172)

WHAT LERCANIDIPINE HCL LOOKS LIKE AND
CONTENTS OF THE PACK

Lerceniciping HC1 10 mg: yellow, circular, Scorway, fim ooated
fablet siored on one side. Tha soore fing & caly fo fasiitale
mwmaseammmmmmam isto equal

Lucanipne HEL 20 my: pink. ciroular, bicomex, fim ooansd
Habiet sooved o0 ne g2

Lescanidipine HC! is aailable in bistar pecks of 7, 14, 23, 35,
42,50, 36, 98, 100 tabéets. Not all geck sioss may by markted.

MARKETING AUTHORISATION HOLDER AND
MANUFACTURER

RECOROATI
Chvitali 1 - 20148 Mian, ltzly.

A.-Via Matieo

Date of revisien ef the fext: Feamary 2008
N

RECOROAN
ABee1 A&
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PACKAGE LEAFLET: INFORMATION FOR THE USER

va

UNITED K

Lipitor 10 mg,
20 mg, 40 mg

& 80 mg

film-coated tablets
Atorvastatin

Read all m‘mhluﬂetmluﬂy before
you start taking this medicine.

‘= Keep this leafiot, You may need to read it again.

. upumpmmu-qmsﬁms.akmdoﬁnru

pharmacist.
@ This medicine has been prescribed for you. 06 not pass
Iton to others. It may harm them, even if their
‘symptoms are the same as yours.
.nmdmmm gets serious, or if you notice
lny effects not in this leaflet, please tell your
or pharmacist.

In this leaflet:

1.What Lipitor is and what it is used for
2.Before you take Lipitor

3.How to take Lipitor

4.Possible side effects

5.How to store Lipitor

6.Further information

1. WHAT LIPITOR IS AND WHAT IT IS
USED FOR

Upitor belongs to a group of medicines known as statins,
which are lipid (fat) regulating medicines.

Lipitor is used to lower lipids known as cholesterol ar
trighycerides in mbbwmanawmnmmnlllem

changes on their own have failed. If you are at an increased
risk of heart disease, Lipitor can also be used to reduce such
risk even if your cholesterol levels are normal. You should
‘maintain a standard cholesterol lowering diet during treatment.

2. BEFORE YOU TAKE LIPITOR

Do not take Lipitor
© if you are hypersensitive (allergic) to Lipitor or
1o any similar medicines used to lower biood
Iblns or to any of the other ingredients of the
~ see Section 6 for detals.
. nywnaveornavemrhaﬂaumm

. |1 you have nnﬂ any unexplained abormal
blood tests for liver function
* if you are a woman able to have children and
not using refiable contraception
 if you are pregnant or trying to become pregnant
© if you are breast-feeding.
Take special care with Lipitor
The following are reasons why Lipitor may not be suitable
Vou:

® if you have had a previous stroke with bleeding
into the brain, o have small pockets of fluid in
the brain from previous strokes

® if you have kidney problems

« if you have an under-active thyroid gland

{hypot )

o if you have had repeated or unexplained muscle
aches or pains, a personal history or family
history of muscle problems

® if you have had previous muscular problems
during treatment with other lipid-lowering
medicines (e.g. other '-statin’ or “fibrate”
‘medicines)

« if you regularly drink a large amount of alcohol

« if you have a history of liver disease

® if you are older than 70 years.

Check with your doctor or pharmacist
before taking Lipitor
® if you have severe respiratory failure.
If any of these apply to you, your doctor will need to carry
out a blood test before and possibly during your Lipitor
treatment to predict your risk of muscle related side effects.,
The risk of muscle related side effects e.g

is known to increase when certain medicines are taken at
the same time (see Section 2 “Taking other medicines”).
Taking other medicines

There are some medicines that may change the effect of
Lipitor or their effect may be changed by Lipitor. This type of
Interaction could make one or both of the medicines less

Appendix

Pregnancy and breast-feeding
Do not take Lipitor if you are pregnant, or if you
@ are trying to become pregnant,

i

Do not take Lipitor if you are able to become
pregnant unless you use reliable contraceptive
measures.

effective. Atematively it could increase the risk or severity Do not take Lipitor if you are breast-feeding.

of side-effects, including the important wasting The safety of Lipitor during nregmm; mﬂ

condition known as rhat i in Section breast-feeding has not yet been your
. ines used to alter the way your e ﬂoocm or pharmacist for advice nefova uklng any

fluconazole, Dosawnazole. rifampin, fusidic acid

© Other medicines to regulate lipid levels, e.g.
‘gemfibrozil, other fiorates, colestipol

© Some calcium channel blockers used for angina
or high blood pressure, e.q. amlodipine,
diltiazem,; medicines to regulate your heart
rhythm e.g. digoxin, verapamil, amiodarone

© Medicines used in the treatment of HIV e.g.
ritonavir, lupham atazanavir, indinavir,
darunavr,

* Other medmns known to interact with Lipitor

)
and antacids (Mwm products containing

Driving and using machines
Normally this medicine does not affect your
ability to drive or operate machines. However, do
not drive if this medicine affects your ability to
drive. Do not use any tools or machines if your
ability to use them is affected by this medicine.
Important information about some of the
ingredients of Lipitor
Hf you have been told by your doctor that you have an
intolerance to some sugars, contact your doctor before
taking this medicine.

3. HOW TO TAKE LIPITOR

Before starting treatment, your doctor vall place you on a
low-cholesterol diet, which you should maintain also during
therapy with Li

The usual starting dose of Lipitor s 10 mg once a day in

aluminium or magnesium) adults and children aged 10 years or older. This may be
» Medicines obtained without a prescription: St increased f necessary by your doctor until you are taking
John's Wort the amount you need. Your doctor will adapt the dose at

Please tell your doctor or pharmacist if you are taking or
have recently taken any other medicines, including
medicines obtained without a prescription.

Taking Lipitor with food and drink

See Section 3 for instructions on how to take Lipitor, Please
note the following:

Gmpefml{]ws

Do not take more than one or two small glasses of
grapefruit juice per day because large quantities of
grapefruit juice can change the effects of Lipitor.

Alcohol
Avoid drinking too much alcohol while taking this medicine.
See Section 2 “Take special care with Lipitor” for detals

intervals of 4 weeks or more. The maximum dose of Lipitor
is Blgr;nn once daily for adults and 20 mg once daily for

n.
Lipitor vith a drink of water,
ammbemkwatanymmﬂay with or without food.
However, try to take your tablet at the same time every day.
Always take Lipitor exactly as your doctor has told you. You
should check with your doctor or pharmacist if you are not
sure.

PR
You will find more about LIPITOR on the
back of this leaflet

o allergic reactions

@ increases in blood sugar levels (if you have diabetes
continue careful monitoring of your blood sugar levels),
increase in blood creatine kinase

© headache

® nausea, wind, i

© joint pain, muscle pain and back pain

® blood test results that show your liver function can
become abnormal

Uncommon side effects (affects 1 to 10 users in 1000) include:

© anorexia (loss of appetite), weight gain, decreases in
blood sugar levels (if you have diabetes you should
continue careful monitoring of your blood sugar levels)

© having nightmares, insomnia

@ dizziness, numbness or tingling in the fingers and toes,
reductions of sensation to pain or touch, change in sense
of taste, loss of memory

@ blurred vision

« ringing in the ears and/or head

© vomiting, belching, abdominal pain upper and lower,
pancreatitis (inflammation of the pancreas leading to
stomach pain)

© hepatitis (liver inflammation)

@ rash, skin rash and itching, hives, hair loss

© neck pain, muscle fatigue

o fatigue, 1eelmg unwell, weakness, chest pain, swelling

ially in the ankles raised
o urine tests that are positive for white blood cells

Rare side effects (affects 1 to 10 users in 10,000) include:

o visual disturbance

© unexpected bleeding or bruising

© cholestasis (yellowing of the skin and whites of the eyes)

© tendon injury

Very rare side effects (affects less than 1 user in 10,000)

include:

® an allergic reaction — symptoms may include sudden
wheezing and chest pain or tightness, swelling of the
eyelids, face, lips, mouth, tongue or throat, difficulty
breathing, collapse

© hearing loss

© gynecomastia (breast enlargement in men and women).

Possible side effects reported with some statins (medicines

of the same type):

 Sexual difficulties

° Depresslon

cough and/or

chnmw« of hreath or fever

If any of the side effects gets serious, or if you notice any
side effects not listed in this leaflet, please tell your doctor
or pharmacist.

5. HOW TO STORE LIPITOR

Keep out of the reach and sight of children.
This medicine does not require any special
storage conditions.
Do not use Lipitor after the expiry date which is
stated on the container and outer packaging after
{EXP}. The expiry date refers to the last day of
that month.

Medicines should not be disposed of via
wastewater or household waste. Ask your
pharmacist how to dispose of medicines no
longer required. These measures will help to
protect the environment.

6. FURTHER INFORMATION

What Lipitor contains
 The active substance is atorvastatin.
Each film-coated tablet contains 10 mg atorvastatin (as
atorvastatin calcium trihydrate).
Each film-coated tablet contains 20 mg atorvastatin (as
atorvastatin calcium trihydrate).
Each film-coated tablet contains 40 mg atorvastatin (as
atorvastatin calcium trihydrate).
Each film-coated tablet contains 80 mg atorvastatin (as
atorvastatin calcium trihydrate).
© The other ingredients of Lipitor are:
calcium carbonate, microcrystalline cellulose, lactose
monohydrate, croscarmellose sodium, polysorbate 80,
hyprolose and magnesium stearate.
The coating of Lipitor contains hypromellose, macrogol 8000,
titanium dioxide (E171), talc, simethicone, stearate
emulsfiers, thickeners, benzoic acid and sorbic acid.

What Lipitor looks like and contents of
the pack
Lipitor film-coated tablets are white with a round shape.

They are marked with 10, 20, 40 or 80 on one side and
“ATV" on the other side.

Each strength of Lipitor is supplied in blister packs of
28 tablets.

This medicine is available as 5 mg, 10 mg, 20 mg and
40 mg chewable tablets and 10 mg, 20 mg, 40 mg and
80 mg film-coated tablets.

Marketing Authorisation Holder and
Manufacturer
Marketing Authorisation Holder:
Pfizer Ireland Pharmaceuticals, Pottery Road, Dun
Laoghaire, Co. Dublin, Ireland.
Manufacturer:
Pfizer Manufacturing Deutschland GmbH,
Mooswaldallee 1, D-79090 Freiburg, Germany.

This medicinal product is authorised in
the Member States of the EEA under the
following names:

Austria, Bulgaria, Czech Sortis
Republic, Estonia, Germany,
Hungary, Latvia, Lithuania,
Poland, Romania, Slovakia,
Slovenia
Belgium, Cyprus, Finland, | Lipitor
Greece, Ireland, Italy,
Luxembourg, Malta, Nether-
lands, Norway, Sweden, UK
Denmark, Greece, Iceland, | Zarator
Portugal, Spain
Finland Orbeos
France Tahor
Germany Atorvastatin Pfizer, Liprimar
Greece Edovin
Hungary Obradon
Italy Torvast, Totalip, Xarator
Portugal Atorvastatina Parke-Davis,
Texzor
Spain | Cardyl, Atorvastatina
| Nostrum, Atorvastatina
Pharmacia, Prevencor

This leaflet was last approved in 03/2011.
Ref: LR 20_0

229



LIQUIFILM

TEARS®

1.4% w/v, eye drops, solution 5

€I Polyvinyl alcohol

Appendix

LIQUIFILM TEARS carefully to get the best results from it.
- Keep this leaflet. You may need to read it again

Read all of this leaflet carefully because it contains important information for you
This medicine is available without prescription. However, you still need to use

- Askyour pharmacist if you need more information or advice.

You must contact a doctor if your symptoms worsen or do not improve after 3 days.

- Ifany of the side effects gets serious, or if you notice any side effects not listed in this leaflet,
please tell your doctor or pharmacist.

* while you are wearing
soft contact lenses: you
must remove them before
using LIQUIFILM TEARS
eye drops. After using
LIQUIFILM TEARS, wait
at least 15 minutes before
putting your lenses back
in. See also in Section 2,
“Important information
about some of the
ingredients of
LIQUIFILM TEARS”.

Take special care with
LIQUIFILM TEARS:

| Stop using LIQUIFILi TEARS —ingredients of s

and contact your doctor if:

|
Pregnancy and breast-
| feeding
| You can use LIQUIFILM TEARS |
| if you are pregnant and when
you are breast-feeding. |
Driving and using |
| machines
| Your sight may become blurred
for a short time just after using
LIQUIFILM TEARS. You should
| not drive or use machines until
your sight is clear again.

Important information

The usual dose of

LIQUIFILM TEARS is 1 or

2 drops in each eye that needs
treatment as often as you feel
the need.

Instructions for use

Do not use the bottle if the
seal around the cap is broken
before you first open it.

Wash your hands before
opening the bottle. Tilt your
head back and look at the
ceiling.

about some of the

LIQUIFILM TEARS

1. Gently pull down
the lower eyelid of

[
If a drop misses your eye, tn
again.

To help prevent infection,

do not let the tip of the

bottle touch your eye, the

surrounding tissue. or anythii

else. Put the screw-cap back

on to close the bottle, straigk
‘ after you have used it. Once
| you have opened the bottle,
you must not use it longer
than 28 days; please see
also Section 5, “How to store
LIQUIFILM TEARS”.

* you experience If you wear soft contact lenses g the eye that "ﬁ‘*ds — S
long-lasting redness or you must remove them before | treatment unti = S%°
irritat using LIQUIFILM TEARS eye there is a small — 328
irritation of the eye, eye : M » — |

in, changes in vision drops. After using pocket”. ——— A
el SkliOK LIQUIFILM TEARS, you have to Sz !

* YOuEoRiSon Woksisn wait at least 15 minutes before | S g
has not improved 3 3 2. Turn the bottle 5 —

3 putting your lenses back in. ; So
3 days after having started s is important because one s {HPBKE dow] . =7 i
treatment with of the ingredients of 7= Soueeze it to ‘ sz ®
LIQUIFILM TEARS. ' LIQUIFILM TEARS, called 8% ltrelease idropinto || =32 5 =
A of benzalkonium chloride, may the “pocket”. 25 @

Using other medicines cause eye irritation and can < ‘ 2. C

Please tell your doctor or change the colour of soft 3. Let go of the lower ST mm

pharmacist if you are taking contact lenses. lid, and blink your = 5 M

or have recently taken any .~ |eyes a few times. 2 F -

other medicines, including =z For a second drop »

medicines obtained withouta | 3.HOW TO USE " |repeat the steps 2 = g

i prescription. LIQUIFILM TEARS w and 3 § -
If you have to use any other If LIQUIFILM TEARS has been ‘ m
eye medicine during treatment | recommended for you then 1 4. Repeat the steps 1
| with LIQUIFILM TEARS: first | use it exactly as your doctor to 3 for the other > E—

use the other eye medicine, has told you. You should check eye, if it also needs - e

wait 15 minutes, then use with your doctor or pharmacist treatment 77) ———

LIQUIFILM TEARS. if you are not sure. i ’ \ 5 =

-~ i e Westport
LILUIFILIV |EAKD TNan you everybody gets them, Medicines should not be Allergan Ltd Co Ma
should will not cause you any of via | Marlow iy
| Stop using LIQUIFILM TEARS | Ireland
Mm smdcomaetyourdocor | rotaie Mo | e |
If you forget to use * you experience medicines no longer required. | Bucks SL7 1YL
LIQUIFILM TEARS long-lasting redness or These measures will help to UK 4

I you have missed a dose of
LIQUIFILM TEARS continue
with your next dose as normal | *

If you have any further
questions on the use of this
product, ask your doctor or
pharmacist,

irritation of the eye, eye
pain, changes in vision
your condition worsens or

protect the environment.

Tel: 01628 494026
Fax: 01628 494057

has not improved

3 days after having started
treatment with

LIQUIFILM TEARS.

If you experience any of the
| following side effects, talk to
your doctor if they wiorry you:

‘ The above mentioned side
effects are known to occur, but
the number of people likely to

| be

If any of the side effects gets
serious, or if you notice any
side effects not listed in this

| leaflet, please tell your doctor

or

5.HOW TO STORE
LIQUIFILM TEARS

short-lived stinging,
irritation or feeling of
burning in the eye just after

‘ 6.FURTHER INFORMATION | ’

| What LIQUIFILM TEARS ‘ Marketing Authorisation
contains | Holder Ireland: ‘

5o ks | Allergan Phar {
- The active ingredient is A amaceuticals

polyvinyl alcohol 1.4% w/fv. gaelsa&%ar Road |
- The other ingredients are Westport
benzalkonium chloride, Co Ma
K ! 5 | o
sodium chioride, sodium Ireland

phosphate dibasic, sodium

putting in the drops. j

alfempd can vary.

| the pack

pharmacist.

Keep out of the reach and sight
of children.

Do

not use LIQUIFILM TEARS

‘ after the expiry date which is

stated on the bottle label and
the carton after ‘EXP.". The

expiry date refers to the last
day of that month.

Do

| not refrigerate or freeze.

not store above 25°C. Do

phosphate monobasic, ‘
edetate disodium, |
hydrochloric acid or sodium
hydroxide (to adjust pH)
and purified water.

| What LIQUIFILM TEARS
looks like and contents of

LIQUIFILM TEARS is a solution
| in a plastic bottle with a screw-
| cap. Each bottle contains
| 15 ml of solution.

Each pack contains 1 bottle.

This leaflet was last approved in the UK in July 2008.
This leafiet was last approved in Ireland in February 2009.

To listen to or request a copy of this
leaflet in Braille, large print or audio
Blease call, free of charge:

800 198 5000 (UK only). :
Please he ready to give the following
information: Polyvinyl alcohol 1.4%
w/v reference number

PL 00426/0009R.

This is a service lproyided by the
Royal National Institute of the
Blind.

£, ALLERGAN

® marks owned by Allergan, Inc.

© 2009 Allergan, Inc., Irvine CA 92612 T0087GB10A
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PACKAGE INFORMATION LEAFLET
Please read all of this leaflet carefully before you start to take your medicine.
Keep this leaflet, you may need it again.
This medicine has been prescribed for you personally and you should not pass it to others.
It may harm them, even if their symptoms are the same as yours.
If you have any further questions, please ask your doctor or pharmacist.

The name of the medicine is
LISINOPRIL 2.5mg tablets / LISINOPRIL 5mg tablets
LISINOPRIL 10mg tablets / LISINOPRIL 20mg tablets

The tablets are available in four strengths and contain either 2.5mg, 5mg, 10mg or 20mg active ingredient lisinopril (as dihydrate).
The tablets also contain: mannitol, calcium hydrogen phosphate, maize starch and magnesium stearate. The 5mg, 10mg and
20mg tablets also contain the colouring agent iron oxide (E172).

The product Iicgnce holder and manufacturer is Bristol Laboratories Ltd., Unit 3, Canalside, Northbridge Road, Berkhamsted,
Herts, HP4 1 EG.

[ What the tablets are and what are they used for |
Lisinopril belongs to a group of medicines called ACE inhibitors that work by widening blood vessels, making it easier for the heart
to pump blood through them. This helps to lower blood pressure.and can also help the heart to work better if it does not pump as
well as required.
Lisinopril is recommended in children (above 6 years old) only for the treatment of high blood pressure (hypertension).
Lisinopril should not be used in children with severe kidney impairment.
The 2.5 mg tablets are round, white or almost white coloured, uncoated tablets with the markings “2.5” on one side and “BL" on the
reverse.
The 5 mg tablets are round, light pink coloured, uncoated tablets with the markings “5” and a breakline on one side and “BL" on the
reverse.
The 10 mg tablets are round, light pink coloured, uncoated tablets with the markings “10” on one side and “BL" on the reverse.
The 20 mg tablets are round, pink coloured, uncoated tablets with the markings “20” on one side and “BL" on the reverse.
The tablets are supplied to your pharmacist in packs containing 28, 30, 56, 60, 84, 250, 500 or 1000 tablets who will then provide
you with the required number of tablets as prescribed by your doctor.
(Not all pack sizes may be marketed).

| Before you take Lisinopril Tablets

DO NOT TAKE THIS MEDICINE IF:
¢ You are allergic to lisinopril, other ACE Inhibitors (e.g. enalapril) or to any of the other ingredients in the tablets which are listed
above. (An a)llergic reaction may be which causes swelling of the face, lips, tongue, throat or extremities, or difficulty in swallowing
or breathing).
You have ever had an allergic reaction which caused swelling of the face, lips, tongue, throat or extremities or there is a family
history of this (even when this is unrelated to ACE inhibitor medicines)
You have chronic severe kidney failure
You suffer from narrowing of the artery to one or both kidneys
You are suffering from cardiogenic shock (shock caused when heart fails to supply enough blood to the body).
You have had a heart attack and your blood pressure is unstable
You are more than 3 months pregnant. (It is also better to avoid Lisinopril in early pregnancy - see pregnancy section.)
You are breastfeeding
HECK WITH YOUR DOCTOR BEFORE TAKING IF:
You suffer from heart disease or problems with narrowing of the heart valve or blood flow from the heart.
You suffer from kidney disease or you are undergoing dialysis
You have had a heart attack and also suffer from kidney dysfunction.
You are to undergo a procedure to remove lipoprotein from the blood or desensitisation treatment (e.g. to reduce the allergic
reaction to a bee or wasp sting)
You suffer from with your adrenal glands secreting too much of the aldosterone hormone.
You are elderly :
In Afro-Caribbean patients taking lisinopril as the sole treatment for high blood pressure, some may have a reduced response
to the medication. This may mean the dose prescribed by the doctor may need to be higher than the usual recommendations.
You must tell your doctor if you think you are (or might become) pregnant. Lisinopril is not recommended in early pregnancy,
and must not be taken if you are more than 3 months pregnant, as it may cause serious harm to your baby if used at that stage
(see pregnancy section).
TAKING OTHER MEDICINES ;
Please tell your doctor or pharmacist if you are taking, or have recently taken any of the following medicines:
* Potassium supplements, potassium containing saft substitutes, or potassium-sparing diuretics such as amiloride, spironolactone
or triamterene as these are not recommended for use in patients also taking lisinopril.
» Otherdrugs for high blood pressure e.g. beta-blockers such as atenolol, propranolol or metoprolol vasodilators such as calcium
channel blockers and moxonidine or other diuretic medicines (water tablets) such as hydrochlorothiazide.
Insulin or antidiabetic medicines taken by mouth.
Pain-killers (non-steroidal anti-inflammatory drugs- NSAIDs) such as indometacin, ibuprofen or aspirin.
« The drug lithium (used to treat depression) as your doctor will want you to have regular blood tests when this is taken in
conjunction with lisinopril.
e Allopurinol (used to treat gout).
* Drugs used in the treatment of cancer o to prevent transplant rejection (immunosuppressants).
If you are taking any other medicines or supplements, including any you have bought without prescription, please check with your
doctor before taking it with Lisinopril Tablets.
If you need to undergo an operation or have an anaesthetic, make sure your hospital doctor or dentist is aware you are taking
Lisinopril Tablets.

® o 0 0o 000 o e

MONITORING OF PATIENTS

Your doctor may wish to check your blood pressure or kidney function regularly

whilst you are taking this medicine particularly if you are elderly, have severe heart failure, have kidney problems, are dehydrated,
have connective tissue disorders eg systemic lupus erythematosus and scleroderma, have a low immune response, are being
treated with immunosuppressant drugs suich as steroids, methotrexate, azathioprine or cancer treatments.

Driving Waming:

May cause dizziness or light-headedness which means you should not drive or operate machinery if affected. Also avoid
alcoholic drink as this may increase these side-effects.

(front page
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| Taking your medicine |
ds;ymmmmmsmlem a drin of water. You should take the 1abiets as a shgle dosa at approximaltety Ihe same me each
Thédosagedl&%llahﬂsreqdredis on the condition being treated and vanes according to the need of each
ncividual patient. Taka tha tablets axactly as by your doctor, which wil be written on the pharmacists label, If you do not

understand the directions, ask your phammacist or doctor to explain you the same.

The usual dase & as follows:

Initially, a daily dosa of 2.5 mg is recommended. This dose wil gradually be increased by your docior undl control is achieved. The
usual maintenance dose in patients suffesing from high blood pressure and in those who are diabetic with kidnzy problems, is 10
1o 20 mg per dey, with a mapimum daily dose of 40 mg. For pasients suffering from heart fallure, the usual effective dose is 5t 20

mg per Gay.

If you are also takng a diuretic medicine, your docior will if possible, have eithar stopped this diurstic medicine or reduced its

Mﬁwhgywsmmmm;mrumMWMLisinpﬂTmThedwmbnnyberewmdlaerifm'sisomered

necassasy by your doclor.

Forusefolom’r\gheanmmelﬁnaldoseSSmgdaitylonGays,hcreasedmoWda};ﬁ‘emwwsnmPaﬁsmsuith

Jow blood pressure may require a lower dose.

Patients with reduced renal function:

Lisinopril Tablets should be used with caution in pafients wit kidney protlems. In those who are undergoing dialysis, the usual

daly dose may ba gven on dialysis days, but on non-dialysis days the dose gwen will be dependent on the patients biood

essure,

not skop teidng this mediine unless instrusted by your doctor,

mummdudom:mewadmhopﬂlismmwmded.

Children and a nts aged 6 to 16 years:

Tne dase depends on your weight. The usual starting dose & between 2.5mg and Smg once daly, which can ba increased to &

mdmwMOmﬁy.Pamtswihldmeypmbiemsshwldtﬁealomdosaerdoclomilldeddaﬂmoam
r

Hyoum?:suadoee:

Take the missed dose as scon as you remember, however, i it is aimost time for your next dose, skip the missed cose and then

iake your next dose when & is due. Do not take a double dose to make up for missed dose.

If you take too much:

1f you take 100 marry tablts, you must obtain urgent medical aienfion from your docior or hospital casualty department.

:reg\ancyandmas‘t

regnancy
You must tell your doctor # you think you are {or might becoms) pregnant. Your Goctor wil nomally advise you to siop taking
Lisincpril before you becoma pregnant or as soon as you know you are pregnant and will advise you to take another medicing
instead of Lisinopeil. Lisinoprilis not recommended in earty pregnancy, and must nol be taken when more than 3 menths pregrant.
asﬂmw%%h:mbywrbabyiwedaﬂerﬁehrdmonhdmmrw

ng
Tell your dofor i you are breast-ieeding or about o start breast-feeding. Lishoprl i not recommended for mothers who are
breast-feeding. and your doctor may chaoss another treziment for you & you wish to breast-fead, especially if your baby s
newbom, or was bom prematurely.

Possible Side-Effects

As with all madicines there is a possivilly of urwanted effects whist faking this medicine,
Studies suggest that lisnopril is generally wel tolerated when given to hypertensive pasdiatric patients, but the same unwanted
effects ksted below for adults apply to paediatric patients.
i any of the following happsns, stop taking the tablets and tel your doctor IMMEDIATELY or go to the nearest hospital casualty

* Swelling of your lips, tongue, throat, face, hands or feet, difficuty swallowing, shoriness of treath, inflamed, red or itching
skin, These are signs of a sericus allergic reaction, which can occur rarely.

* Blisterng of the sin, mouth, eyes or genials.

i you notice any of the following tell your doctor siraight away:

+ Sudden or severe chast pain (sign of angina or & possbie heart attack), siured speech or paralysis (signs of a possible
stmke).lrreguhrorra;ré;hmt

+ Dark urine with fever and nausea or yellowing of the skin and eyes (these may be symptoms of hepatilis or jaundics)

. waumumeom,mnseveremiﬁmmdbssdwﬁtemusmldbeasignoﬂdmwdseaseor

Mmgwwﬁngymm: ;
. pressure (ight-headedness is a symptom)
» Headache, dzziness

+ Nausea er dianhoea

* Unusual tredness or weakness

* Persistent dry cough

* Skin rashes

Cther more rara side-effects include:

* Anasmia and other bleod ol disorders which may resut in bruisngbleeding under the skin ¢r signs of infection such &s
sore throat or fever, high blood levels of potassium which can cause sbnormal heart rhythm, low blood levels of sodium
which can cause tirednzss and confusion, muscle twitching, fit or coma.

+ Confusion, mood , vertigo, numbness or lingling of the hands, feal, ams or legs, disturbad sleap, taste disturbances,

* \Whzezing, runny, blocked nos2 or painful sinuses.

. glmmmpaimwmﬂhg.hﬁgesﬁm.dwmm.hﬂammﬁmmmepam.\wichmmsempahinmmn

* Sweatng, hair loss, flaking or peaing of the skin.

* Impotence, fever, sensitivity to light, jorrt pain or swelling, muscle pain, inflammation of biood vessels.

. mea]sedlevelsoiwashepmmsorivaenzyrminhebowuabotammmmmimmedhvsshsome

Ccases).
If you do notice any of the above effects, or you notica any other unusual or unexpected effects and think your tabists may be
causing tham, please infom your doctor or pharmacist.
[ Storing the tablets |

Keep out of the reach and sight of children.
Blisters: Do not siore abave 25°C. Store in the ongingl package,
Tmmmmmmmamzs‘c.Keepﬂuwnmi%Mymd.
Do not use the tablets after the expiry date shown on the carton oc label.

Unless your doctor fells you to, do not keep any tablets that you no longer need. Give them back 1o the pharmacist,
This leafiet was last revised in August 2010,

JABTNE
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PATIENT INFORMATION LEAFLET

LOSARTAN POTASSIUM 25mg, 50mg AND 100mg FILM-COATED TABLETS

losartan potassium
ﬂEAn ALL OF THIS LEAFLET CAREFULLY bafore you stast 1o take your tablets, aven if you have just
Some of th in your previous leaflet may have changed. Keep this
mm You mly need 1o rvld it again, If you have tny more questions, please ask your doctor or your
as been for you. You should net pass it on to anyone eise. It
may hnnnch:m.nv-n lm..syumnmm-nmnmrs If anry of the side effects get serlous, or
if you notice any side effacts that are not listed in the leafiet, please tell your doctor or pharmacist.
IN THIS LEAFLEY
1. What are Losartan potassium tablels and what are they used for
2. Bedore you take the tablets
3. How to taka the tablats
4. Possiva side etfects
5. How to store te tabiets.
8. Further informsstion

Tha name of your medicing is Losarian potassium 25mg, S0mg or 100myg ivn-coated taists. Your madication
s referred 10 88 Losartan polassium lablets or Losartan throughout this leafet,

St

gop
in Il & yaur ody, which tightans your
through them and causes your hlood pepssure 1 increase.
Lesartan blocks this effect, causing the blood vessels to refax and 5o kewers your blood pressure.
Your costor has prescribed Losarian loc
« trest hypertension (high biood preszure)
* reduce the risk of stroke in with left
muscle)
+ tréat chronic hean failure whan treatment with ACE inhibitors (angiotensin-conerting enzyms inhbitors
(8180 used to lower blood pressure)) is not consicered sutabla by your docior

for tha blood to pass

of the haart

1f you have (high biood Losartan lowars your
If you hava with left Losaran can reducs !a nisk of a stroke,
2. BEFORE YOU TAKE THE TABLETS

DO NOT take Losartan if you'
» 8re allargic (hyparsersitive) lo losartan or arv of the omer s
= 88 pragnant, think you mery be pregnant of you aré pianning to decome pregnant
- are breast-deading
* have severe liver disease
If any of the above apples to you, do not take the tablets. Talk ta your doclor first and foliow their advice.
Before you take Losartan, tell your doctor if you:
« hawe 3 history of angiooederna (zweling of the facs, ips, throst and! or tongue)
« suffer from liver or kicnay
« havwe recently suffored from sevare vamiting or dlarhcea
« recatie duretics (medicings that increase the amount of water that you pass out Tircugh your kidneys)
« racatved a kidnay transplant recantly

Appendix

Children less than & years of age
Net recommended, as limted data is available in this 398 group.
Hypertension (high blood pressure) in children aged 6 to 16
For chikdren who can swallaw and who weigh:
* between 20 and 50kg- the recommended dose is 25mg once a day {your dector may incrasse the dose up
to 50mg ance a day)
= 50K oF ovr- the s18ring dose is 50mg once a day (your doctor may increase the dese up 1o 103mg once &
day).
The doctor wil adjust lhe dose according 1o e waight of tha chikl and how thak blood pressure respands ta
the medicine. ALNAY'S follow your doctoe’s inalructions axactly,
If you take more Losartan potassium tablets than you should
If you take 100 marny tabiets, Contact your declor ga o thy ity
Symploms of & overdose may be low biood prassurs, fst heart beat or siow heart beat,
M you forget to take & Losartan potassium tablet
Try 1o take Losaran aach day 88 prescnbed. If you miss a dose, just cary on with the naxt dosa as normal. DO
NOT taie an exirs Labiet fo make up the dose,
I you stop taking losartan potassium tablats
Do not slop taking your medicing without taking to your doctor, even if you fee! better, It ks important to continue
the courss of treatment peescribed 10 you by your doctor

Like 2l mediches Losaran may causs side effects. They are ganerally mid and do not normally need
treatment. STOP taking Losartan and contact your doctor or pharmacist immediately if you develop
any of these symploms:
» an allergic reaction, causing swelling of hie face, lips, throat or tongue which may cause dfficulty in
broathing or swalowing
This is & sorous bul rave side effect, which affects mare than 1 aut of 10,000 patients but fewer $han 1 out
of 1,000 patients. You may need urgent medical attention.
Other side effects reported with losartan potassium tablets
Common {affects 1in 10 patierts to 1 in 100 patients):
* feeling dizzy
* low blcod prozsure
*weakness o feeling very tired
* oo littke sugar in mehlood nm;ogl)mmn)
« 100 much
levals of potassium in your bicod A
Uncommaon {affects 1 in 100 patents fo 1 in 1,000 patients)

your doctor will take ragular blood samples to monilor the

~8honness of breath —
« drawsingss 5
« headache . sewns_wl pation
3 it s " = abdominal pain
. :loep dmmm ¥ e ek « bocaiised sweling (oecerna)
« diarrhoea

* leeting of ncreased heart rate (pakations)
+ severe chest pain (angina paciors) = hivas, ching or rash

* law biood pressure (due fo excessve loss of waler Troen the body ) o & rapid drop In blood pressure-
of which may be feeling lightheaded or dizzy, pesticularly when standing up

= sufler fram problems with your heart valves o heart mwscle (6.4, '80nic alenosis’ o ‘outiow o)
* suller [rom hesrt falure, heart disease or siroke
m~m@ﬁwormm vessals leadng loyw Kidneys

« suffer from primary (& syndrome with increased secretion of the hormone
aldosierone)

« have a high leval of your bicod ce, you are on a fox diat

Taking other medicines

Bedare you start to 1aka Lasartan tall your dactar ar pharmacist about any other medication that you are taking
o plan 1o take, including madiines you have beught without a prescription, herbal medicines and natural
Procucts.

In particular telf your doctor if you are taking:
* ohar biood as they may
* ant- backidan or smift
« lithium (used to reat cartain types of mental ilness)
* non-stecoidal Snt-inflammatixy painkilers (for example, Bupratan, Naproxan or Dickifanac); COX-2 inhibitars.
{for example, ceeconib, etoricoxd of lumiracox) o more than 3orams of aspirn a day
. hngh dose dixetics {lablets to help you lose waler) 6.9, lmmm mmrem spironolactons
hum sparing agects or W sk
Yauroocloml dacide whemar you shauld take these medcines with Lnsana'l
Taking losartan with food and drink.
Losartan can be takan with ar wihout food.
Pregnancy and Breast-feeding
You shoutd nol take losartan in the frs1 12 weaks of pregnancy. 8nd you must not taks hem a1 ak a%er the 13th
woek, 3z their use during pregnancy may possibly be haaréul to the baby. If you become pregnant viide taking
Losartan, tell your doctor immediately. A swich 1o a suitable alleenative treatment should be Garried out in
advance of a planned pregnancy. You must not take losartan if you are breast-feeding. Aways ask your doclor
ar pharmackt for achice befarg 1aking any medicing.
Driving and using machines
s

You per

reduce your o
hese may lower your bicod pressure further

mﬁmmnwmmwmnmlamnmaslmy
you shauld consult your doclor bafore

¥
attempting 1o criva of usa machines.

ink of waker, You must take your sablets evary day axactly as your doctor has

mnyon 8 important that you take the tablels for 8s Jong 83 your doctor prescribes them,

Dose for Adults

Hypertension (high blood pressure)

The usual dose of Losartan palients is one SOmg tablet day 10 control your Hood pressure

over the 24-hour period. M a S0mg daily doss is inefactive, your doclor may prescriba a highsr doze of 100mg.
with left of the heart muscle)

The usual dose of Loeartan for most adull patents & one 50mg tabiet takan oncs a day.

Your doctor may akso prescribe a low doss of a direlic of increase your daily dose of Losartan o 100mg.

Heart failure

The usual starting dosa for most adull patiecss is one 12.5mg tabid once a day. Your docior may gradually

increase your dosa weedly accarding 1o your condition up 1o the usual maintenance dose of S0mg daily.

Special Dosage Requirements

Your doctor may prescribe 3 lower doss of 25mg coce a day i you:

= are over 76 years of oga

-nmlwmm

Rare (affects 1 in 1,000 pagents to 1in 10,000 patients)

+ inflammation of the blocd vessels induding of small veing, hard, puroks biolches on the
'w" Ilnnlm h

: lrrom of repid hearibest

: mllarmmlnn of the Imsr (hnpwhs)

+ elewated Iver enzyme levels (can be upen Hopping

Not known (cannct ba estimaled from the availatie cala)
+ anaemia - may be feeling red o short of breath (& blood test wil confirm ?is)
» thrombocylopenda — a reduction in the numbar of platelels in the blood. This may occasicnally ead 1o
abeamal {unaxpacied) dnising or biceding

- enigraing
*a cough
+ musde and joint pains.
« liver problems - yalowing of the eyes and skin and flu-live oms- -
» changes In kidney function including kidney fadure (may be reversible upon mwlng traatmant)

» T ke symptoms
« increase in biood ures, SrUM craatinne and serum potassium in paients with heart falure 1
* buck pain and urinary tract nfaction
If you develop any of the side effects described, or if you have any other unusual symptoms or feelings
nat listed in this leaflet, contact your doctor or pharmacist as soon as possible.

Do not take the Labiets afler the expiry date shown on the carlon.

KEEP YOUR TABLETS OUT OF THE REACH AND SIGHT OF CHILDREN.

Da not remaove the tablets from the Bisier pack until you are ready %o take tham.
Thera are no special requirements Lo stove the lablets &t a particuder lemparsture.

What Losartan contains
The active ingredient in Lasartan potassium tablots is losartan potsssium.
Losanan potassium 25mg fim-coated tabiess contaln 28mg of losartan potazsium.
Losartan pcmum S0mg film-coatad tabisss conain S0mg of losarian potassium.
Losartan 100mg &l contal ‘lwmgdl:\sa'hnpal:smn
Other include: celulose, sodum steand fumarate, crascarmello:
callokial stica, slearate, nd ttanium diuide {E1T1).
What Losartan looks like and the contents of the pack
Lasartan comes in blister packs contaring 28 tabists.
Losanan potassium 25mg tablet is avslable &= 3 white, oblang, plain, film-coated tabied,
Losanan potassium 50mg tahlet ks avalable s a white, oval, scoredine, film-costed Labit.
Losanan potassium 100mg tablat is avaliabie as a white, oblang. plain, fim-coated tablet.

holder: Athione cals Limited,
Manufacturer responsible for batch release: Attions L
Ilda'id

50 Sodium,

Co. Iretand,
Limited. Co.

and for batch refease: Kent Phamaceuticals Limited, Wotton Resd,
Ashford, Keok, TN23 6LL, UK

number: PL ), PL PL
"hs Inafiet was kst revised Janusry 2010,
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PACKAGE LEAFLET: INFORMATION FOR THE USER

NAPROXEN TABLETS 250mg and 500mg

[naproxen]

Read all of this leaflet carefully before you start taking
this medicine.

e Keep this leaflet. You may need to read it again.

e  If you have any further questions, ask your doctor,
health care provider or pharmacist.

e This medicine has been prescribed for you. Do not
pass it on to others. It may harm them, even if their
symptoms are the same as yours.

e If any of the side effects gets serious, or if you
notice any side effects not listed in this leaflet,
please tell your doctor or pharmacist.

In this leaflet:
1. What Naproxen Tablets are and what they are used
for
Before you take Naproxen Tablets
How to take Naproxen Tablets
Possible side effects
How to store Naproxen Tablets
Further information

oor N

1. What Naproxen Tablets are and what they
are used for

Naproxen is one of a group of medicines called non-
steroidal anti-inflammatory drugs (NSAIDs).

Naproxen can relieve pain, stiffness and inflammation
caused by: rheumatoid arthritis, osteoarthrosis,
ankylosing spondylitis (arthritis of the spine and pelvis)
and juvenile rheumatoid arthritis.

It is also used to treat acute gout and acute
musculoskeletal disorders such as sprains, strains,
trauma, lower back pain, neck pain and inflammation of
tendons and muscles.

2. Before you take Naproxen Tablets

-~—Do not take if you have a peptic ulcer (ulcer in your

stomach or duodenum) or bleeding in your stomach,
or have had two or more episodes of peptic ulcers,
stomach bleeding or perforation.

If you suffer from any of the following at any time
during your treatment STOP TAKING the medicine
and seek immediate medical help:

e  Pass blood in your faeces (stools/motions)

e  Pass tarry black stools

e Vomit any blood or dark particles that look like
coffee grounds

e  STOP TAKING the medicine and tell your doctor if
you experience: indigestion or heartburn,
abdominal pain (pains in your stomach) or other
abnormal stomach symptoms.

Do not take Naproxen tablets and tell your doctor if you:

e Have a history of stomach bleeding or perforation
which may be related to the use of NSAIDs
(Mefenamic acid, ibuprofen, diclofenac) or aspirin.

e Are hypersensitive (allergic) to Naproxen or any
other ingredients in this medicine (See section 6.
Further information)

e Have a history of allergy to aspirin, ibuprofen or

NSAIDs, which includes attacks of asthma, swelling

of the nose and throat, skin rashes or a runny

nose.

Have inflammatory bowel disease

Suffer from severe kidney, heart or liver disease

Are in the last trimester of your pregnancy

Are taking medicines for blood clots (for example

warfarin)

If vou ao into hosnbital or to see a dactor ar dentist. tell them

(front page)

e  You have Systemic Lupus Erythematous (SLE or
‘Lupus') or connective tissue disorders.
e If you develop problems with your vision, contact
your doctor immediately.
Naproxen tablets may make it more difficult to become
pregnant. You should inform your doctor if you are planning
to become pregnant or if you have problems becoming
pregnant.

Medicines such as Naproxen may be associated with a
small increased risk of heart attack (myocardial
infarction) or stroke. Any risk is more likely with high
doses and prolonged treat t. Do not d the
recommended dose or duration of treatment.

If you have heart problems, previous stroke or think you
might be at risk of these conditions (for example if you
have high blood pressure, diabetes or high cholesterol or
are a smoker) you should discuss your treatment with
your doctor or pharmacist.

Taking other medicines

Please tell your doctor or pharmacist if you are taking or have
recently taken any other medicines, including medicines
obtained without a prescription.

Especially:
° Diuretics (water tablets)
e Medicines for high blood pressure
e  Warfarin to thin the blood
e  Digoxin for heart conditions
e  Lithium or SSRIs (Selective Serotonin Reuptake

Inhibitors) such as Fluoxetine or paroxetine used
for treatment of depression

o Prednisolone a steroid treatment for inflammation

° Methotrexate used to treat rheumatoid arthritis

e  Ciclosporin, tacrolimus which are medicines used
to suppress the immune system

e  Ciprofloxacin, sulphonamides
sulphamethoxazole, antibiotics
bacterial infections

° Mifepristone used in pregnancy terminations (at
any time within the last 12 days)

e  Zidovudine used for the treatment of AIDS and HIV
infections

e  Anti-inflammatory pain killers such as ibuprofen or
ibuprofen preparations that can be bought without
a prescription.

e  Phenytoin used to treat epilepsy

e  Gliclazide or glibenclamide (sulphonylureas) used
to treat diabetes

. Probenecid used to treat gout

such as
used to treat

e  Aspirin, clopidogrel, ticiopidine, dipyridamole
which are anti-platelet agents used to prevent
blood clots

Taking Naproxen with food and drink

Naproxen tablets should only be taken by mouth.

Always take the tablets with plenty of water, preferably with
food.

Try to take themn at the same time every day.

Pregnancy and breast-feeding

Ask your doctor or pharmacist for advice before taking any
medicine if you are pregnant, planning on becoming
pregnant or are breast-feeding

Naproxen does pass into the mother’s milk; therefore breast-
feeding should be avoided if taking Naproxen tablets.

Driving and using machines

Undesirable effects such as dizziness, drowsiness and
tiredness and visual disturbances are possible after taking
NSAIDs. If you are affected do not drive or operate
machinery.

Important information about some of the ingredients of
Naproxen tablets

Naproxen tablets contain lactose. If you have been told by
your doctor that you have an intolerance to some sugars,
contact your doctor before taking this medicinal product.

Appendix
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For rheumatoid arthritie, osteoarthritis and ankylosing
spondylitis:
250-500mg taken at 12 hour intervals.

Acute musculoskeletal disorders: S00mg to Start with,
followed by 250mg every 6-8 hours. Do not take more than
1250mg (.. five 250mg tablets) in any 24 hour period,

Acute gout: 750mg to start with, followed by 250mg every &
hours until the attack nas passed.

The elderly:

Eldorly patients are more Beely to expenence side effects.
Therefore tfreatment should be started on the lowest possible
dose for the shortest possible duration, Your doctor should
maonitor your condition ragularly.

Children over 5 years of age:

If Naproxen tabiets ara prescribad for a child make sure that
the tablets are taken as instructad by the doctor. Naproxen s
nat recommended for children under 16 years of age for use
othér than in the freatment of juvenile rheumatoid anhritie.
For juvende reumatoid arthritis a dose of 10mg per kg body
waight per day should be given in two doses, once every 12
hours.

If you take more Naproxen tablets than you should

If you accidently take too many Naproxen tablsts, tell your
doctor at once. if you can't do this, go to the naarest casualty

. Take along any tablets that are left, the container
and the label so that the hospital stafl can easlly tell what
medicine you have taken,

If you forget to take Naproxen tablets

If you forget to take a dose, take it as s00n as you remember
unfess it is time for your next dose.

Do not take a double dose to make up for a forgotten dose.

4. Possible side effects

Like af medicnes, Naproxen can cause side effecis,
Athough not everybody gets them.

Serious side effects:

If you suffer from any of the following at any time during your

treatmant STOP TAKING the medicine and seek immediate

medical halp:

- Pass bioed in your faeces (stoola/moticns)

= Pass black by stools

< Vomit any blood or dark particles thal look like colfee
grounds

- STOP TAKING the medicine and tell your declor if you
exparience: Indigestion or heartburn, abdominal pain
[pains in your stemach) or other abnormal stomach
symptoms

Medicines such as Naproxen Tablets may be assoclated
with a small increased risk of hearl attack (‘myocardial
infarction’) or stroke.

If you experiecnce any of the following stop taking
Naproxen Tablets and contact your doctor immediately:

« Al medicines can cause allergic reactions,
although serious allérgic reactions are very rare.
Tel your doctor straight away if you get any
sudden wheeziness, difficuity in breathing, swelling
of the eye lkis, face or lips, rash, reddening of the
skin or itching (especially affecting your whola
body).

+ Severe painful skin disorder with blisters and
peeling skin. You may aiso have flu-like symptoms
such as fever or sore threat (Steven Johnson
Syndrome)

« Diarhcea

Rash or sensitivity 1o light

+»  Jaundice or hepatitis (yellowing of the skin and/or
Byes),

(back page

+  Persistent sore throat o high lemperature

*  Anzem@ (feeling tired after exescising, gicdiness,
looking pale)

*  Swollen faet or ankles

*  High blood pressure

e Chestpain

The following side effects have also been reported, if they
t bl ntact your doctor:

The following side elfects are common:

Diarrhoea, flatulence (wind}, constipation
Nausea, Vomniting

Headache

Pins and needle

Drowsiness or iradness.

Ringing in the cars

Other side effects:
« Skeping problems, dizziness, nability to
concentrate, confusion, depression, hallucinations
«  blood disorders, fealing unwell
+  blood disorders, vascuitis (mflammation of a blood

vassal),
+ liver and kidney problems, blood in uring
*  hairloss

. sore mouth

If any of the side effects gets serious or if you notice any
side effocts or symp not joned in this leaflet,
please tell your doctor or pharmacist

5. How to store Naproxen Tablets

Keep out of the reach and sight of children.

Keep tha tablets in a dry placa at normal room temperature
(bedow 25° C) in the packaging they come in.

Do not use Naproxen tablets 250mg and 500mg after the
expiry date which is staled on the label. The expry date
refers to the last day of that month.

Do not use Naproxen tablets 250mg and 500mg If you notice
visible signs of deferoration.

Medicines should not be disposed of via waste water or
houseboki waste. Ask your p! ist how 10 disp of
madicinas no longer required. Thasa measures will halp to
protect the environment.

6. Further information
What Naproxen tablets contains

The ective substance(s) is
The other ingredients are:

Naproxen

Lactose Monohydrate
Maize Starch

Sodium lauryl sulphate
Crospovidone
Magnesium Stearale
Quinoline yeliow (E104)
Sunset yeliow (E110)

What Naproxen tablets look like and contents of the pack

Description:

Naproxen fablets 250 mg: Pale yellow flat tablet with a
braakline on cne s:de and plain on the reverse.

Naproxen fablets 500 mg: Pale yellow oblong tablet with a

- breakline on one side and plan on the reverse,

Contents of pack: Tubes
Naproxen tablets 250 mg: Packs of 28, 56 or 250 1ablets
Napeoxen tablets 500 mg: Packs af 28, 56, 100 or 500 tablets

Marketing Authorisation Holder and Manufacturer
Co-Pharma Limited

Unit 4, Metro Centre,

Tolpits Lane, Watford,

Herts.

UK, WD18 988

Tal: 01923 255580

Fax: 01823 255581

1050732

This leafiet was last amended: February 2010.
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O Neupro’4mg/24h

transdermal patch
ROTIGOTINE

reatment of Parkinson’s disease
Patients n kin, (o] early stage of
Parkinson’s disease)

You will start by using one Neupro 2 mg/24 h
patch daily. From the second week, the daily dose
will be increased by 2 mg, on a weekly basis, until
reaching the right (maintenance) dose for you.
For most patients, the right dose is between 6 mg
and 8 mg per day (reached within 3 to 4 weeks).
The maximum dose is 8 mg per day.

Patients _taking levodopa (advanced stage of
Parkinson's disease)

You will start by using one Neupro 4 mg/24 h
patch daily. From the second week, the daily dose
will be increased by 2 mg, on a weekly basis,
until reaching the right (maintenance) dose for
you. For most patients, the right dose is between
8 mg and 16 mg per day (reached within 3 to
7 weeks).

The maximum dose is 16 mg per day.

If you have to stop taking this medicine, see
Section 3, ‘If you stop using Neupro’.
FOLLOW THESE INSTRUCTIONS
WHEN USING NEUPRO:

You should stick a new Neupro patch onto the
skin once a day. Leave the patch on your skin
for 24 hours, then remove it and apply a new one.
Make sure that you take the old patch off before
applying a new one; place the new patch on a
different area of skin.

You should change your patch at around the
same time every day.

Do not cut the Neupro patches into pieces.

PACKAGE LEAFLET:
INFORMATION FORTHE USER

Neupro' 4mg/24h

transdermal patch

Rotigotine

Read all of this leaflet carefully before you

start using this medicine.

« Keep this leaflet. You may need to read it again.

- If you have any further questions, ask your
doctor or pharmacist.

« This medicine has been prescribed for you. Do
not pass it on to others. It may harm them,
even if their symptoms are the same as yours.

« If any of the side effects gets serious, or if you
notice any side effects not listed in this leaflet,
please tell your doctor or pharmacist.

In this leaflet:

1. What Neupro is and what it is used for
2. Before you use Neupro

3. How to use Neupro

4. Possible side effects

5. How to store Neupro

6. Further information

1. WHAT NEUPRO IS AND WHAT IT IS
USED FOR .

Neupro belongs to a group of medicines called

dopamine agonists which stimulate a certain type

of cells that bind with dopamine receptors in the

brain.

®
5
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Neupro is used to treat:

« the signs and symptoms of Parkinson’s
disease either alone or in combination with
the medicine called levodopa.

2. BEFORE YOU USE NEUPRO

Do not use Neupro

« if you are allergic (hypersensitive) to rotigotine
or any of the other ingredients of Neupro
(see Section 6, ‘Further information’).

if you need to have magnetic resonance
imaging (method to visualise internal organs
and tissues of the body) or cardioversion
(treatment of abnormal heart rhythm). You
must take your Neupro patch off before such
procedures. You can put a new patch on after
the procedure.

Take special care with Neupro

« This medicine may affect your blood pressure,
so it should be measured regularly, especially at
the beginning of your treatment.

* Eye inati are rec ded at
regular intervals while using Neupro. However,
if you notice any problems with your sight in
between examinations, you should contact
your doctor immediately.

« If you have serious liver problems, your

doctor may need to adjust the dose. If during

treatment your liver problems get worse, you
should contact your doctor as soon as possible.

If you feel very drowsy or find that you fall

asleep suddenly, please contact your doctor

(see also below in this section, under ‘Driving

and using machines’).

Where to stick the patch
Put the sticky side of the patch onto clean, dry,
healthy skin on the following areas, as indicated

* If you need to stick the patch to a hairy area
of skin, you must shave the area at least
3 days before sticking the patch there.

by the grey areas in the picture:

+ shoulder

* upper arm

* belly

* thigh

« hip

« flank
(your side,
between
your ribs \ |
and your hip). J\L

To help avoid skin irritation:

» Stick the patch onto a different area of skin
each day, for example on the right side of your
body one day, then on the left side the next
day; on your upper body one day, then on your
lower body.

+ Do not stick Neupro on the same area of skin
twice within 14 days.

« Do not stick the patch on broken or damaged
skin or on skin that is red or irritated.

If you still get problems with your skin because of

the patch, please see in Section 4 ‘Possible side

effects’ the details about what you should do.

To prevent the patch becoming loose or

falling off

« Do not put the patch in an area where it can be

« Do not use creams, oils, lotions, powders or

other skin products on the area of skin you will

be sticking the patch on or near a patch you are

already wearing.

If the patch falls off, a new patch should be applied
for the rest of the day, then replace the patch at
the same time as usual.

NOTE

+ Bathing, showering and exercising should not
affect how Neupro works. Nevertheless, check
that the patch has not fallen off afterwards.

+ You should avoid external heat (for example
excessive sunlight, saunas, hot baths, heating
pads or hot-water bottles) on the area of the
patch.

« If the patch has irritated your skin, you
should keep that area tected
direct sunlight, as it may cause changes in the
colour of the skin.

How to use the patch

Each patch is packed in a separate sachet. You

should stick Neupro onto your skin as soon as

you have opened the sachet and removed the
protective liner.

1.To open the sachet, hold the two sides of the
sachet. Peel apart the foil and open the sachet.

1 you have a skin reaction that lasts Jonger than
a lewl days. is severe, or spreads outside the area
of skin that was covared by the patch, you should
fontact your doctar.

The frequency of possible side effects listed be-

tow Is defined using the following convention:

very commen (affocts more than 1 user in 10)

common (affects 1 1o 10 users in 100)

uncommon (affects 1 to 10 users in 1,000)

rare (affects 1 to 10 users in 10,000}

very rare (affects less than T user in 10,000)

noe knewn (frequency cannot be estimaced from

the available data)

If_you are_using Neupro_for

disease the following side effects may occur:

Very common side effocts

* sleepiness, dizziness, headache

« feeling sick (nausea), vomiting

* skin lrritations under the patch such as redness
and itching

Common side effects

* seeing or hearing things that are not real

(hallucinations)

* difficulty faffing asleop, sleep disorder, difficulty

sleaping, nightmare, unusual dreams

* loss of involun:

related o Parkinson's disease” (dyskinesia),
feeling dizzy when standing up because of fall
in blood pressure

* vertigo {sensation of whirling mosicn)

« faeting of heartbeat (palpitation)

- low blood pressure when standing up. high
blood pressure

« hiccups
* constipation, dry mouth, heartburn
* redness, increased sweating, ieching
« swelling of legs and feec
« facling weak, feeling tired
* falling
= weight loss.
Uncommon side effeces
* allergic reaction
« falling asloep suddenly without warning
* abnormal thinking about reality and behaviour
« increased sex drive, Inability to resist the
impulse to perform an action that iz harmful
Involving excessive gambling and repedtive
meaningless acticas
* confusion
* blurred vision
« visual disturbances such as seeing colours or fights
+ abaoemal heart rhythm
* low blood pressure
« stomach discomfort and pain
* generalised itching, skin irritation
* urable to achieve or maintain an erection
* increased or abnermal liver function test resules
* weight increase
* increased heart rate
Rare side effects
+ psychotic disorders
* unwanted and uncontrolled thoughts and
behaviours
+ involuntary muscle spasms (convulsion)

- generalised rash

« irvitability

If any of tha side effects gecs serious, or If you
notice any side effects not listed in this leafler.
please tell your doctor or pharmacist.

5.HOWTO STORE NEUPRO

* Keep out of the reach and sight of children.

* Do not use Neupro after the expiry dace which

is stated on the label and carton.

* Store in a refrigerator (2°C ~ B°C).

‘What to do with the used and unused
patches

Used patches still contain active substance, which
may ke harmful to others. Fold the used patch
wn?}{ the sticky side inwards. Put the patch in the
original sachet and then throw it away safely, out
of the reach of chitdren.

Medicines should not be disposed of via waste-
water or household waste. Ask your pharmacist
how to dispose of medicines not longer required.
These measures will help to protoct the eaviron-
mene.

6. FURTHER INFORMATION

What Neupro contains

* The active substance is rotigotine,
Each pacch roleases 4 mg of rotigotine par
24 howrs. Each patch of 20 em' ConaR
9.0 mg of rotigotine,

£223),
pakmitate (E304) and Dbu-meophnrul’ (EW

Portugal

UCE Pharma {Produtes Farmacéuticos). Ld
Tek:+ 351/ 21 302 5300
Romdnia

UCE Pharma Romiinia SR.L.
Tek:+ 40 21 300 29 04
Slovenija

Medis, d.o.o.

Tek+ 3B6 1 589 6% 00
Slovenskd republika

UCB 5.r.0. organizatna ziotka
Tel: + 421 (0) 2 5920 2020
SuomilFinland

UCE Pharma Oy Finland
PuhiTel: + 358 10 234 6800
Sverige

UCE Nordic A'S

Tal: + 46 1 (0) 40 29 49 00
United Kingdom

UCE Pharma Ltd.

Tal 444 / (0)1753 534 655

This leaflet was last approved in 11/20

Dewaded Information on this medicine Is
able on the European Medicines Agency we
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NUROFEN

for Children
3 months to 9 years
100mg / 5ml Oral Suspension

\

Contains Ibuprofen

Read all of this leaflet carefully before you
use this medicine.
It contains important information.
Keep this leaflet: you might need it again.
1you have any further questions afteryou have
read it ask your doctor or pharmacist
This medicine is designed to help bring
down @ high temperature [fever and 5
stimmunisation fever) and relieves pain
rom headaches, sore throats, minor aches
ond sprains, teething and toothache.
This. medicing.is-suliakle.for. most babies
over 3 months of age; children and adults,
Follow the dose instructions carefully.
Section 3 shows the different amount that
children need 2
Speak to your doctor if your child:
» suffers from any of the conditions [i
Section 2 of theeaflet
» is'faking aspirin at o dose above 75'mg
a doy. See Section 2 o
» is faking other medicines. See Section 2.  ©
o
o

.

ed in

» is not getting betier, or you feel of all
concerned. See Section 3

» develops a rash, breathing problems or
G very lired: SeeSection

o

: o

* Do not use this medicine and speakfo

your doctor if you are pregnant, think o
you may be pregnant or trying to get
pregnant or are breast feeding.

~See Section 2. .

In this leaflet:

1. What Nurofen for Children 3 months to 9
years Strawberry is and what it is used for

1. What Nurofen for
months to 9 years

and what it is used for
The active ingredient (which makes this

medicine work) is ibuprofen which is o
-n’mﬁhﬂll@mmc’wv [NSAID)

ainkiller.
E)upror'en is used s an analgesic (painkiller) for
the relief of teedmcn toothache pain,
muscular minor s.and sprains, sore throats
as well as the lomatic relief of headaches
Nur Chi 3 mogths fo 9 years

brings down o high lemperaiure

{fever including postimmunisation fever.

Tall
.

k to your doctor or pharmacist if:

your child has or has had high blood
ressure, heart problems or o stroke

cause fhere is a small increased risk of

heart problems with ibuprofen

your child has a condition which may put

them at risk of heart problems, such as

diabetes or high cholesterol

your child has asthma or any allergic

disease of the lungs

your child has, or has had liver, kidney,

heart or bowel problems

your child has SLE {Systemic Lupus

Erythematosus, a condition of the immune

system| or any similar disease

® vour child suffers from chronic

inflammatory bowel disease such os
Crohn's disease or ulcerative colitis
You or your child are taking other
medicines especially:

Appendix

* Doses should be given every 6 - 8 hours.
Leave at least 4 hours between doses.
* For Short-term use only \
» Do not give to babies aged 3 - 6 months
for longer than 24 hours,
» Do not give to children aged 6 months or
over for longer than 3 days.

other medicines ing ibuprofen or
other NSAIDs, including those you can buy
over the counter

low dose aspirin {up to 75 mg a day|
diurétics fio help you pass water)
anticoagulants (blood thinning medicines
e.g. wartarin}

medicines for high blood pressure
(e.g.captopril, atenolol, losartan)

lithium (for mood disorders)

methotrexate (for psoriasis, arthritis and
types of cancer|

zidovudine (for HIV)

corticosteroids (an anfiinflammatory drug)
cardiac glycosides |for heart problems)
ciclosporin or tacrolimus (io prevent organ
rejection after transplant]

mifepristone (for termination of pregnancy)
quinolone antibioftics (for infections|

SSRI antidepressant drugs

a{\ﬁplo!eloii drugs e.g. dipyridamole,

c rel.

2. Before giving Nurofen for Children 3 g
months to 9 years Strawberry fo your child

3.'Ho—w1h65ﬁs?9Nﬁer€h‘3” T
months fo 9 years Strawberry Seek the advice of your doctor or

4. Possible side effects pharmacist if any o)fl the above apply.

5! n for Children 3 If you are not sure what of medicines '
months to 9 years Strawberry your child is taking, show the medicine to

6. Further Information the doctor or pharmacist.

e TR 5 . o 2
r !
The wornings andinformofion given in this
section apply and in addition the following:
lauprofen belongs fo a group.of medici
h may impair fertility in women. .%s ilsl

medicine. it is

reversible on stopping the
unlikelpthot this medicine .
occasionally, will affect your chances of
becoming pregnant, however, fell your
doctor before faking this medicine if you
have problems becoming pregnant

you should onlyfake this producton o
docior’s advice during the first & mosihs of |
pregnancy .

DO NOT take Nurofen for Children if vou

WARNING:
Do not exceed the stated dose

Talk to your doctor

* If your child’s symptoms do not go away
as soon as possible or worsen.

* If you are not sure of your child’s illness
or it is accompanied by a rash,
breathing difficulties, diarrhoea or
excessive tiredness, speak to your doctor
straight away.

If anyone has taken too much medicine

If you accidentally give or take more than the
recommended dose, contact your doclor
straight away.

If you forget to give the medicine

If you forget a dose, give the next dose when
needed, provided that the last dose was taken
ol least 4 hours ago. Do not give a double
dose.

in Relief
i and g Rl re Nurofen for Childre
Age Dose 3 months to 9 years Strawberry
3months-6months | One 2.5mldose 3 Do nof use the medicine affer the expiry date
Weighing over Skg times a day. shown on the botle label and carfon
e e Store below 25°C
than 24 hours Keep all medicines out of the reach and
6 months-12 months | One 2.5ml dose 3 or sight of children
:’ﬁ"‘s‘:ﬂz‘ ";’n“" 6. Further information
1year - 4 years ne jose 3 times T 7
in24 What is in this medicine?
4 years -7 years One7.5ml (5ml +2.5ml) | The active ingredient is Ibuprofen 100 mg
dose 3 timesin 24 hours | Per 5 ml.
Over 7 years One 10ml (Sml +5ml) | The other ingredients are:
dose 3 times in 24 hours | Maltitol liquid, water, glycerol, cifric acid,

sodium citrate, sodium chloride, sodium
saccharin, strawberry flavour, xanthon gum,
polyserbate 80, domiphen bromide.

What the medicine looks like

Nurofen for Children 3 months 1o @ years
Strawberry is an offwhite fiquid available in
100m botles.

Each pack contains a dosing syringe (CE 054%
It contains 100mg of the acfive Ibuprofen in
every 5 ml of medicine.

Product licence holder: Crookes Healthcore
Limited, Nottinghom, NG2 3AA

Syringe manufacturer: Crookes Heolihcare
Limited, Nottingham, NG2 3AA
Manufacturer of medicine: Reckitt Benckiser
Healthcare UK Ltd, Hull, HU8 7DS

and

BCM Llid, Nottingham NG2 3AA

Product license number: PL 00327 /0157
This leaflet wos revised: March 2010

The leaflet gives you the most important
information. If you have any questions affer yor

have read i, ask your doctor or pharmacist wh
will be able o help.
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Package leaflet: Information for the user $Z36204LT03B

Nystatin Oral SuSpension

Nystatin

Please read this leaflet carefully before you start to take your medicine.
It contains important information.

- Keep the leaflet in a safe place because you may want to read it again.

If you have any other questions, or if there is something you don’t
understand, please ask your doctor or pharmacist.

This medicine has been prescribed for you. Never give it to someone else.
It may not be the right medicine for them even if their symptoms seem to
be the same as yours.

If any of the side effects gets serious, or if you notice any side effects not
listed in this leaflet, please tell your doctor.

In this leaflet:

1. What Nystatin Oral Suspension is and
what it is used for
Before you take Nystatin Oral Suspension
How to take Nystatin Oral Suspension

. Possible side effects
How to store Nystatin Oral Suspension
Further Information

4. SANDOZ

Zos o

1 What Nystatin Oral Suspension is aﬁd what it is used for

Nystatin Oral Suspension contains the active ingredient nystatin which belongs
to a group of medicines known as anti-fungal antibiotics.

It is used for the prevention and treatment of infections of the mouth, throat and
intestinal tract caused by a fungus called Candida. It also provides effective
protection against Candida infection in children born to mothers with vaginal
Candida infection.

2 Before you take Nystatin Oral Suspension

Do not take Nystatin Oral Suspension if you are:
« allergic to Nystatin or any of the other ingredients in the product (see Section
6: ‘What Nystatin Oral Suspension contains’).

The usual doses are as follows:

Adults and the elderly

Denture sores and mouth infections caused
by Candida albicans:

Gut infections:
Prevent candidal infection/overgrowth:

1ml, 4 times a day.

5ml, 4 times a day.

If you are also taking other
antibiotics, a total daily
dosage of 10ml will probably
be sufficient.

Children

Intestinal and mouth infections caused by
Candida albicans in infants and children:

1ml, 4 times a day.

Protection against infection in newborn babies| 1ml, once a day.

You should continue to take Nystatin Oral Suspension for 48 hours after your
infection has cleared. This is important to prevent the infection returning.

If you take more Nystatin Oral Suspension than you should

One extra dose is unlikely to be a cause for concern but if you, or someone
else, have accidentally taken too much suspension, contact your doctor or local
hospital accident and emergency department immediately.

If you forget to take Nystatin Oral Suspension

If you miss a dose, take the medicine as soon as you remember and continue
your next dose as usual. Do not take a double dose to make up for the one
forgotten.

If you have any further questions on the use of this product, ask your doctor or
pharmacist.

4 Possible side effects
Like all medicines, Nystatin Oral Suspension can cause side effects, although
not everybody gets them.

Side effects when taking nystatin are unusual, except if taking large doses of
40-50m daily.

Appendix

Take special care with Nystatin Oral Suspension
Children must not be given the medicine if they have a sugar intolerance.

Taking other medicines
Please tell your doctor if you are taking or have recently taken any other
medicines, including medicines obtained without a prescription.

Pregnancy and breast-feeding
Ask your doctor for advice before taking any medicine.

Driving and using machines
Nystatin Oral Suspension is not expected to affect your ability to drive or
operate machinery.

Important information about some of the ingredients of Nystatin Oral

Suspension

The product contains:

+ Sucrose - contains 0.2g of sucrose per 1 ml dose. If you know you have an
intolerance to some sugars, contact your doctor before taking this medicine.
Nystatin Oral Suspension should not be given to children with disaccharide
intolerance.

+ Propyl-p-hydroxybenzoate (E216) and methyl-p-hydroxybenzoate

(E218) - may cause allergic reactions such as nettle rash and wheezing, as

well as delayed skin type reactions.

Sodium metabisulphite (E223) - may rarely cause severe hypersensitivity

reactions and bronchospasm (difficulty in breathing).

Sodium - this medicinal product contains 0.3 mmol (or 1.3 mg) sodium per

1 ml dose. To be taken into consideration by patients on a controlled sodiurm

diet.

3 Howto take Nystatin Oral Suspension

Always take Nystatin Oral Suspension exactly as your doctor has told you.
Do not use the suspension if the seal is broken. Do not dilute the medicine.

Shake the medicine well before use. Hold the medicine in the mouth and
keep in contact with the affected area(s) for as long as possible before
swallowing.

Stop taking this medicine and contact your doctor or the nearest hospital

immediately if you experience any of the following:

= Severe itchy skin rash, swelling of the hands, face, lips or tongue, or difficulty
breathing.

« Stevens-Johnson Syndrome (symptoms include cough, aches, headache,
fever, vomiting, diarrhoea, rash and blisters).

Other reported symptoms:

« feeling sick (nausea), being sick (vomiting).

« mouth irritation and sensitisation.

If any of the side effects get serious, or if you notice any side effects not
listed in this leaflet, please tell your doctor.

5 How to store Nystatin Oral Suspension

Keep out of the reach and sight of children.
Store this product in a cool place, but do not freeze. Protect from light.
Do not take Nystatin Oral Suspension after the expiry date stated on the label.

Do not use the suspension if the seal is broken or if you notice any visible signs
of deterioration.

Ask your pharmacist how to dispose of medicines no longer required.
6 Further information

What Nystatin Oral Suspension contains
The active ingredient is nystatin. Each 1ml of suspension contains 100,000
International Units (1U) of nystatin.

The other ingredients are: sodium carboxymethyicellulose,
methyl-p-hydroxybenzoate, propyl-p-hydroxybenzoate, sodium metabisulphite,
sucrose, saccharin sodium, sodium citrate, aniseed flavour and purified water
(see also end of Section 2: ‘Imporiant information about some of the
ingredients of Nystatin Oral Suspension’).

What Nystatin Oral Suspension looks like and contents of the pack
The medicine contains 30ml of suspension, in a brown glass bottle with either a
plastic cap or a child-resistant cap.

Marketing Authorisation Holder and Manufacturer
Sandoz Ltd, 37 Woolmer Way, Bordon, Hampshire, GU35 9QE.

This leaflet was last approved in 08/2008 $Z36204LT03B
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PACKAGE LEAFLET: INFORMATION FOR THE USER

$Z90708LT04D

Omeprazole 10 mg, 20 mg and 40 mg Capsules

Omeprazole

Read all of this leaflet carefully

before you start taking this medicine.

« Keep this leaflet. You may need to
read it again.

o If you have any further questions, ask
your doctor or pharmacist.

« This medicine has been prescribed
for you. Do not pass it on to others. It
may harm them, even if their
symptoms are the same as yours.

« If any of the side effects gets serious,
or if you notice any side effects not

5. SANDOZ

« Medicines that are used to thin your
blood, such as warfarin or other vitamin
K blockers. Your doctor may need to
monitor you when you start or stop
taklng Omeprazole

. F (used to treat

Atazanavir (used to treat HIV infection)

Tacrolimus (in cases of organ

transplantation)

St John's wort (Hypericum perforatum)

(used to treat mild depression)

Cilostazol (used to treat intermittent

.

pheion claudication)
Yisted i thic Ieaﬂel_. Pleass tell your . Saqumavnr (used to treat HIV infection)
dootorior pharmacist . (used to prevent blood clots
(thromm))

In this leaflet: »
1. What Omeprazole is and what it is If your doctor has prescribed the

usexdfor antibiotics amoxicillin and clarithromycin
2. Before youitaks Omeprazole as well as Omeprazole to treat ulcers
3. How to'take Omeprazole caused by Helicobacter pylori infection, it
4. Possible side effects is very important that you tell your doctor
5. How to store Omeprazole about any other medicines you are taking.
6. Further information

What Omeprazole is and what
used for

Omeprazole contains the active substance
omeprazole. It belongs to a group of
medicines called ‘proton pump inhibitors’.
They work by reducing the amount of acid
that your stomach produces.

Omeprazole is used to treat the following
conditions:

In adults:
‘Gastro-esophageal reflux disease’
(GERD). This is where acid from the
stomach escapes into the gullet (the
tube which connects your throat to your
h) causing pain,

and heartburn.
Ulcers in the upper part of the intestine
(duodenal ulcer) or stomach (gastric
ulcer).
Ulcers which are infected with bacteria
called ‘Helicobacter pylori'. If you have
this condition, your doctor may also
prescribe antibiotics to treat the
infection and allow the ulcer to heal.
Ulcers caused by medicines called
NSAle (Non-Steroidal

y Drugs). O !
can also be used 1o stop ulcers from
forming if you are taking NSAIDs.
Too much acid in the stomach caused
by a growth in the pancreas
(Zollinger-Ellison syndrome).

In children:
Children over 1 year of age and = 10 kg
« 'Gastro-esophageal reflux disease’
(GERD). This is where acid from the
stomach escapes into the gullet (the
tube which connects your throat to your
causing pain,
and heartburn.
In children, the symptoms of the
condition can include the return of
stomach contents into the mouth
{ being sick ( i
‘daﬁ'g poor weignt gain.

Taking Omeprazole with food and drink
You can take your capsules with food or
on an empty stomach.

Pregnancy and breast-feeding

Before taking Omeprazole, tell your doctor
if you are pregnant or trying to get
pregnant. Your doctor will decide whether
you can take Omeprazole during this time.

Your doctor will decide whether you can
take O le if you are

Driving and using machines
Omeprazole is not likely to affect your
ability to drive or use any tools or
machines. Side effects such as dizziness
and visual disturbances may occur (see
section 4). If affected, you should not drive
or operate machinery.

Important information about some of
the ingredients of Omeprazole
Omeprazole capsules contain lactose. If
you have been told by your doctor that you
have an intolerance to some sugars,
contact your doctor before taking this
medicinal product.

3. How to take Omeprazole

Always take Omeprazole exactly as your
doctor has told you. You should check with
your doctor or pharmacist if you are not sure.

Your doctor will tell you how many
capsules to take and how long to take
them for. This will depend on your
condition and how old you are.

The usual doses are given below.

Adults:

To treat symptoms of GERD such as

heartburn and acid regurgitation:

« If your doctor has found that your food
pipe (gullet) has been slightly damaged,
the usual dose is 20 mg once a day for

to—
take a dose of 40 mg for a further 8

Common: affects 1 to 10 users in
100

Uncommon:  affects 1 to 10 users in
1,000

Rare: affects 1 to 10 users in
10,000

Very rare: affects less than 1 user in
10,000

Not known: frequency cannot be
estimated from the

available data

Other side effects include:

Common side effects

* Headache.

. Effects on your stomach or gut
pain,

wmd (flatulence).
+ Feeling sick (nausea) or being sick
(vomiting).

_Uncommon side effects

+ Swelling of the feet and ankles.

* Disturbed sleep (insomnia).

Dizziness, tingling feelings such as
“pins and needles”, feeling sleepy.
Spinning feeling (vertigo).

Changes in blood tests that check how
the liver is working.

Skin rash, lumpy rash (hives) and itchy
skin.

Generally feeling unwell and lacking
energy.

Rare side effects
* Blood problems such as a reduced
number of white cells or This

Appendix

isopropyl alcohol, propylene glycol,
N-butyl alcohol, ammonium hydroxide,
potassium hydroxide, black iron oxide
(E172).

What Omeprazole Capsules look like
and contents of the pack
Omeprazole 10 mg:

Light brown cap, light brown body, each
imprinted with “OME 10” containing dull
yellowish, brown granules.

Omeprazole 20 mg:

White cap, white body, each imprinted
with “OME 20" containing dull yellowish,
brown granules.

Omeprazole 40 mg.

White cap, light brown body, each
imprinted with “OME 40" containing dull
yellowish brown pellets.

Omeprazole 10 mg:
Aluminium/Aluminium blister in packs of 7,
14, 15, 28, 30, 56, 56x1 and 98 capsules.
White HDPE bottles with PP screw cap
and desiccant: boxes containing 1 bottle of
7,14, 15, 28, 30, 49, 50 and 168 capsules
or boxes containing 2 bottles of 28, 49, 50
and 168 capsules.

Amber glass bottles with a HDPE screw
cap with inserted desiccant agent
containing silica gel in boxes of 15 and
168 capsules.

Omeprazole 20 mg:
Al vl

can cause weakness, bruising or make
infections more likely.

Allergic reactions, sometimes very
severe, including swelling of the lips,
tongue and throat, fever, wheezing.
Low levels of sodium in the blood. This
may cause weakness, being sick
(vomiting) and cramps.

Feeling agitated, confused or depressed.
Taste changes.

Eyesight problems such as blurred vision.
Suddenly feeling wheezy or short of
breath (bronchospasm).

Dry mouth.

An inflammation of the inside of the mouth.
An infection called “thrush” which can
affect the gut and is caused by a fungus.
Liver problems, including jaundice
which can cause yellow skin, dark
urine, and tiredness.

Hair loss (alopecia).

Skin rash on exposure to sunshine.
Joint pains (arthralgia) or muscle pains
(myalgia).

Severe kidney problems (interstitial
nephritis).

Increased sweating.

... . DR DR

Very rare side effects

Changes in blood count including
agranulocytosis (lack of white blood cells).
Aggression.

Seeing, feeling or hearing things that
are not there (hallucinations).

Severe liver problems leading to liver
failure and inflammation of the brain.
Sudden onset of a severe rash or
blistering or peeling skin. This may be
associated with a high fever and joint

blister in packs of 7,
14, 15, 28, 30, 56, 56x1 and 98 capsules.
White HDPE bottles with PP screw cap
and desiccant: boxes containing 1 bottle of
7, 14, 15, 28, 30, 49, 50, 100 and 168
capsules or boxes containing 2 bottles of
28, 30, 49, 50 and 168 capsules.

Amber glass bottles with a HDPE screw
cap with inserted desiccant agent
containing silica gel in boxes of 15 and
168 capsules.

Omeprazole 40 mg

Aluminium/Aluminium blister in packs of 7,
14, 15, 28, 30, 56 and 98 capsules.

White HDPE bottles with PP screw cap
and desiccant: boxes containing 1 bottle of
7,14, 15, 28, 30, 49, 50 and 168 capsules
or boxes containing 2 bottles of 28, 30, 49,
50 and 168 capsules.

Amber glass bottles with a HDPE screw
cap with inserted desiccant agent
containing silica gel in boxes of 15 and
168 capsules.

Not all pack sizes may be marketed:

Marketing Authorisation Holder and
Manufacturer

Marketing authorisation holder:
Sandoz Ltd, Frimley Business Park,
Frimley, Camberley, Surrey, GU16 7SR.

Manufacturer;
LekF dd, 5 57,
1526 Ljubljana, Slovenia.

This leaflet was last approved in
11/2010. 46055209
S$Z90708LT04D
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PAURMGE LEMFLE 1

U FUN TE UsER

One-Alpha” Capsules 0.25 microgram
One-Alpha” Capsules 0.5 microgram
One-Alpha® Capsules 1 microgram

alfacalcidol

Please read all of this leaflet carefully before you
« Keep this leaflet. You may need to read it again.

the same as youl

start taking this medicine.

- If ynu have any further questions, ask your doctor or pharmacist.
* This medicine has, boennmcn'beﬁ for you. Do not pass it on to others. It may harm them, even if their symptoms are

Il any n'me slﬂe effects become. serious, or you notice any side effects not listed in this leaflet please tell your doctor
or pharmaci
* In this luﬂel One-Alpha® capsules will be called One-Alpha®.

In this leaflet:
1. What One-Alpha® is and what it is used for
2. Before you take One-Alpha® .
3. How to take One-Alpha® o
4. Possible side effects

5. How to store One-Alpha®

6. Further information

1. WHAT ONE-ALPHA® IS AND WHAT IT IS USED FOR
One-Alpha® belongs to a group of

You must tell your doctor or pharmacist if you are taking

any of the following medicines:

* Anticonvulsants: for epilepsy

larger dose of One-Alpha®.

* Barbiturates: for ileepmg disorders. You may need a
larger dose of One-Alp

+ Cardiac glycosides, sum us digoxin: for heart problems.
‘You may get too much calelum in your blood. This may
 cause an abnormal heart.

or fits. You may need a

vitamin D analogues. It is a type of vitamin D.

Vitamin D controls the levels of two substances
These substances are called calcium and. phosph
Your m both of these substances for healthy

One-Alpha® works by increasing the amount of vitamin D
in your body. This means the levels of calcium and
phosphate in your body will increase too.

One—Alphn" is used to treat diseases where the amount of
your body needs changing. It is used to treat:
failure

Chuw

* Changes 1o your parathyroid glands. These ars

glands found in your neck. They make a b mll.d
the i Thi

calcium in your body. =
* The gl may make the amourt of e Your

'Tm lnnda mo make

'Lﬂwlsve&ofcnblummd\eblooddmmbtb!es

amount of ol

(hypocalcaemial.
+ Softening and deformity of the bones due to lack of
calcium {rickets or osteomalacia).

2. BEFORE YOU TAKE ONE-ALPHA®

Do not Alpha®
« If you are allergic {hypersensitive) to alfacalcidol or any of
the other ingredients. You un find a list of these
ingredients in section 6 of this leaflet.
* If you know you have a wndmon called hypercalcaemia.
¥ your blood.
* If you know that you hlva a condition called calclﬂcannn
This means you have high levels of calcium in your body
ues.

If you are unsure if any of the above ewlv to you, talk to
your doctor before taking One-Alpha®.

Take care with One-Alpha®
Before you take One-Alpha® tell your doct
» If you are taking another type of oy caied u curthoc
lycoside, such as digoxin, Theu medicines are used to
treat problems with your hear
* fyou have any problems i your kidneys. This includes
if you have kidney stones.

You may get too much calcium or phosphate in your} blnud
when you take this medicine. Please read section 4 of this
leafiet so you can spot any souns this may be hapnenmg o
you. Your doctor may need to change your dose.

While you are taking One-Alpha® your doctor wil take
regular biood tests. This i |s vmy |mpnn:m m omldnan.
patients with kidney probl high dose
of m.dn:mg This is to check lhe level ofcalcmm and
phosphate in your blood while you take your medicine.

Your doctor may prescribe another medicine called a

ate binding agent to take as well as One-Alpha®.
s will help 10 keap the right amount of phosphate in
your

Taking other medicines

level, or to
help stop some types of dlarmoeu or itching. Your One-
Alpha® may not enter your blood as usual
« Thiazide diuretics, often called *water pl"s' for increasing
me amount of water {urine) that your body makes. You
may get too much caleium in your blood.

Pregnancy and breastfeeding e

Please ask your doctor or pharmacist for advice before

taking One-Alpha®:

 Ifyou are pregnant, or mmk You are pregnant.

* If you are breast-feedin

Tell your doctor if you Bocome prognarit whil taking this
icine.

Driving and using machines
Usually vnur medicine may have very littie effect on your

ablty to drive or use machines. Check with your doctor if
you feal stop or
Using machines.

important

One-Alpha®

One-Alpha® contai

< Soaame ol Spemmvs o8 B Wmoct b ekl s copaulse:

It may rarely give you severe allergic reactions. Please

read section 4 of this leaflet so you can spot any signs
s may be happening 1o you.

Please ask your doctor if youara w in
ingredients in this medicine.

3. HOW TO TAKE ONE-ALPHA®
Always use One-Alpha® exmov as your doctor has told

The usual starting dose is 1 microgram each day. This is
sither 1 brown capsule, 2 red onptulas or & white capsules.
People usually take between 1 and 3 micrograms each day.

Most peaple take between 0.25 and 1 microgram each day
once the blood test results show the medicine is working.
This is usually one white capsule, or one red capsule or
one
f you have very low levels of calcium in your blood, your

joctor may prescribe between 3 and 5 microgram each
day. Your doctor may prescribe another medu:lna called a
calcium supplement to take as well as One-Alpha®. This will
help to keep the right amount of calcium level in your blood.

The usual starting dose is 0.5 microgram each day. This is
either 1 red capsule or 2 white capsules.

Children:
The dose dapends on the weight of the child {called
bodyweight

* Newborn and premature babies:
The usual starting dose is 0.( osm 0.1 microgram per
kilogram of bodyweight each da
I the level ofcaluum in lheiv blood is verv low, up to2
kilogram of needed

each day.
A dose of 0.

dayis ussd % stop low biod cagium lovel premature
babi

+ Children weighing less than 20 kilogra
The usual starting dose is 0.05 mucvogram per kilogram
Bbodyweight each day.

- Children more than 20 kilograms
The usual starting dose is 1 microgram each day.

1f you take more One-Alpha® than you should
Tell your doctor straight away. You may need to stop taking
this medicine.

fou may get too much calcium or phosphate in your
b|ood Please read section 4 of this leaflet so you can spot
any signs this may be happening to you.

Appendix

9. FIUW 1U > 1UNE UNE-ALFHAY
« Keep om of the reach and the sight of children.
« Do not capsules after the expiry date on the carton.
The explvy date is the last day of that month.
+ Do not store above 25°C.
Medicines should not be thrown away in waste water or in
household waste. Please ask your pharmacist how to
row away any medicine you do not need anymore. If you
do this you will help protect the environment.

6. FUR'I'HER INFORMATION
™ contains

- The mm mgredlent is alfacalcidol.
One-Alpha® Capsules 0.25 microgram contain
0.25 mncr ram of alfacalcidol in each capsule.
One-Alpha® Capsules 0.5 microgram contain
05 microgram of alfacalcidol in each capsule.
One-Alpha® Capsuhs 1 microgram contain 1 microgram
of anacalcndol in each enpsule

gelann, QWmI and pom.smm sorba
The 0.25 microgram capsules also contain titanium
dioxide (5171)

icrogram capsules also contain titanium
dioxide (E|71) and wﬂ iron oxide (E172).
The 1 microgram capsules also contain black iron oxide
(E172) and red iron oxide (E172),

You can find important information about some of the
ingredients in your medicine near the end of section 2 of
this leaflet.

What One- looks like and of the pack
One-Alpha® Capsules 0.25 microgram are white cwsules
One-Alpha® Capsules 0.5 microgram are red capsules.
One-Alpha® Capsules 1 microgram are brown capsules.
One-Alpha® comes in blister packs of 30 capsules.

LU i Holder
Mnrkanng Aumons.mon Holder:
, Princes Bucks.,
NP77 QRR UK.
Manufact

LEO Pharmacsmlcal Products, DK 2750, Ballerup,

This leaflet was last revised in February 2009
®Registered Trade Mark

I you forget to take On
If you forget to take your mgdncme. take it as soon as you
remember. Then take the next dose at the usual time.

If you have any further questions about taking this
medicine, please ask your doctor or pharmacist.

4. POSSIBLE SIDE EFFECTS
Like all medicines, One-Alpha® can cause side effects,
em.

you, You should check with your doctor or pharmacistif  although not everybody gets them.
You are not sure.
Important side effects to look out for:
the capsule out of the blister You must get urgent medical help if you have any of the
Pv&nnmeshmys»deolﬁwbllnw i ‘You may be having i i
through the printed side of the foil. Please see the diagram. + You have difficulty breathing

shiny side

S

How much One-Alpha® to take

Your doctor will tell you how many capsules to take, or to

give your child,

At ﬂr!( ycu will have weekly blood tests to check the levels
€ sul your blood. These tests are to check

‘ha icvals of calcium, an enzyme called alkaline

phosphatase or the parathyroid hormone. This is so your

doctor knows that you are taking the dase wn is rigm for

you. When youare ge’ttnw the correet

need bl

pdtedtol

Youmay i ove et ki S a8 X soy T it
your doctor knows that the dose is right for you.

Your doctor may adjustyour dose. Your doctor may ask -
you'to ok morp orloss capsules depending on your test
results, You may get too much calcium or phosphate in
‘your blood when you wloe this medicine. Please read
section 4 of this leaflet

* Your face or throat swell
+ Your skin develops a severe rash.

YYou should tell your doctor straight away if you spot any

of the following signs which may be due to too much

ul:l.nolmh blood:
anudhmm(ulm)nwuoﬂ-\

* You feel thirsty

* You have a dry mouth, or a metallic taste in your mouth.

* You feel weak or have pain in your muscles or bones.

* You feel sick or have constipation.

Other possible
Skin problems:
* Itching skin

* Hives {urticaria)

side effects:

Kidney e 3
+ Needing to pass water (urine) less often.
+ Swelling of any parts of your body.
« Fever with a pain in your side,
These are signs that there may be problems developing with
your Kidneys. Kidney stones may be forming. Kidney stones

be happening to you. Vouv doctor will tell you not to take
any more medicine. You will need to have some blood

in one side of your lower back.
The effects described in thi: ion of the
leafiet probably affect about 1in 10,000 people. Skin
problems or too much calcium in your blood are the side

most people get.
If any of the side effects become serious, or you notice any

L E O
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'ACKAGE LEAFLET:
NFORMATION FOR THE USER

Phenergan 10 mg
Tablets

oromethazine hydrochloride

sanofi aventis

' Is this leaflet hard to see or read?
Phone 01483 505515 for help

tead all of this leaflet carefully because it contains
mportant information for you.
his medicine is available without prescription. However,
ou still need 10 take Phenergan Tablets carcfully to get the best
esults from it.
Keep this leaflet. You may need to read it again
Ask your pharmacist if you need more information or advice
You must contact a doctor if your symptoms worsen or do
not improve after 7 days
If any of the side effects get serious, or if you notice any
side effects not listed in this leaflet, please tell your
doctor or pharmacist
n this leaflet:
What Phenergan Tablets are and what they are sed for
. Before you take Phenergan Tablets
How to take Phenergan Tablets
. Possible side effects
. How 1o store Phenergan Tablets
+ Further Information

3 10 take Phi

rgan Tab

The amount you need to take depends on the reason you are
taking Phenergan Tablets. The following information wil
help you to decide how much you need to take, You should ’
check with your doctor or pharmacist if you are not sure.

Taking this medicine

« Take this medicine by mouth

* Do not take for longer than 7 days. If your symptoms
worsen or do not improve after 7 days talk to your doctor
or pharmacist

« If you feel the effect of your medicine is too weak or too
strong, do not change the dose yourself, but ask your doctor

How much to take

| The usual dose is
| For allergies (such as hay fever, rashes and hives)

Children 2-5 years:

+ Phenergan Elixir should be given in this age group

Children 5-10 years:

= Asingle dose of either one or two tablets (10mg or 20mg)
given at night or one tablet (10mg) given twice a day

+ DO NOT give more than two tablets (20mg) each day

Children over 10 years and adults (including the elderly):

» Start with one tablet (10mg) twice a day

+ This may be increased to a maximum of two tablets 20mg)
three times a day

For treatment and prevention of feeling sick or being sick

{such as travel sickness)

Children 2-5 years:

+ Phenergan Elixir should be given in this age group

Children 5-10 years:

* Asingle tablet to be taken the night before the journey

« This may be repeated after 6-8 hours if necessary

Children over 10 years and adults (including the elderly):

* Two tablets 20mg) to be taken the night before the journey

* This may be repeated after 6-8 hours if necessary

Phenergan Tablets contain a medicine calied promethazine
hydrochlaride, This belongs to a group of medicines called
phenothiazines. It works by blocking a natural substance
{histamine) that your body makes during an allergic reaction. It
also works directly on the brain to help you feel more relaxed.

What Phenergan Tablets are used for

Phenergan Tablets can be given to you either by a doctor or

directly by a pharmacist depending on the condition you are

being treated for.

Phenergan Tablets may be provided directly by a pharmacist

for use in the following situations:

« To treat allergic conditions such as hay fever or rashes (like
nettle rash or hives)

* To treat adults with difficulty sleeping (insomnia)

= To treat or stop you feeling sick (nausea) or being sick
(vomiting) such as travel sickness

Phenergan Tablets may also be given to you by a doctor. This

can be for use in any of the abgve situations or for use in the

following additional situations:

* To help you feel more relaxed before an operation

* If you are having difficulty sleeping

* As a sedative for both adults and children. This isa medicine
given to reduce awareness or make you feel relaxed and at ease

2. Before you take Phenergan Tablets

Do not take this medicine and tell your doctor if:
X The person taking the medicine is under 2 years of age
X You are allergic (hypersensitive) to pmmelhaimc
any of the other i
Phenergan Tablets (listed in Section 6 below)
The signs of an allergic reaction include: a rash,
swallowing or breathing problems, swelling of your lips,
face, throat or tongue
X You are taking a medicine for depression called a
monoamine oxidase inhibitor (MAOI). Also do not take

As a sedative (only under the advice of a doctor)
Phenergan Tablets may also be used as a short term sedative. This
will normally have been prescribed by a doctor. The information
below is a guide to the doses recommended

Children 2-5 years:

« Phenergan Elixir should be given in this age group
Children 5-10 years:

« Two tablets (20mg) given as a single dose at night time
Children over 10 years and adults (including the elderly):
« Two Lo five tablets (20mg to 50mg) as a single dose at night time

Exposure to sunlight

Phenergan Tablets can make your skin more sensitive to
sunlight. Keep out of direct sur\hgh( while: (akmg this
medicine.

If you take more Phenergan Tablets lhan yon should

1f you or your child takes more Phenergan Tablets than you
should, tell a doctor or go to a hospital casualty department
straight away. Take the medicine pack with you. This is so
the doctor knows what you or your child has taken.

The following effects may happen:

In children: Excitation, moving unsteadily or stumbling,
uncontrolled writhing movements especially of the hands or
feet, hallucinations, fits (seizures), loss of consciousness,
uneven heart beat and breathing difficulties.

In adults: Feeling sleepy or drowsy, fits, loss of canscious-
ness, uneven heart beat and breathing difficulties.

If you forget to take Phenergan Tablets

Do not take a double dose to make up for a forgotten dose

* If you are taking Phenergan Tablets for an allergic
condition - take your medicine as soon as you remember,
then carry on as before

« Ifyou are taking Phenergan Tablets for sedation or
sleeping problems - miss that dose and take the next
evening’s dose as usual

If you have any further questions on the use of this product,

ask your doctor or pharmacist.

Tests

Taking Pheriergan Tablets may affect the results of certain
tests. These include some pregnancy tests and skin tests.
Phenergan Tablets should not be taken at least 3 davs
before the start of a skin test.

Phenergan Tablets if you have stopped taking
one of these MAOI medicines within the last 14 days. If
| you are not sure ask your dactor or pharmacist (see
“Taking other medicines” section below)
X The person is unconscious (in a coma) or suffers from
severe dizziness, drowsiness or headache
Do not take this medicine if any of the above applies to you.
If you are not sure, talk to your doctor or pharmacist before
taking Phenergan Tablets,

Take special care with Phenergan Tablets
Check with your doctor or pharmacist
hefore taking your medicine if
You have difficulty breathing, wheezing, tightness in the
[ chest (asthma) or an infection in your lungs {bronchitis)
You have epilepsy
A You have any serious heart problems
B You have liver or kidney problems
You have a stomach blockage or difficulty passing water (urine)
You have increased pressure in the eye (narrow angle
glaucoma)
You have had something called Peye’s Syndrome or
possible Reye's Syndrome — signs include being sick and
confused following a viral illness
If you are not sure if any of the above apply to you, talk to
your doctor or pharmadist before taking Phenergan Tablets.

Taking other medicines
Please tell your doctor or pharmacist if you are taking or
|have recently taken any other medicines, This includes
| medicines you can buy without prescription, induding
herbal medicines. This is because Phenergan Tablets can
affect the way some medicines work. Also some medicines
can affect the way Phenergan Tablets work
Do not take this medicine, and tell your doctor, if you are
taking or have taken the following in the last 2 weeks:
* Some medicines for depression called monoamine
oxidase inhibitors (MAOIs). If you are not sure ask your
doctor or pharmacist

4. Possible side effects

Like all medicines, Phenergan Tablets can cause side effects,
althaugh not everybody gets them,

Stop taking Phenergan Tablets and see a doctor or go to
2 hospital straight away if you notice any of the -
following side effects:

« An allergic reaction. The signs may include: a rash,

swallowing or breathing problems, swelling of your lips,

| face, throat or tongue

« Liver problems that may cause the eyes or skin to go yellow
| (jaundice)

* Muscle stiffness or shaking.

« Being unable to control some muscles in your head or face
' You notice unusual movements of the tongue, facial

muscle spasms, rolling eyes and trembling
'+ Veery fast, uneven or forceful heartbeat (palpitations)
* Tiredness which lasts for a long time. This may be due to a
blood problem called anaemia

|+ Over-active behaviour in children

Tell your doctor or pharmacist if any of the following
;side effects get serious or lasts longer than a few days.
Also tell them if you notice any side effects not listed in
Ithis leaflet.
+ Dry mouth, blurred vision or you cannot pass water (urine)
« Feeling drowsy or sleepy, tiredness, disorientation, having

nightmares, headaches, feeling restiess

|" Loss of appetite (anorexia), indigestion

- Fecling dizzy, lightheaded, faint (hypotension)
J Feeling confused, especially in elderly people

* Being more sensitive to the sun than usual. If this happens.

keep out of direct sunlight and do not use sun lamps

* Keep out of the reach and sight of children

* Do not take Phenergan Tablets after the expiry date which
is stated on the carton and blister pack after EXP. The
expiry date refers to the last day of that month

* Store below 30°C

* Store in the original carton in order to protect from light

Appendix

Tell your doctor or pharmacist if you are takingany ¢
the

« Anticholinergic medicines - includes some medicines
used for irritable bowel syndrome, asthma or weak
bladder. These can increase the risk of dizziness, dry
mouth and blurred eyesight

= Medicines for depression (such as amitriptyline)

« Medicines to help you to sleep or feel more relaxed (su
as epam or zulprdem)

ledicines such as aspirin {for arthritis and pain in your

joints). Phenergan Tablets may hide the side effect:

of these medicines

Taking Phenergan Tablets with food and drink
Do not drink alcohol while you are taking Phenergan Tablet:
This is because it can affect the way the medicine worl

ncy and breast-feeding
Talk to your doclor before taking this medicine if you are
pregnant, might become pregnant, or think you may be
pregnant. Phenergan Tablets should not be taken 2 weeks
before birth.
You should not take Phenergan Tablets if you are breast-
feeding. This is because small amounts may passinto mother
milk. This can be harmful to your baby.
If you are breast-feeding or planning to breast-feed, talk to
your dactor or pharmacist before taking any medicine.

. Driving and using machines

You may feel drowsy or sleepy after taking this medicine or

in the morning after taking this medicine. If this happens, ¢

not drive or use any tools or machines.

Important information about some of the ingredients o

Phenergan Tablets

This medicine contains:

* Lactose, Thisis a type of sugar, Ilyw have been told by
your.dactor that you cannot tolerae or digest some suga
(have an intolerance Lo some sugars), talk to your doctor

before taking this medicine
1150212503 n

Medicines should not be disposed of via wastewater or
household waste. Ask your pharmacist how to dispose ¢
medicines no longer required, These measures will help
protect the environment.

6.

urther Information

What Phenergan Tablets contains.

* Each tablet contains 10mg of the active substance,
promethazine hydrachloride

« The other ingredients are lactose, majze starch, povid
magnesium stearate, polyethylene glycol, Opaspray
(contains titanium dioxide-£171, hypromellose-E464 ¢
indigo carmine aluminium lake blueiE132) and
hypromellose

What Phenergan Tablets look like and contents of t|

pa
A pale blue film coated tablet marked PN 10 on one sid
The tablets are available in blister packs of 56.

Holder and
Marketing Authorisation Holder
Sanofi-aventis

One Onslow Street

Guildford

Surrey

GUT4YS,

UK

Tel:01483 505515

Fax: 01483 535432
email.uk-medicalinformation@sanofi-aventis.com
Manufacturer.

Aventis Pharma SA

Avenida de Leganes 62

28925 Alcoron

This leaflet does not contain all the information about
medicine. If you have any questions or are not sure abc
anything, ask your doctor or pharmacist.

This leaflet was last revised in 04/2008

© sanofi-aventis, 1997- 2008
11502125¢
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& piriton
l 4 Eﬂergy tablets

Chlorphenamine Maleate

Please read right through this leaflet before you start using this medicine.

This medicine is available without prescription, but you still need to use Piriton Allergy

Tablets carefully to get the best results from them.

« Keep this leaflet, you may need to read it again.

« If you have any questions, or if there is anything you do not understand, ask your
pharmacist.

In this leaflet:

1. What Piriton Allergy Tablets do

2. Check before you take Piriton Allergy Tablets
3. How to take Piriton Allergy Tablets

4. Possible side effects

5. How to store Piriton Allergy Tablets

6. Further information

1. What Piriton Allergy Tablets do

Piriton Allergy Tablets are used to treat the allergic symptoms of hayfever and other
allergies.

The active ingredient is chlorphenamine maleate, an antihistamine which can help to
relieve the symptoms of some allergies and itchy skin rashes. It can be used to treat the
itchiness, redness, swelling, tenderness and irritation that can be caused by:

« hayfever and other allergies e.g. pet, house dust mite and mould spore allergies

« nettle rash and hives

3. How to take Piriton Allergy Tablets
Adults and children aged 12 years and over:
/ Swallow one tablet every 4 to 6 hours as needed.
Do not take more than 6 tablets in 24 hours.
Children aged 6 to 12 years:
Give % tablet every 4 to 6 hours as needed.
Do not give more than 6 half tablets in 24 hours.

* Do not take more than the recommended dose.

If you take too many tablets

Contact your doctor or casualty department. Do not drive if you have taken too
many tablets.

If you forget to take the tablets
Take one as soon as you remember, unless it is nearly time to take the next one.
Never take two doses together.

If your symptoms persist, see your doctor.

4. Possible side effects
Like all rn'edicines, Piriton Allergy Tablets can have side effects, but not everybody gets
them. Children and older people are more prone to side effects.

* The most common side effect is drowsiness. This drowsiness can be helpful if
symptoms are particularly troublesome at night.

The following side effects may occur:

« Difficulty concentrating, feeling tired, dizziness or blurred vision.

* Loss of appetite, indigestion or upset stomach, feeling or being sick, diarrhoea or
tummy pain.

* Liver inflammation (which may make you feel weak, sick and turn yellow).

* Headache.

* Dry mouth or difficulty passing water.

* Palpitations (feeling your heart beat), fast or irregular heart beat, or low blood
pressure (you may feel faint).

* Chest tightness or thickening of the phlegm.

Appendix

 skin allergies and dermatitis

o prickly heat and heat rash

« reactions to food, food additives or medicines
o insect bites and stings

o the itchy rash of chickenpox.

2. Check before you take Piriton Allergy Tablets
m Do not take Piriton Allergy Tablets:

« if you have ever had an allergic reaction to antihistamines or to any of the other
ingredients (listed in Section 6)

« if you have taken monoamine oxidase inhibitors (MAOIs) prescribed for
depression in the last two weeks

« if you are under 6 years.

“ Take special care with Piriton Allergy Tablets

Talk to your doctor before you take these tablets if you have very high blood
pressure, epilepsy, overactive thyroid, glaucoma, enlarged prostate, heart or

liver disease, bronchitis, asthma or other similar respiratory problems.

Be careful when drinking alcohol while using Piriton Allergy Tablets. They can
increase the effects of drinking.

Do not drive or operate machinery if the tablets make you feel drowsy.

If you have been told by your doctor that you have an intolerance to some sugars,
contact your doctor before using Piriton Allergy Tablets.

n If you are taking other medicines

Talk to your doctor or pharmacist before using this medicine if you are taking any
prescribed medicines; particularly phenytoin (for epilepsy) or medicines for anxiety
or to help you sleep.

“ Pregnancy and breast feeding

Talk to your doctor before taking Piriton Allergy Tablets if you are pregnant or breast

feeding.

* Blood disorders such as anaemia.

* Allergic reactions including itchy rash, skin peeling and sensitivity to the sun.
¢ Twitching, muscular weakness and un-coordination.

* Ringing in the ears.

* Depression (low mood), irritability or nightmares.

 Children may become excited and older people may become very confused.

If you do get any side effects, even those not mentioned in this leaflet, tell your
doctor or pharmacist.

5. How to store Piriton Allergy Tablets
Keep out of the reach and sight of children.

Do not use this medicine after the ‘Use by end of date shown on the pack.
Store below 30°C.

6. Further information

Actlve_ingredlent Each tablet contains Chlorphenamine Maleate 4 mg.
Other ingredients Lactose, maize starch, yellow iron oxide (E 172),
magnesium stearate and water.

Packs of Piriton Allergy Tablets contain 30 or 60 tablets.

The keting authori: holder is Gl ithKline Consumer Healthcare,
Brentford, TW8 9GS, U.K. and all enquiries should be sent to this address.

The manufacturer is Haupt Pharma Wilfing GmbH, Bethelner Landstrasse 18,
D-31028 Gronau/Leine, Germany.

This leaflet was last revised in May 2010.

Piriton and the trigger device are registered trade marks of the
Gl ithKline group of ¢ i

@GlaxoSmithKline

L63900"
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PREDNISOLONE 1 mg AND
5 mg TABLETS

FOR THE USER
Read all of this leaflet carefully before you
start taking this medicine.
* Keep this leaflet. You may need to read it
again.
If you have any further questions, ask your
doctor or pharmacist.
This medicine has been prescribed for
you. Do not pass it on to others. It may
harm them, even if their symptoms are
the same as yours.
If any of the side effects get serious, or if
you notice any side effects not listed in
this leaflet, please tell your doctor or
pharmacist.

PREDNISOLONE LEAFLET - HEADLINES

PR . .
o Dvacd i

F isa

prescribed for many different conditions,

including serious illnesses.

You need to take it regularly to get the

maximum benefit.

Don't stop taking this medicine without

talking to your doctor - you may need to

reduce the dose gradually.

Prednisolone can cause side effects in

some people (read section 4 below). Some

problems such as mood changes (feeling
depressed, or 'high'), or stomach
problems can happen straight away. If you
feel unwell in any way, keep taking your
tablets, but see your doctor straight away.

Some side effects only happen after

weeks or months. These include weakness

of arms and legs, or developing a rounder
face (read section 4 for more information).

If you take it for more than 3 weeks, you

will get a blue 'steroid card": always keep

it with you and show it to any doctor or
nurse treating you.

* Keep away from people who have
chicken-pox or shingles, if you have never
had them.They could affect you severely.
If you do come into contact with chicken
pox or shingles, see your doctor straight
away.

Now read the rest of this leaflet. It includes

other important information on the safe and

effective use of this medicine that might be
especially important for you. This leaflet was

last updated in July 2010

INTHIS LEAFLET:

1.What Prednisolone is and what it is used
for

2. Before you take Prednisolone

3. How to take Prednisolone

4. Possible side effects

5. How to store Prednisolone

6. Further information

WHAT PREDNISOLONE IS AND WHAT
IT IS USED FOR

Diadnlaal
P

- benefit inf

Prednisolone belongs to a group of
medicines called steroids. Their full name is
corticosteroids. These corticosteroids occur
naturally in the body, and help to maintain
health and well-being. Boosting your body
with extra corticosteroid (such as
Prednisolone) is an effective way to treat
warious illnesses involving inflammation in

Prednisolone tablets are used in a wide
range of inflammatory and auto-immune
conditions including:

* allergies, including severe allergic reactions

inflammation affecting the: lungs,

including asthma, blood vessels and
heart, bowel or kidneys, muscles and
joints, including rheumatoid, arthritis, eye
and nervous system

skin conditions

* some infections

* some cancers, including leukaemia,
lymphoma and myeloma

* to prevent organ rejection after a transplant

Also:

* to make up the difference when the body’s
production of cortisone is too low to
maintain good health.

* to treat high calcium levels.

e BEFORE YOU TAKE PREDNISOLONE

DO NOT take Prednisolone and talk to your

doctor if you:

* are allergic (hypersensitive) to
prednisolone or any of the other
ingredients of this medicine

¢ have an infection unless it is being treated
with a specific antibiotic

 are suffering from herpes infection of the
eye.

Take special care with P

Check with your doctor first:

* If you have ever had severe depression or
manic-depression (bipolar disorder). This
includes having had depression before
while taking steroid medicines like
Prednisolone

* If any of your close family has had these
ilinesses.

If either of these applies to you, talk to a

doctor before taking Prednisolone.

Talk to your doctor before you start to take

this medicine if you:

* have osteoporosis (weakened bones),
particularly if you are past the menopause
(the change of life), or have you suffered
from muscle weakness during previous
treatment with corticosteroids

* have stomach ulcers

* have heart, liver or kidney problems, or

have high blood pressure

have ever suffered from tuberculosis

« suffer from diabetes, or if anyone in your

family suffer from diabetes

have glaucoma (abnormally high pressure

in the eyes), or if any of your family suffer

from glaucoma

are epileptic

have ever had any psychiatric problems, or

there is a family history of such problems

are receiving treatment for a condition
called myasthenia gravis (a rare muscle
weakness disorder)

have ever had blood clots (for example

deep vein thrombosis (DVT), or,

thromboembolism)

are elderly and have low potassium levels

in your blood or are susceptible to

infections or thinning of the skin

have had a recent immunisation or

vaccination

have never had measles, chickenpox or

shingles

have Cushing’s disease (a hormone

disorder which can cause symptoms

including gaining weight very quickly,
especiallv on the trunk and face, thinnina

= Y S |

Appendix

« abnormal feeling of well being, feeling of
dependency on treatment

 depression, difficulty sleeping

o dizziness

» worsening of schizophrenia

» prassure on the nerve to the eye )
(sometimes in children after stopping
treatment)

« abnormally high pressure in the eye
{glaucoma), swelling of the optic disc

* whitening or clouding of the lens
(cataracts), thinning of the eye tissue
(sclera and cornea) -

« worsening of viral and fungal eye infections

« worsening of epilepsy

o fatigue and general feeling of being unwell.

Withd 1 Symp anorexia,

vomiting, lethargy, headache, fe:ver. joint
pain, peeling of skin, muscle pain,
inflammation of nose, conjunctivitis, painful
itchy skin nodules, loss of weight and/or
hypotension.

If any of the side effects get serious, or if you
notice any side effects not listed in this
leaflet, please tell your doctor or pharmacist.

e HOWTO STORE PREDNISOLONE

Keep out of the reach and sight of children.
Do not store above 25°C. Store in the
original package. Do not transfer them to
another container, .

Do not use Prednisolone after the expiry
date that is stated on the outer packaging.
The expiry date refers to the last day of that
maonth. )
Maedicines should not be disposed of via
wastewater or household waste. Ask your
pharmacist how to dispose of medicines no
longer required. These measures will help to
protect the environment.

o FURTHER INFORMATION

What Prednisol :

* The active ingredient is prednisolone
1 mg or 5 mg.

« The other ingredients are lactose
monohydrate, dextrin, maize starch and
stearic acid {E570).

What Prednisolone tablets looks like and

contents of the pack:

« Prednisolone 1 mg are white biconvex
tablets, marked ‘APS’ on one side and
“4/2401" on the reverse; or marked 'APS
2401" on one side and plain on the reverse.

« Prednisolone 5 mg are white biconvex
tablets, marked ‘APS’ on one side and
'5/2402° on the reverse; or marked ‘APS’
breakline ‘2402 on one side and plain on
the reverse.

 The 1 mg tablets are available in packs of
28, 56, 60, 84, 90, 100, and 600.

« The 5 mg tablets are available in packs of
28, 30, 500, 1000 and 10 x 50
Not all pack sizes may be marketed.

Marketing Authorisation Holder and
Manufacturer

Marketing Authorisation holder and
company responsible for manufacture:
TEVA UK Limited, Eastbourne, BN22 9AG.

This leaflet was last revised: July 2010
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PROPRANOLOL 10 mg, 40 mg,

80 mg AND 160 mg TABLETS

CKAGE LEAFLET:
FORTHE L
Read all of this leaflet carefully before you
start taking this medicine.
* Keep this leaflet. You may need to read it
again.

doctor or pharmacist.

Do not pass it on to others. It may harm

them, even if their symptoms are the same

as yours.
If any of the side effects get serious, or if

you notice any side effects not listed in this

leaflet, please tell your doctor or
pharmacist.

INTHIS LEAFLET:

1.What Propranolol is and what it is used for

2. Before you take Propranolol
3. How to take Propranolol

4, Possible side effects

5. How to store Propranolol

6. Further information

WHAT PROPRANOLOL IS AND WHAT

IT IS USED FOR

Propranolol is a type of drug called a
beta-blocker.

Propranolol is used for:

high blood pressure

angina pectoris (chest pain)

long term prevention of further heart
attacks, if you have already had one
heart rhythm problems or a racing
heartbeat

anxiety

(as
mvoluntary musc|e movements
an over-active thyroid gland.

BEFORE YOU TAKE PROPRANOLOL

DO NOT take Propranolol if you:
are allergic (hypersensitive) to p!

If you have any further questions, ask your

This medicine has been prescribed for you.

¢ calcium channel blockers e.g. nifedipine,
leioine: nicardiite: o asibire o

lacidipine i
* drugs used to treat diabetes including
insulin.

You should warn your doctor or dentist that

you are using Propranolol if you are going to
receive an anaesthetic. Some anaesthetics (e.g.
ether, trichloroethylene) should not be used

with Propranolol. Propranolol may also -
increase the effects of lidocaine.

Please tell your doctor or pharmacist if you are
taking or have recently taken any other

without a prescriptiZn.

Important information about some of the

ingredients of Propranolol

¢ Patients who are intolerant to lactose
should note that Propranolol tablets contain
a small amount of lactose. If your doctor has
told you that you have an intolerance to
some sugars, contact your doctor before
taking this medicine.

Taking Propranolol with food and drink

* DO NOT take alcohol whilst taking these
tablets, as it may interfere with the action of
Propranolol.

Pregnancy and breast-feeding
* Propranolol is not recommended if you are
lanning to become preg orare

breast-feeding.
Ask your doctor or pharmacist for advice
before taking any medicine.

Driving and usmg machines

* P may cause d and
dizziness. If affected, DO NOT drive or
operate machinery.

HOWTO TAKE PROPRANOLOL

Always take Propranolol exactly as your doctor
has told you. You should check with your
doctor or pharmacist if you are not sure.

The tablets should be swallowed preferably
with a glass of water. Propranolol can be taken
with or without food. The usual dose is:
Adults including the Elderly

hydrochloride or any of the other mgred«ents

of this medicine
have a history of wheezing or asthma
suffer from poor circulation

coronary artery spasm)
have a slow heart rate
suffer from other heart problems such as

heart failure, cardiogenic shock, heart block

or sick sinus syndrome

suffer from uncontrolied heart failure
have low blood pressure

have an adrenal tumour
(phaeochromocytoma) resulting in high
blood pressure, ﬂushlng, and dlanhoea
suffer from

.

suffer from Prinzmetal’s angina (angina due to

* High Blood Pressure:
80 mg twice daily. This may subsequently be
increased by your doctor to a maintenance
dose of between 160 - 320 mg daily.
¢ Angina Pectoris:
40 mg two or three times daily. This may
then be adjusted by your doctor to a usual
maintenance dose of between 120 - 240 mg
per day.
Long term prevention of further Heart
Attack:
Treatment should begin 5 - 21 days after the
initial heart attack with 40 mg taken four
times daily for two or three days.
The dose should then be mcreased t0 80 mg
taken-twice daily.In.some.cases, your

i hasalh

I of the body’s
undertake or have recently undertaken
prolonged periods of fasting.

Take special care with Propranolol

Tell your doctor before you start to take this
medicine if you:

» suffer from liver or kidney problems
 are undergoing treatment for diabetes

¢ have thyroid problems.

If you are to have surgery, propranolol should

be withdrawn 24 hours before as it may

mterfere wnh response to stress.
lol may

number of allergens.

Taking other medicines

toa

Talk to your doctor if you are taking any of the

following

¢ sympathomimetic drugs such as adrenaline

ergotamine (for migraine)
prostaglandin synthetase inhibitors used to
treat inflammatory conditions

other drugs for other heart conditions such

doctor may adjust this dose according to
your response to treatment.
* Heart Rhythm Problems: Overactive Thyroid
Gland:
The dose for adults is 10 - 40 mg three or
four times daily.
. Anxlety
40 mg daily, for immediate relief of acute
situational anxiety (fear triggered by &
specific situation such as being in or on
public transportation, tunnels, bridges,
lifts, planes, cars, or enclosed spaces)
40 mg two or three times per day, for
longer term treatment of generalised
anxiety disorder (also known as GAD, a
condition characterised by persistent and
excessive anxiety and worry that lasts for
at least six months). Your doctor will
review your dosage after 6 to 12 months.
Prevention of Migraine:
The dose for adults is 40 mg two or three
times daily. This may then be increased by
your doctor to between 80 - 160 mg per

+ Heart Rhythm Problems; Overactive Thyroid
Gland

Your doctor will calculate the appropriate

dose for your child based on the child’s

body weight. The dose should be taken

three or four times daily.
* Prevention of migraine

For children under 12 years old,

20 mg two or three times daily.

Older children may be given the adult dose.
Patients with kidney problems
A reduced starting dose may be given.
If you take more Propranolol than you should
If you {or someone else} swallow a lot of the
tablets all together, or if you think a child has
swallowed any of the tablets, contact your
nearest hospital casualty department or your
doctor immediately. An overdose is likely to
cause low blood pressure, breathlessness,
confusion, low blood sugar levels, slow pulse
rate and heartbeat, unconsciousness. Please
take this leaflet, any remaining tablets and the
container with you to the hospital or doctor so
that they know which tablets were consumed.
If you forget to take Propranolol
If you forget to take a tablet, take one as soon
as you remember, unless it is time to take the
next one. DO NOT take a double dose to make
up for a forgotten tabiet dose.
If you stop taking Propranolol
DO NOT stop taking your medicine without
talking to your doctor first, even if you feel
better.
Your treatment with Propranolol must not be
stopped suddenly. If it is necessary to stop
treatment, your doctor should reduce your
dose gradually.
If you have any further questions on the use of
this product, ask your doctor or pharmacist.

o POSSIBLE SIDE EFFECTS

Like all medicines, Propranolol can cause side
effects, although not everybody gets them.
Stop taking the tablets and tell your doctor
immediately or go to the casualty department
at your nearest hospital, if the following
happens:

* an allergic reaction causing swelling of the
lips, face or neck leading to severe difficulty
in breathing or severe skin rash or hives.

This is a very serious but rare side effect. You

may need urgent medical attention or

hospitalisation.

Tell your doctor if you experience any of the

following side effects:

heart problems such as a very slow heart

rate, heart failure getting worse (symptoms

may include feeling breathless or swollen
ankles) or heart block (symptoms may
include slow or irregular heartbeat, shortness
of breath, dizziness and fainting, pain or
discomfort in your chest)

low blood pressure, which may make you

feel dizzy or light headed on standlng

. or

Appendix

confusion, mood changes

pins-and-needles

nightmares

poor circulation, which makes the fingers

and toes pale, cold and numb

* worsening of existing psoriasis (patches of
thickened and sore skin}

* hair loss.

The following are minor side effects. If you get
these, and they last for longer than a few days,
tell your doctor:

* feeling or being sick, diarrhoea

* tiredness, and/or difficulty in sleeping.

If any of the side effects get serious, or if you
notice any side effects not listed in this leaflet,
please tell your doctor or pharmacist.

e HOWTO STORE PROPRANOLOL

Keep out of the reach and sight of children.
Store in a dry place. Protect from light. Do not
store above 25°C.

Do not use Propranolol after the expiry date
that is stated on the outer packaging. The
expiry date refers to the last day of that month.
Medicines should not be disposed of via
wastewater or household waste. Ask your
pharmacist how to dispose of medicines no
longer required. These measures will help to
protect the environment.

e FURTHER INFORMATION

What Propranolol tablets contain:

* The active ingredient is 10, 40, 80 or 160 mg

of propranolol hydrochloride.

The other ingredients are maize starch,

lactose monohydrate, soluble starch, sodium

starch glycolate, colloidal silicon dioxide

(E551) and magnesium stearate (E572).

* The coating contains hypromellose (E464),
macrogol, erythrosine {E127), brilliant blue
(E133), titanium dioxide (E171) and iron
oxide (E172).

* The tablets are polished with carnauba wax.

What Propranolol tablets look like and

contents of the pack:

* Propranolol tablets are dark pink, biconvex,
film coated tablets, engraved on one side
with a breakline on the reverse. The
engraving marks for each tablets strength
are:

10 mg: Berk 121 or 121
40 mg: Berk 2Z1 or 221
80 mg:Berk 321 or 321
160 mg: Berk 421 or 421

* All strengths are available in pack sizes of 7,
10, 14, 21, 28, 30, 56, 60, 84, 90, 100, 110, 112,
120, 150, 160 and 168 tablets.

* Other pack sizes are available for each
strength as follows:

10 mg: 50, 500, 1000 and 40000 tablets
40 mg: 50, 500, 1000 and 20000 tablets
80 mg: 500 and 1000 tablets

160 mg: 8000 tablets.

Not aII pack sizes may be marketed.

.

with a fatal outcome in patients with a

history of asthma or hay fever)

blood disorders (symptoms may include

paleness of skin, fever, unusual bleeding or

unexplained bruising)

pain in the calf muscles, muscle weakness

low levels of sugar in the blood

(hypoglycaemia) may occur in children

(symptoms may include weakness,
headache, feeling hungry, double vision, and

mood changes, aggressive or abnormal

behaviour)

being unable to distinguish between reality

and your imagination, hallucinations

(hearing, or seeing, things that are not there),

or delusions (believing things that are

untrue)

skin troubles such as rashes or itching

dry eyes.

Not all of these effects are serious, but your

doctor may decide to stop your treatment with

Proprano!ol

The followina side effects have also besn

A ion Holder and
Manufacturer
Marketing Authorisation holder and company
responsible for manufacture: TEVA UK Limited,
Eastbourne,
BN22 9AG.
This leaflet was last revised: September 2010
PL 00289/0168-0171
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PIL211 PACKAGE LEAFLET: INFORMATION FOR USER |

Ramipril 1.25mg Capsules/ Ramipril 2.5mg Capsules/
Ramipril 5mg Ramipril 10mg

itching, hives (urticaria), red marks on the hands, feet and throat, swelling of the
throat and tongue, swelling around the eyes and lips, difficulty breathing and
swallowing

are having dialysis or any other type of blcod filtration. Depending on the m:

Active Ramipril |

Read all of this leaflet carefully before you start taking this medicine.

* Keep this leaflet. You may need to read it again.

* If you have any further questions or are unsure please ask your doctor or pharmacist.
* This medicine has been prescribed for you personally and you should not pass it
on 1o others. It may harm them, even if their symptoms are the same as yours.
If any of the side effects gets serious, o if you notice any side effects not listed in
this leaflet, please tell your doctor or pharmacist.

In this leaflet:

1. What Ramipril Capsules are and what they are used for

. Before you take Ramipril Capsules

. How to take Ramipril Capsules ]
. Possible side effects

. How to store Ramipril Capsules [
._Further

canmwn

[ 1. What Ramipril Capsules are and what they are used for

that is used, Ramipril may not be suitable for you.

have kidney problems where the blood supply to your kidneys is reduced (rénal

artery stenosis)

«. if your blood pressure is abnormally low or unstable, your doctor will need t

make this assessment. o‘

+ are in the last 6 months of pregnancy (see section below on “Pregnancy and
breastieeding”)

Do not take Ramipril Capsules if any of the above apply to you. If you are not sure| talk

to your doctor before taking Ramipril Capsules.

Take special care with this medicine:

Check with your doctor or pharmacist before taking your medicine:
« If you have heart, liver or kidney problems

|

|
* If you have lost a lot of body salts or fluids (through being sick (vomiting), h;:ing
diarrhoea, sweating more than usual, being on a low salt diet, taking diuretics (Water

fablets) for a long time or having had dialysis)
* If you are go_ing to have freatment to reduce your allergy to bee or wasp sti

Ramipril Capsules contain the active ingredient Ramipril. Ramipril belongs to a group
of medicines called Angiotensin Converting Enzyme (ACE) inhibitors, which act on
heart and blood vessels.

It works by:

* D ing your body's ion of
pressure

Making your blood vessels relax and widen
Making it easier for your heart to pump blood around your body.

Ramipril Capsules can be used:

To treat high blood pressure (hypertension)

To reduce the risk of you having a heart attack or stroke

To reduce the risk or delay the worsening of kidney problems (whether or;not you
have diabetes) |

To treat your heart when it cannot pump enough blood to the rest of your body (heart
failure)

As treatment following heart attack (myocardial infarction) complicated with heart
failure.

that could raise your blood

.

[ 2. Before you take Ramipril Capsules

ot take Ramipril Capsules if you:
are allergic (hypersensitive) to ramipril, or other ACE inhibitor medicine or any of
the other ingredients of ramipril (see section 6). Signs of an allergic reaction may
include rash, swallowing or breathing problems, swelling of your lips, face, throat
or fongue
have ever had a serious allergic reaction called “angioedema”. The signs: include

!l your doctor imfediately if you experience:

Faster heart rate, upven or forceful heartbeat (palpitations), chest pain, tightness
in your chest or mé serious problems including heart attack and stroke
Shoriness of breatipr a cough. These could be signs of lung problems
Bruising more easi| bleeding for longer than normal, any sign of bleeding (e.g.
bleeding from the gms), purple spots, blotching on the skin or getting infections
more easily than udal, sore throat and fever, feeling tired, faint, dizzy or
having pale skin. Tlese can be signs of blood or bone marrow problems
Severe stomach pg1 which may reach through to your back. This could be a
sign of pancreatitisfinflammation of the pancreas).

Fever, chills, tirednfss, loss of appetite, stomach pain, feeling sick, yellowing of
your skin or eyes faundice). These can be signs of liver problems such as
hepatitis (inflammdion of the liver) or liver damage.

ther side effects nclude:

sase tell your doctr if any of the following gets serious or lasts longer than a few
ys. -

»mmon (affects les than 1 in 10 people):

Headache or feeliig tired

Feeling dizzy. Thi: is more likely to happen when you start taking Ramipril
Capsules or start aking a higher dose

Fainting, fow blood pressure), especially when you
stand or sit up quigkly

Dry tickly cough, inflammation of your sinuses (sinusitis) or bronchitis, shortness
of breath

Stomach or gut pai
Skin rash with or
Chest pain
Cramps or pain infyour muscles

Blood tests showiny) more potassium than usual in your blood.

icommon (affects less than 1 in 100 people):

Balance problems (vertigo) i i
Itching and unusualjvskln sensations such as numbness, tingling, pricking, buming
or creeping on your skin (paraesthesia)

Loss or change in the way things taste

Sleep problems

Feeling depressed, anxious, more nervous than usual or restless

Blocked nose, difficulty breathing or worsening of asthma
A swelling in your gut called “intestinal angi "
like abdominal pain, vomiting and diarrhoea

Heartburn, constipation or dry mouth

Passing more water (urine) than usual over the day

Sweating more than usual

Loss or decrease of appetite (anorexia)

Increased or irregular heart beats

Swollen arms and legs. This may be a sign of your body holding onto more water
than usual

, diarrhoea, indigestion, feeling or being sick
thout raised area

with toms

* If you are going to receive an anesthestic. This may be given for an operation of any

dental work. You may need to stop your Ramipril Capsules treatment one dal
beforehand; ask your doctor for advice

« If you have high amounts of potassium in your blood (shown in blood test regults)

* If you have a collagen vascular disease such as scleroderma or systemic lupus
erythematosus.
* You must tell your doctor if you think that you are (or might become) pregnant,

Ramipril Capsules is not recommended in the first 3 months of pregnancy and|may

cause serious harm to your baby after 3 months of pregnancy, see section
“Pregnancy and breast-feeding".
Children

Ramipril Capsules is not recommended for use in children and adolescents below 18

years of age because there is no information available in this population.

Ramipril Capsules.
Ask your doctor or pharmacist if you have any doubt.

If any of the above apply to you (or you are not sure), talk to your doctor before LTklng
|

|

+ Flushing

* Blurred vision

* Pain in your joints

* Fever

« Sexual inability in men, reduced sexual desire in men or women

« An increased number of certain white blood cells (eosinophilia) found during a
blood test s

« Blood tests showing changes in the way your liver, pancreas or kidneys are
working.

Rare (affects less than 1 in 1,000 people)

Feeling shaky or confused

Red and swollen tongue

Severe flaking or peeling skin, itchy, lumpy rash

Nail problems (e.g. loosening or separation of a nail from its bed)

Skin rash or bruising

Blotches on your skin and cold extremities

Red, itchy, swollen or watery eyes

Disturbed hearing or ringing in your ears
eling weak L

Blood tests showing a decrease in the number of red blood cells, white blood cells

of platelets or in the amount of haemoglobin.

Very rare (affects less than 1 in 10,000 people)

« Being more sensitive to the sun than usual.

0(:;1 side effects reported:

Please tell your doctor if any of the fallowing gets serious or lasts longer than a few

da

e e s e e aee e

ifficulty concentrating
Swiollen mouth
Blood tests showing too few blood cells in your blood
Blood tests showing less sodium than usual in your blood f
Fingers and toes changing colour when you are cold and then tingling or feeling
painful when you warm up (Raynaud's phenomenon)
Breast enlargement in men
Slowed or impaired reactions
Buming sensation
Change in the way things smell
* Hair loss.
If you notice any side effects not listed in this leaflet, please tell your doctor or

pharmacist.

[ 5. How to Store Ramipril Capsule

+ Keep out of the reach and sight of children.

+ Do not use the capsules after the expiry date shown on the carton.
+ Do not store above 25°C. Store in the original blister pack.

ine/

Appendix

Taking Ramipril Capsules with other medicines
Please tell your doctor or pharmacist if you are taking or have réently taken any ¢
medicines, including medicines obtained without a prescrippn (including he
medicines). This is because Ramipril Capsules can aifectjhe way some o
medicines work. Also some medicines can affect the way Ragpril Capsules wt
Please tell your doctor if you are taking any of the following medtines. They can n
Ramipril Capsules work less well:
* Medicines used to relieve pain and inflammation (e.g. Non-Stefidal Anti-Inflammi
Drugs (NSAIDs) such as ibuprofen or indometacin and aspig)
* Medicines used for the treatment of low blood pressure, shdk, cardiac failure
asthma or allergies such as ephedrine, noradrenaline or admaline.
Your doctor will need to check your blood pressure.
Please tell your doctor if you are taking any of the following nedicines. They
increase the chance of getting side effects if you take them wit Ramipril Capsu
* Medicines used to relieve pain and inflammation (e.g. Non-Steridal Anti-Inflamm:
Drugs (NSAIDs) such as ibuprofen or indometacin and aspiri)
Medicines for cancer (chemotherapy)
Medicines to stop the rejection of organs after a transplant sich as ciclosporir
Diuretics (water tablets) such as furosemide
Medicines which can increase the amount of potassium in ywr blood such a
spironolacione, triamterene, amiloride, potassium salts and VTparin (for thinnir

blood)

Steroid medicines for inflammation such as prednisolone

* Allopurinol (used to lower the uric acid in your bload)

* Procainamide (for heart thythm problems).

Please tell your doctor if you are taking any of the following medicines. They me

affected by Ramipril Capsules:

* Medicines for diabetes such as oral glucose lowering medicines and insulin. Ral
Capsules may lower your blood sugar amounts. Check ymlblood sugar amt

closely while taking Ramipril Capsules

+ Lithium (for mental heaith problems). Ramipril Capsules maf increase the am
of lithium in your blood. Your lithium amount will need to be ‘sely checked by
doctor.

If any of the above apply to you (or you are not sure), talk to ym)r doctor before t:

Ramipril Capsules.

Pregnancy and breast feeding

You must tell your doctor if you think that you are (or might become) pregnant.
You should not take Ramipril Capsules in the first 12 weeks of pregnancy, anc
must not take them at all after the 13th week as their use during pregnancy
possibly be harmful to the baby.

If you become pregnant while on Ramipril Capsules, tell your doctor immediate
sviitch o a suitable alternative treatment should be carried out in advance of a pla
pregnancy.

You should not take Ramipril Capsules if you are breastfeeding.

Ask your doctor or pharmacist for advice before taking any medicine.

6. Further

What Ramipril Capsules contain

+ The active substance in Ramipril Capsules is Ramipril. 4

* The other ingredient of the powder in Ramipril capsules is pregelatinised maize
starch.

The capsule shell for all strengths of Ramipril capsules contains gelatin, titanium
dioxide (E171), sodium laurilsulfate, methyl parahydroxy benzoate and propyl
parahydroxy benzoate

In addition the capsule shell for

Ramipril 1.25mg capsules contains the colours yellow ferric oxide (E172)
Ramipril 2.5mg capsules contains colours sunset yellow (E110), ponceau 4R
(E124) and carmoisine (E122) 4y

Ramipril 5mg capsules contains colours ponceau 4R (E124), brilliant blue (E13
and carmoisine (E122) K o
Ramipril 10mg capsules contains colours  brilliant blue (E133), erythrosine (E12
and carmoisine (E122)

What Ramipril capsules look like and content of the pack

Ramipril 1.25mg Capsules are yellow and white capsules.

Ramipril 2.5mg Capsules are orange and white capsules.

Ramipril 5mg Capsules are maroon and white capsules.

Ramipril 10mg Capsules are l;ue and white capsules.

Ramipril Capsules are available in packs containing 28 capsules.

In Poland this product is marketed as

+ RAMVE 1.25mg
* RAMVE 2.5mg
« RAMVE 5mg

* RAMVE 10mg

Holder and
Bristol Laboratories Limited,

Unit 3, Canalside, Northbridge Road,
Berkhamsted, Herts, HP4 1EG, United Kingdom

Date of last revision: September 2010
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Appendix

e s sy sy

Y lmworm your daify 5;;: L mknnlx

dos i recommended for adult patients
hn\!:l:‘l‘ymth!d their chalesterol goal an

0,20 o, mnmccm-«)mznd

rting dose i
of. lln) Hw«ks.

- im recammended daily dose should nol exceed 80 my. The 80
w.m ey hlgh cholesterod Jevels and at bigh risk of heart disesse problers w

Fw tl\vldreﬂ (1017 years od), the recommended usual starting dose &5 10 mg a day in the evening,

enaximum recammended dose s 40 mg & day.
Your doctor will del«mu the spgproprisne tablel streagth foe you, depending on your condition, vour curcent treatiment
and persoesl rigk s
Ynn:z.;cm mm‘ xm:{nmx Tower doges, farticulary it yoe arc nking certiin medicinal prodosts Tisted sbove or Kave
severe kidney di

Read all of this leaflet carefully before you nm nldng this medicine.

* Keep this leaflet. You may need to read it age

* Ifvou have further questions, please ask mur dodur pharmacist.

* This medicine has been prescribed for you. Do not pass it on to others. It may harm them, even if their symptoms
are the same as yours

« Ifany of the side effects gets serious, or if you notice any side effects not lisied in this leafler, please tell your doctor
or pharmacist.

In this leaflet:

1. What Simvastatin Tablets are and what they are used for
2. Before you take Simvastatin '[lhlet;
3. How to take Simvastatin Tabl

4. Possible Side effe

5. How to store Simvastatin Tablets

6. Further information

"

1. What Simvastatin Tablets are and what they are used for

The name of your medicinc is Simvastatin 10mg Tablets or Si i Zl)mg Tablets or Si in 40mg Tablets, but

will be referred to as Tablets or this leaflet.

Simvastatin Tablets contain Simvastatin, which belongs to the group ormedxcmcs called HMG-CoA reductase inhibitors

(a type of lipid-lowering medicine commonly known as "statins™ ‘% ork by lowering lipids (fats) such as cholesterol

and triglycerides in your blood. In addition, Simvastatin raises levels of * good" cholesterol (HDL cholesterol). You should

stay on a cholw:ml -lowering diet while taking this medicine

Simvastatin Tablets are used along with diet if you have:

* araised cholesterol level in your blood (primary hypercholesterolaemia) or elevated fat levels in your blood (mixed
hyperlipidaemia)

* ahereditary illness (h familial b
You may also receive other treatments.

* coronary heart disease (CHD) or are at high risk of CHD (because you have sugar diabetes, history of stroke, or other
blood vcs!el disease). Simvastatin Tablet may prolong your life by reducing the risk of heart disease probl
regardless of the amount of cholesterol in your blood.

In most

are 0o i £ hi ﬁh witha
simple blood test. Visit your doctor reguiarly, keep track of your chclesuml und dnscus; your goals with your doctor.

that increases the cholesterol level in your blood.

2. Before you take Simvastatin Tablets
Do not take Snnvuulln Tablets if you are
« allergic to or any other i of Si Tablets listed in section 6.

(An allergic reaction may include rash, itching, swelling of face, lips, or hands/feet, or breathing difficulties)
. gnant or intend to become pregnant

feeding

. turmnly having liver problems
* taking the following mtdlcmes

for fungal i
- emm.u: inhibitors such as nelfinavir, indinavir, nxonmr nquum ir (medicines for treatment of HIV infection)
- for treatment of infections )
efazodone (medicine for treating depression)
If you lhmk any of these apply to you, do not take the tablets, talk to your doctor and follow the advice given.

Take special care vulh Simvastatin tablet

Tell your doctor if

* have ever had or dc\ elop liver disease. Simvastatin Tablet may not be right for you.

* your o:ikoclor would do a blood test before you start taking Simvastatin tablet. This is to check how well your liver
is working.

* are due to have an operauon You may need to stop taking Simvastatin Tablet for a short time.
* have severe lung disea:

Your doctor may also want you to have blood tests to check how well your liver is working after you start taking
Simvastatin Tablet.

Contact your docwr if you ined muscle pain, or weakness.
‘This is because on rare occasions, muscle problems can be serious, mcludmg muscle bre‘lkdown resulting in kidney
age; and very rare have

Your doctor will decide to stop or continue the treatment

The risk of muscle breakdown is increased at higher doses of Simvastatin Tablet and is greater in certain patients.

Talk to your doctor if any of the following applies:

* You have problems with your kidney(s)

*+ You have an underactive thyroid gland (hypothyroidism)

* Youare an clderly person (65 years of age or older)

* You have ever had muscle problems during treatment with cholesterol lowering medicines called “statins™
(such as simvastatin, atorvastatin, pravastatin) or fibrates (such as gemfibrozil, bezafibrate)

* You have a family history of mnsclc problems (hereditary muscle disorder)

* You are female

* You drink large amount of alcohol

Using other medicines
Tell your doctor or pharmacist if you are taking or have recently taken any other medicines, including those obtained
without a prescription.
Taking Simvastatin tablet with any of these drugs can increase the risk of muscle problems.
- ciclosporin (a medicine used in organ transplant patients)
- damuol (a man- -made lmrmune used to treat endometriosis)

for fungal i
brozil and be G Jor fung

i lith

ﬁ)r lowering chole
or fusidic acid (medicines for bacterial infections)

protease inhibitors such as indinavir, nelfinavir, ritonavir, and saquinavir (medicines ﬁzr AIDS)

nefazodone (a medicine for depression)

amiodarone (a medicine for an irregular heartbeat)

verapamil, diltiazem or amlodipine (medicines for high blood pressure, chest pain associated with heart disease,

or other heart conditions)

- colchicine (a medicine used to treat gout).

In particular, tell your doctor if you are taking any of the following:
- medicines to prevent blood clots, such as warfarin, ph or
- fenofibrate (another medicine for lowering cholesterol)
- niacin (another medicine for lowering cholesterol)
rifamapicin (a medicine used to treaf tuberc; wlosis).
Also Iell your doctor if you are taking niacin (nicotinic acid) or a niacin-containing product and are Chinese.

Taking Simvastatin tablet with food and drink
Grapefruit juice cont ©or more components tha

Qimuactatin Tahlos

lter how the body uses some medicinal products, including

TaN:ls my be wesed alone oe in eambhmllon with other Tipid lowering medicines including bile acid
seqnewnms (€. cholestyramine, wlmnpol) T you are also these m«&cmv,. you should take §u-auzun
2 hours before or 4 after taking bile acid sequestrant:

Ymn duly should ot exceed 10 mg per day if you are taking other hpnl lowering medicines inchiding fibrates

[ep gxml‘bmn! except fenofibente), nincan, ines to depeess your immune system {e.g. ciclospoein), of if you have
problems. Your daily dose should rot exceed 20 myg per day if you are taking medicines for heant ms

14 \!npnmll. amicdaroes), Your daily dose shauld not excocd S0 mg per day If you are tking medicines for high blood

peessure, chest pain msocianed with hean diseass, or other heart conditions (¢, diltineem, ambodipine).

i S Tablets than dostoe or hospatal casualty
department mmedsately, Take this Jeaflet oc some fablets with you 3o Ihu your doctor wxll know what you bave uk\;n

17 y0u forget (o take Simvastatin Tablets at the right time, tke them 25 s0om as vou remember. However, if i ndls almost
time for your pext dose, sklp the missed dase and go bock to your regular dosing schedule. Do net take 2 douite dose o
7?‘,'::.".".:;' mmllslnq sl-vmh “Tablets, Take your tablets as directed and for as long as directed; do not stop them,

even if you feel better, since your cholesterot my rise again.

4. Possible Side Effects
Like gl medicines, simvastatin Tablets can ;AM sulc effects alllwuLh ml m’nbody pets them.
The RO

Very -:ammun- Affects more than | user m 10

Cammon: Aflects 110 10 users in 100

Uncommon: Affects 1 10 10 users in 1,000

Rare: Affects | to 10 wsers in 10,000

Very rure: Affects Jess than | user in 10,000

Not knomn (cannot be estimaed from the available data)

e fallowing side effects have boen repocted rarely
1€ ey of the following happen, stop tking
al 0 nerest bospital:
* Dypersensi| (allergic) neactions inchudin

s-'cll:uofw: face, tongue and theoat whld\ m caue dnﬂ‘-cul@ i breathing
severe musche pain ususl m lhe shmddgrs :nd hips.

rassh with w of lian}

tell your doctec i 050 the casuaity depirtment

pain of inflammation of the mm
lhmmn of the hlood vessels often with skin ras|
beuising, skan erupticos and slwdllnu. hives, :um sermiliviny 1o the sun, fever, Mushing
mﬂbu and fecling unwll
Tupus-like disease pacture (:ﬁuﬂ oy rash, joint isonders, and effects on blood cells).

These are very serious side effects. I you bave them you may have had 3 serivus allergic reaction to simyastatin.

v noad urpesst medical attention or bospilalization.

T:a' ;::; dulo#mm«imd; or go to the casualty departisent it your nearest hospital if you notice any of the following

rare serious side effects:

. Un-:xplnmeay\:mucnl muscle aches and weakness, ar mmps.“‘:nh er:‘nhnnlpasage of pmk mlmmd urine.

. Lm::m?:: af mcreased aendcmy to biced, persistent soee thioal md froguent mrmlm mdﬂ« angemiy
{tiredness, headaches, deing shoet of hmmhﬂwhm (\mnng. d:zm(ma; and hl)ul]um. palel

* Su t of severe abdominal pain with nzusen and vemiting (pancrestitis)

. Yedﬂgfdumuﬁnuoﬁ Pnl\ﬁdemls:dlppem abdominal pmdukmlnldumewpm
steod (hepatitisjaundice), liver failure (very rare)

Inform your doctoe i you notice any of the followiag
Rare elievts

* Nausea (feelmg sick), \vmlnng (being sick), dnnhoe-(loom stools) or ceastipation, indigesticn, wind, abdominal pain
+ Pz and noedles, tisgling and numberss i the hands/l
© locreasad sensitivity to suslight
Very rare side el
* Treable decping {insomnia)
Pece memory
Posible side effects reporied with some statins {medicines of the same type as Simvastatin).
* Shep disturhances, inchading trouble skeeping s nightmares
- §<xn-1 d‘:.ﬂknluei
+ Breathang problems includi rsistent couzh and/oc shortness of hreath or fever,
There may also be changes in Il‘llaep:c;ullaz of certain laboratory 325535, The following have been repoeted rarely
* Abnorma Tiver function fests
+ Increasid Jevels of muscle enzymes [Creatins Phasphokinase (CPR)] ia dlood
= Abnormal dlood counts (increased ESR, incressed oasinophils, decteased red blood oeils)
Other side effects not listed abave may also occur in some patients. I vou notics any other effects, please inform your
doclor or pharmacist.

5. Storing Simvastatin Tablets
Keep. Slm‘mwln Tablets ont of the reach and sight of children. Do not take after the expicy dase oa the labelling.
D ot ssare sbove 25°C. Store in the original package.

6. Furtber information i i
ablets strengths of |
& :’:-:mh Ia:l‘ :‘mfn peach :mlﬁl > m;u. ova! d‘aped tablets. Each tablet comtaims 10 mp of simvastatin,
Simvastatin 20 mg tablets are tan coloured, filim caated, oval shaped tablets. Each tablet contains 20 my of simvisstat
h "

g tablets are beick-red film coated, oval shaped tablets. Exch ubla contains 40 mg of Smvastatin.
Simvastatin Tnhlnu mnml-hluu blisser strips of 6, 10, 12, 20, 28, 49, 84 and 98 tabless.
Not all pack sizes pay be.
The active substance ks axmvmum. i v =
Yo tablets cootan the following mactive i : tiaize ala:eh. asooebic acid

{E300), citric acxd monohydrate {E330), microcrystalline wlluhuc lb‘éﬂ (l]
sodi

s E572). The fil xyprapyleellisiose (463 h\ymmellm
5&"{"5«). nﬂfﬂ-ﬁ:ﬂ;‘: |m)n, mlg'&sm;'fm oxlde yellow (Em), 3ron oxide red (E172) and irn axide
black (E172

Marketing Authorisation Holdes

Rnnhnyn(%}m Limaad, B\llhlmx4 Chiswick Park, 566 Chiswick High Road, Londan, W4 SYE, United Kingdom

Mnuh“-nnde field, Cork Road, Cashel, Co Tipperary, Irchand

Rantaxy Ireland Lid, ¢! ow + &
ySA.Str Fabrxsﬁ“rrl 124, Cluj-Napoca, Romani;

This leaflet was Jast approved in July 2011,
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PACKAGE LEAFLET: ‘
INFORMATION FOR THE USER

Tritace’ 1.25mg - 2.5mg

5mg - 10mg Tablets

Tritace’ Tablet Titration Pack
Ramipril sanofi aventis

Is this leaflet hard to see
or read?

Phone 01483 505515
for help

Read all of this leaflet carefully before you
king this medi - -

S—

*-~Keep this-leaflet-Youmay rieed to read it again.

* If you haye any further questions, ask your
doctor or pharmacist.

* This medicine has been prescribed for you. Do
not pass it on to others. It may harm them even
if their symptoms are the same as yours.

* If any of the side effects get serious, or if you
notice any side effects not listed in this leaflet,
pleasg tell your doctor or pharmacist.

In this leaflet:

1. What Tritace is and what it is used for
2. Before you take Tritace

3. How to take Tritace

4. Possible side effects

5. How to store Tritace

6. Further information

itace is and what
it is used for

Tritace contains a medicine called ramipril. This
belongs to a group of medicines called ACE
inhibitors (Angiotensin Converting Enzyme
inhibitors).

Tritace works by:

* Decreasing your body’s production of
substances that could raise your blood pressure

* Making your blood vessels relax and widen

* Making it easier for your heart to pump blood
around your body.

Tritace can be used:

+ To treat high blood pressure (hypertension)

* To reduce the risk of you having a heart attack
or stroke

* To reduce the risk or delay the worsening of
kidney problems (whether or not you have
diabetes)

* To treat your heart when it cannot pump
enough blood to the rest of your body (heart
failure)

* As treatment following heart attack (myocardial
infarction) complicated with heart failure.

Before you take Tri

Do not take Tritace:

x If you are allergic (hypersensitive) to ramipril,
any other ACE inhibitor medicine or any of the
other ingredients of Tritace (see Section 6)
Signs of an allergic reaction may include: a
rash, swallowing or breathing problems,
swelling of your lips, face, throat or tongue

X If you have ever had a serious allergic reaction
called “angioedema”. The signs include itching,
hives (urticaria), red marks on the hands, feet
and throat, swelling of the throat and tongue,
swelling around the eyes and lips, difficulty
breathing and swallowing

X If you are having dialysis or.any other type of
blood filtration. Depending on the machine
that is used, Tritace may not be suitable for you

x If you have kidney problems where the blood
supply to your kidneys is reduced (renal artery
stenosis)

X During the last 6 months of pregnancy (see
section below on "Pregnancy and breast-
feeding)

x 1f your blood pressure is abnormally low or
unstable. Your doctor will need to make this
assessment

Do not take Tritace if any of the above apply to

you. If you are not sure, talk to your doctor before

taking Tritace.

g Take special care with Tritace

Check with your doctor or pharmacist before
taking your medicine:
idney problems.

4 If you have lost a lot of body salts or fluids

(through being sick (vomiting), having

diarrhoea, sweating more than usual, being on

a low salt diet, taking diuretics (water tablets)

for a long time or having had dialysis)

If you are going to have treatment to reduce

your allergy to bee or wasp stings

(desensitization)

If you are going to receive an anesthestic. This

may be given for an operation or any dental

work. You may need to stop your Tritace

treatment one day beforehand; ask your doctor

for advice

If you have high amounts of potassium in your

blood (shown in blood test results)

A If you have a collagen vascular disease such as
scleroderma or systemic lupus erythematosus.

A You must tell your doctor if you think that you
are (or might become) pregnant. Tritace is not
recommended in the first 3 months of
pregnancy and-may-€ause serious harm to your
baby after 3 months of pregnancy, see section
"Pregnancy and breast-feeding”.

Children

Tritace is not recommended for use in children

and adolescents below 18 years of age because

there is no information available in this

population.

If any of the above apply to you (or you are not

sure), talk to your doctor before taking Tritace.

Turn
Over

>

>

>

Very rare (affects less than 1 on 10,000 people)
* Being more sensitive to the sun than usual.

Other side effects reported:
Please tell your doctor if any of the foliowing gets
serious or lasts longer than a few days.

Difficulty concentrating

Swollen mouth o~
Blood tests showing too few blood celfs in your
blood

Blood tests showing less sodium than usual in
your blood

Fingers and toes changing colour when you are
cold and then tingling or feelimzpainful=when
you' warmrap d's ph
Breast enlargement in men
Slowed or impaired reactions
Burning sensation

Change in the way things smell

2" G

Hair loss.

.

I you notice any side effects not listed in this
leaffet, please tell your doctor or pharmacist.

5. How to store Tritace

* Keepout of the reach and sight of children.

* Do not use Tritace after the expiry date which'is
stated on the carton and blister pack. The expiry
date refers to the last day of that month.

Store below 25°C.

Medicines should not be disposed of via
wastewater or household waste, Ask your
pharmadist how to dispose of medicnes no
longer required. These measures will help to
protect the environment.

B4 6. Further information

g at Tritace Tablets contain,

The active substance is ramipril.
The other ingredients are

starch, microcrystalline cellulose, sedium
stearyl fumarate,

The 2.5mg tablets also contain yellow ferric
oxide (E172).

The 5mg tablets also contain red ferric oxide
(E172).

What Tritace Tablets look like and contents of
the pack

* Tritace® 1.25mg Tablets are white to almost
white ablong tablets with score-line, The upper
face is marked with'1.25 and a logo () and the
lower face is marked with HMN and 1.25.
Tritace™ 2.5mg Tablets are yellowish to yellow
oblong tablets with a score-line. The upper face
is marked with 2.5 and a logo () and the fower
face is marked-with HMR and 2.5.
Tritace’® 5mg Tablets are pale red oblong tablets
with a score:line. The upper face is marked with
5and a logo () and the lower face is marked
with HMP and 5.

Tritace® 10mg Tablets are white to almost white
oblong tablets with a score-line, The upper face
is marked with HMO/HMO and the lover face is
unmarked.

All strengths are supplied in PVC aluminivm
blisters in packs of 28 tablets.

Your Tritace Tablets Titration Pack contains 3
different strengths of Tritace Tablets in 3 different
cartons.

Appendix

* 7 x 2.5mg ramipril (yellovish to vellow white ]l
oblong tablets with a score-line. The upper face
is marked with 2.5 and a logo (C3) and the lower
face is marked with HMR and 2.5

+ 21 x 5mg ramipril (pale red oblong tablets with
a score-line. The upper face is marked with 5
and a logo (G2} and the lower face is marked
with HMP and 5

* 7 x 10mg ramipril {white to almost white
ablong tablets with a score-line. The upper face
is marked with HMO/HMO and the lower face is
unmarked

Your Titration Pack is available in packs containing

a total of 35 tablets,

Marketing Authorisation Holder and
Manufacturer
rketin hori

Marketing Authorisation Hoider
fi-aventis, One Onslow Street, Guildiord,
g?emﬁmw—\_

Tel: 01483 505515
Fax: 01483 535432
email: uk-medicalinformation@sanofi-aventis.com

Manufacturer
Sanofi-aventis S.pA.
$S17 Km 22, Scoppito (AQ), Italy

This medicinal product is authorised in the
Member States of the EEA under the following
names:

Tritace, Triatec, Delix, Ramace, Cardace, Loavel,
Pramace, Ramipril, Acovil, Unipril, Vesdil, Hypren,
Quark, iwin, Zenra, ipril Winthrop,
Ramipril Medgenerics, Ramipril Protect, Ramipril
Prevent, Traiteckit, Ramikit,

This leaflet does not contain all the information
about your medicine. If you have any questions or
are not sure about anything, ask your doctor or
pharmacist.

This feaflet was last revised in 02/2009
© Sanofi-aventis 2003-2009
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AULINTHANBURYS
Package Leaflet: Information for the User

Ventolin.. Evohaler..

100 micrograms
salbutamol sulphate

Read all of this leaflet carefully before you start taking this

medicine.

* Keep this leaflet. You may need to read it again.
* If you have any further qumnm ask your doctor, nurse or pharmacist.

 This medicine has. for you. Do not pass it on to others.
Itmay harm them, even rhhuuynqmmsammemasynm

« If any of the side effects get serious, or if you notice any side effects
not listed in this leaflet, please tell your doctog, nurse or pharmacist.

In this leaflet:

1 What Ventolin Evohaler is and what it is used for

2 Before you use Ventolin Evohaler

3 How to use Ventolin Evohaler

4 Possible side effects

5 How to store Ventolin Evohaler

6 Further information

1 What Ventolin Evohaler is
and what it is used for

Ventolin Evohaler contains a medcme talled salbutamol. This belongs to
a group of medicines called br
« Bronchodilators help the airways in your Iungs to stay open.

‘This makes it easier for air to get in and out.
 They help to relieve chest tightness, vmezmq and cough,
Ventolin Evohaler is used to treat breathing problems in people with
asthma and similar conditions. This includes refieving and preventing
asthma brought on by exercise or other “triggers”, These are things,
which bring on asthma symptoms in some people. Common triggers
include house dust, pollen, cats, dogs and cigarette smoke.

Ventolin Evohaler contains a propellant called HFA 134a. This is less
harmful to the environment than older inhalers. Older inhalers may taste
differently to Ventolin Evohaler, This will make no difference to how your
medicine works.

2 Before you use Ventolin Evohaler

Do not use Ventolin Evohaler if;

* you are allergic (hypersensitive) to salbutamol sulphate or the other
ingredient HFA 134a.

Take special care with Ventolin Evohaler

Check with your doctor nurse or pharmacist before taking your medicine if:

* you have high blood pressure

* youhave an iy thyroid gland

* you have a history of heart problems such as an imegular or fast

Adults and Children

+ 1o relieve asthma - One or two puffs.

* to prevent asthma - Two puffs 10-15 minutes before exercise or
exposure to a “trigger”.

» the maximum dose is 8 puffs in a 24 hour peried.

» for regular treatment - Two puffs up to 4 times a day.

Instructions for use

* To help identify that the inhaler is Ventolin, there is an embossed
letter V on the plastic case. There is also a special ridged "touch
pad" area to distinguish the ‘reliever’ inhalers from 'preventer or
“protector’ inhalers which have different touch

* Ventolin Evohaler produces a fine mist which you mhale through your
‘mouth into your lungs. Your doctor, nurse or pharmacist should show
you how to use your inhale, If you are not sure ask your doctor, nurse
or pharmacist.

* Each Evohaler canister provides 200 puffs.

Appendix

t or angina.
Do not use your inhaler mare often than the doctor told you to.

| Taking other medicines s '

Bl o totot warseor hormacistf you are taking or have. Tllyou docor i your medicine does ot seem t be working s well ;

recently taz::aw other anpes including mn:mes ob?aa ”;dmk‘as W“l’ d‘;‘ problem may he getting worse and you may ‘ gzhm“:m

without a prescription, This includes herbal medicines. Remember to take ~ "e€C @ different medicine. t any loose objects

this medicine with you if you have to go to hospital. Your doctor may have told you to take more than this as an emergency ’pre removed and that the i

In particular tell your doctog nurse or pharmacist if you are taking: treatment if your wheezing or breathing gets very bad. Itis very nf the inhaler are 5 far as is comfortable.

« medicines for an irregular or fast heartbeat

other medicines for your asthma.

‘Taking Ventolin Evohaler with food and drink

You can take Ventolin Evohaler at any time of day, with or without food.
Pregnancy and breast-feeding

Talk to your doctor before taking this medicine if you are pregnant,
might become pregniant or are breast-feeding.

Driving and using machines

Ventolin is not likely to affect you being able to drive or use any tools
or machines.

3 How to use Ventolin Evohaler

Always use your Ventolin Evohaler exactly as your doctor has told
you. You should check with your doctor, nurse or pharmacist if you
are not sure.

important that you keep to your doctor's instructions as to how many
puffs to take and how often to use your in!

Testing your inhaler

ot breathe in again yet.

1 When using the inhaler
for the first time, test
that it is working. Remove the
mnhzle(;rm by gently i
squeez r :
thumb and forefinger anf i 3
‘ Place the mouthpiece
et n your m mouth.
2 To make sure that it between your teeth, mbrimhein, s down
works, shake it well, pmmnxnwuvhp(eceawa”immyw closevallpsﬁmn. on the top of the canister
and press the canister to release a puff into the air. If you have notbite. a puff of medicine.
not used the inhaler for a week oymom release two puffs of . | Do 'ﬁe still breathing in
medicine into the air. § ! steadlly and deeply.

Asthma Control Test™

The Asthma Control Test is one way to quickly assess your asthma control, giving you a simple score out of 25.
Your healthcare professional may ask you additional questions during a consultation.

!

the past & weeks, how often did your asthma prevent you from getting as mech done at work,
lm ot home?

Are you in control of your asthma? Or is your asthma in control of you? Here's how to find out
Step 1: Read each question carefully, circle your score and write it in the box.

Score: j
Durng the past & weeks, bow often have you had shortness of breath?

Step 2: Add up each of your five scores to get your total Asthma Control Test ™™ score.
Step 3: Use the score guide to leam how well you are controlling your asthma.

8 If your do(mr hasmld zon to lak! lwagyuﬂs, wait about half

|

v, conghing, chest tightness

—

Turn over for
Questions 4 and 5.

* Replace the mouthpiece cover.

Hold your breath, take the | )
7 inhaler fom your mouth and Do not put the metal canl?(er in water.
your finger from the top of the | If you take more Ventolin Evohaler than you should .
inhaler. Continue holding your If you take more than you sl\ourd xalk 10 a doctor as soon as possible.
breath for a few seconds,oras | The following effects may hay
long as is comfortable.  your heart beating faster lhan usua|
i « you feel shaky.

These effects. usually wear off in a few hours.

If you forget to take Ventolin Evohaler

 If you forget a dose, take it as soon as you remember it.

* However, if itis time for the next dose, skip the missed dose.

307 |
einh o e ok g * Do not take a double dufe to make up for a forgotten dose.
5 lmp Sitdust’ If you stop taking Ventolin Evohaler )
Reol: firml i and dlicki Do not stop taking Ventolin Evohaler without talking to your doctor.

Practise in front of & mirror for the first few times. If you see a
“mist’ coming from the top of your inhaler or the sides of your
‘mouth you should start again.
‘Young children may need help and their parents may need to
operate the inhaler for them. Encourage the child to breathe out and

If you have any further questions on the use of this product, ask your
doctor, nurse or pharmacist.

4 Possible side effects

operate the inhaler just after the child starts to breathe in. 1f your breathing or wheezing gets worse straight after taking
Practise the technique tog M You may find the Volumaticy, spacerf  this medicine, stop using it immediately, and tell your doctor as
device, with a face mask, or the Babyhalerp,, device useful if you soon as possible.

i 9"’*]}’;;}“’"“ Ek";g";;‘;: baby orachld underS-5pesk ol e all medicins Ventoln Evohalr can cuse side ffects,alfrough

hi
Older children or people vith weak hands may find it easier
to hold the inhaler with both hands. Put the two forefingers
on top of the inhaler and both thumbs on the biottom below
the mouthpiece. If this does not help, a special device called a
Haleraidy, may make it easier, Your doctor, nuﬁe or pharmacist |
wiill be able to advise you. \ ‘
Cleaning your inhaler
To slop your inhaler blocking, it is important to clean it at least once|
aweek, \ |
To clean your inhaler: I
* Remove the mauthpiece cover. \
* Do not remove the metal canister from the plastic casing at any time.
* Wipe the inside and outside of the mouthpiece and the plastic casing
with a dry cloth or tissue.

not everybody gets them. The following side effects may happen with

this medicine:

Allergic Reactions (affects less than 1 in 10,000 pecple)

If you have an allergic reaction, stop taking Ventolin Evohaler and see a

doctor straight away. Signs of an allergic reaction include: swelling of the

face, lips, mouth, tongue or throat which may cause difficulty in swallowing
or breathing, itchy rash, feeling faint and light headed, and collapse.

Talk to your doctor as soon as possible if:

« you feel your heart s beating faster or stronger than usual
{palpitations). This is usually harmless, and usually stops after you
have used the medicine for a while

* you lnakfeel your heartbeat is uneven or it gives an extra beat

« these affect less than 1in 10 people.

1f any of these happen to you, talk to your doctor as soon as possible.

Do not stop using this medicine unless told to do so.

Tell your doctor if you have any of the following side effects which may

also happen with this medicine:

Common (affects less than 1 in 10 people)

* feeling shaky
* headache.

Uncommon (affects less than 1:in 100 people)

* mouth and throat irritation

* muscle cramps.

Rare (affects less than 1 in 1,000 people)

* alow level of potassium in your blood

 increased blood flow to your extremities (peripheral dilatation).

Very rare (affects less than 1 in 10,000 people}

e changes in sleep patterns and changes in behaviour, such as.
restlessness and excitability.

The following side effects can also happen but the frequency of

these are not known:

« chest pain, due to heart problems such as angina. Tell your doctor,
nurse or pharmacist if this occurs. Do not stop using this medicine
unless told 1o do so.

If any of the side effects gets serious, o if you notice any side effects not

listed in this leaflet, please tell your doctor, nurse or pharmacist.

If you think this medicine is not working well enough for you

If your medicine does not seem to be working as well as usual, talk to

‘your doctor as soon as possible, Your chest problem may be getting

‘worse and you may need a different medicine. Do not take extra doses

of Ventolin Evohaler unless your doctor tells you to.

5 How to store Ventolin Evohaler

 Keep out of the reach and sight of children.

Do not store above 30°C. Protect from frost and direct sunlight.

* If the inhaler gets very cold, take the metal canister out of the plastic
case and warm it in your hands for a few minutes before use.
Never use anything else to warm it u

 The metal canister is pressurised. Do not puncture, break or burn it
even when apparently empty.

Do not use Ventolin Evohaler after the expiry date, which is stated on
the label and carton fter EXP". The expiry date refers to the st day
of that month.

Medicines should not be disposed of via wastewater or housel
‘waste. Ask your pharmacist how to dispose of medicines no lo
required. These measures will help to protect the environment

6 Further information

What Ventolin Evohaler contains

» The active substance is salbutamol sulphate.

« The other ingredient is HFA 134a.

What Ventolin Evohaler looks like and contents of the pi
Ventolin Evohaler comprises an aluminium alloy can sealed wi
‘metering valve, actuator and dust cap.

Each canister contains 200 doses of 100 micrograms of salbut:
{as salbutamol sulphate).

Marketing Authorisation holder Manufacturer

Glaxo Wellcome UK Glaxo Wellcome

Limited trading as: Aranda de Duel

Allen & Hanburys Burgos
Stockley Park West Spain

Uxbridge
Middlesex UB11 18T
Other formats:
To listen to or request a copy of this leaflet in Braille, large prir
please call, free of charge:
0800 198 5000 (UK only)

Please be ready to give the following information:
Product name Ventolin Evohaler
Reference number 10949/0274

This is a service provided by the Royal National Institute of Blit
Leaflet date: June 2009

Ventolin, Evohaler, Babyhaler, Haleraid and Volumatic are trade
the GlaxoSmithKline group of companies.

© 2009 GlaxoSmithKline group of companies

ALENSHANBURYS
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Ouing the past & waeks, howw often have you used your elever inhaler [usually blue)?

(o

(Bapreretimes 1) (12timesaday  2) (23 timesa peek

(::.- 5) ]

3) (O aweskockess 4)

Howm would you rate yous asthma control during the past 4 weeks? |

v

(05 | s

i ) (oot 2) GBI T 5) (i 0

© 2002, by QualityMetric Incorporated.
Asthma Control Test s a trademark of

I Total Score

What does your score mean?

Score: 20 to 24 - ON TARGET

* Your asthma appears to have been
REASONABLY WELL CONTROLLED

during the past 4 weeks.

* However, if you are experiencing
symptoms your doctor, nurse or
pharmacist may be able to help you.

Score: less than 20 - OFF TARGET

* Your asthma may NOT HAVE BEEN
CONTROLLED during the past
4 weeks.

« Your doctor, nurse or pharmacist can
recommend an asthma action plan td
help improve your asthma control,

255



PB589.

VISCOTEARS® LIQUID GEL
CARBOMER 2MG/G LIQUID GEL
” (carbomer)

Patient Information Leaflet

Your eye drops are available using the names Viscotears Liquid Gel / Carbomer 2mg/g Liquid Gel, but
will be referred to as Viscotears throughout this leaflet.

Please read this leaflet carefully before you start to use Viscotears. It contains important
information. Keep the leaflet in a safe place because you may want to read it again.

Do not share these eye drops with anyone else just in case you have an eye infection which you could
pass on.

If you have any other
pharmacist.

If any of the side effects gets serious, or if you notice any side effects not listed in this leaflet, please
tell your doctor or pharmacist.

or if there is ing you don’t

please ask your

In this leaflet:

1. What Viscotears is and what it's used for

2, Things to consider before you start to use Viscotears
3. How Viscotears is used

4. Possible side effects

5. How to store Viscotears

6. Further Information

1. What Viscotears is and what it’s used for

Viscotears contains the active ingredient, carbomer (polyacrylic acid). Viscotears is used to make your
eyes more comfortable when they feel dry. It is one of a group of eye drops called ‘artificial tears’.

2. Things to consider before you start to use Viscotears

DO NOT use Viscotears if:
< you think you may be allergic to any of the ingredients. (These are listed at the end of the leaflet.)

You should also ask yourself these questions before starting to use Viscotears:

« Do you wear contact lenses? Take your lenses out before you put the drops in your eyes. Don't
put the lenses back in for at least 30 minutes.

+ Do you have problems with your eyes apart from sore or dry eyes? Talk to your doctor before
your start to use Viscotears,

«  Are you using any other eye drops? If you need to use more than one kind of eye drops wait 5
minutes between treatments. Viscotears should always be the last of the eye drops used.

* Are you pregnant or breast-feeding? Discuss whether you should use Viscotears with your doctor.

Will there be any problems with driving or using machinery.
Some people may find that their vision is blurred immediately after using Viscotears. If affected, wait
until your vision clears before you drive or use machinery.

5. How to store Viscotears

Do not store above 25°C.

Discard 4 weeks after first opening.

Keep cut of the reach and sight of children.

Do not use the cye drops after the expiry date shown on the tube (EXP).

Take any unused back to your to be Do not throw It away with your
normal household waste or water. This will help ta protect the environment.

6. Further Information

The name of your eye drops i Viscotears Liquid Gel. Each gram of eye gel contains 2mg of Carbomer
(palyacrylic acid).

Visootears Liquid Gel also includes: cetrimide, sorbitol, sedium hydroxide and water for injection.

The tube contains 105 of liquid gel. This is one of & proup of medicines called artifictal tears.

Each pack contains either 1 x 109 tube, or 3 x 10g tubes.

Temper-evident sasled carton containing ane or three white/blue plastic tubss with 2 nazzle sppicatar
head and & white plastic scréw cap. The Lube contains & clear, colurless, odourless ged.

Your medicine is manufactured by: Dr Winzer Pharma GmbH, Berlin, Germany.

Procured fram within the EU and by:
Doncaster, DN3 1QR.

Group Ltd., Kirk Sandall,
Product Licence hoider: BR Lewis Pharmaceuticals Ltd., Kirk Sandall, Doncaster, DN3 1QR.

B PL No: 08925/0390

Leaflet revisicn and issue date: 05.12.08

Viscotears® is a registered trademark of Novarts AG.

F8553
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3. How to use Viscotears

1f your doctor has prescribed Viscotears he/she will tell you how and when to use it and the dose will
be on the pharmacist's label.

The usual dosage is:
Aduilts (including the elderly): One drop in each affected eye, three or four times a day.
Children: Viscotears should only be used if prescribed by a doctor

If you are not sure ask your doctor or pharmacist.

How to use your eye drop

1. Wash your hands.

2. If you wear contact lenses, remove them before using the drops and do not replace for at least 30
minutes.

Hold the tube vertically (see figure 1).

Tilt your head backwards (see figure 2).

Rest one hand on your cheek and gently pull down your lower eye lid.
Look upwards.

Insert one drop by squeezing the tube gently (see figure 3).

Blink a few times to spread the liquid gel evenly over your eye.

Wipe away any excess gel from around the eyelids.

0. Repeat for your other eye if required.

HODNOUM AW

NOTE: Do not touch your eye or the surrounding area with the tip of the dropper. Follow the
instructions carefully. If there is anything you don't understand, ask your pharmacist or doctor.

i

By

Figuee | Figuee 3

4. Possible side effects

Viscotears is suitable for most people, but like all medicines, it can sometimes cause side effects.
Some people natice that the drops make their eyes burn or sting slightly. This usually quickly passes.
Viscotears can make your eyelids feel sticky.

Sometimes your vision may be blurred for a short time. This will gradually clear (but do not drive or
operate machinery while affected).

These effects are often mild. If they are severe, or if you notice anything else not
mentioned here, please go and see your doctor.

Some patients have reported that their eyes or eyelids have become red, swollen, itchy or painful
during use with Viscotears.
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Voltarol

Heat Patch

Voltarol® Themal patch effectively and naturally provides pain relief and deep muscle relaxation for muscle
pain, back, neck and shoulder pain.

Voltarol® Thermal patch is applied directly to the skin, on the site of your muscular pain. You feel the heat and relief
instantly. The patch provides 10 hours of penetrating heat that works to unwind tight, aching muscles and increases
circulation to help soothe pain away. Thin, discrete and designed to work on your body where it hurts, the patch helps

you to get active again soon and take your mind away from pain.

Using the heat patch

- Make sure your skin is clean, dry and non-greasy.

- Carefully tear open the sachet (start tearing by notch).
- Remove the patch from the sachet only at the time of use.
- Immediately take the protective film off the adhesive
part of the patch, and apply the heat patch onto your
skin at the site of your muscular pain.

The patch will gradually warm up to a comfortable,
soothing level (approximately 40°C).

For optimum results, leave the patch to act for 10 hours.
However, do not apply for longer than this time on the
same area. However, if needed you can apply another

patch on the same area 24 hours later.

- The patch stays in place and is easily removable.
The patch can be used alone or with other pain relief
medicines,except for medicated products applied on
the skin and on injection sites (see Precautions)

- If you sweat excessively, remove the patch.

- The patch is for external and single use only.

Precautions

Do not use the Voltarol® Thermal patch:

- on irritated, cracked or damaged skin. -
- on children under the age of 12.

on people who are unable to remove the patch
themselves (e.g. the elderly, handicapped or disabled),
unless supervised by a responsible adult.

if the wearer is unable to remove the patch or to feel
the heat of the patch: for example if you have areas on
your body you cannot feel.

if your perception may be impaired by e.g. sedative
medicines, alcoholic drinks.

on an injection site.

straight after an injury — heat may make swelling or
bruising worse.

This is a medical device

Composition: Iron powder, activated charcoal, water,

acrylic polymer, sodium salts.
Total content: 2 or 4 patches

Manufacturer: Novartis Consumer Health S.A.,
Nyon, Switzerland

Distributed by: Novartis Consumer Health
Horsham
RH12 5AB, UK.

Text revised on: 15.7.10

CE 0459 ®

- over medicated products applied to the skin, or with
any other sources of heat (such as infrared light).
- while bathing or showering.

Talk to your pharmacist or doctor before using the patch

if you:

- have poor circulation, diabetes or arthritis or any other
serious medical condition.

- have skin conditions like eczema or psoriasis, or have
very sensitive skin.

- are pregnant.

For your safety

- Do not cut, tear or damage the patch. Do not use the

patch if it is forn or damaged.

The patch contains iron powder, which could be harmful

if ingested. Consult a doctor straight away if this happens.

If the skin or eyes come into contact with the powder,

immediately rinse the affected area well and consult a doctor.

Do not lie on the heat patch, even when in bed, or apply

strong pressure during use (e.g. under a waistband).

- As with any heat product, this product has the potential
to cause skin irritation or burns. If the patch feels too
hot or your skin becomes irritated (swelling, eruption or
prolonged redness), remove the heat patch straight away.

- Remove patch before medical scans

If the pain does not improve, contact your doctor.

Keep out of the reach of children and pets, both before

and after use.

Do not microwave or reheat the patch after use.

Dispose of the patch in a waste bin.

Avoid exposure to direct sunlight.

Store the patch in a cool dry place. Do not store it in

the freezer.

Keep the leaflet until all the patches contained in the
box have been used !

'

'

Appendix
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@& XALATAN®
0.005% Eye Drops, Solution
LATANOPROST

Sl

PACKAGE LEAFLET: INFORMATION FOR THE USER

Read all of this leaflet carefully before you start using this medicine.

Even if you have already used Xalatan or a similar medicine before, we

advise you to read this text carefully. The information may have been

changed.

° Keep this leaflet. You may need to read it again.

e If you have any further questions, ask your doctor or pharmacist.

e This medicine has been prescribed for you. Do not pass it on to others. It
may harm them, even if their symptoms are the same as yours.

e If any of the side effects gets serious, or if you notice any side effects not
listed in this leaflet, please tell your doctor or pharmacist.

In this leaflet:

1. What Xalatan is and what it is used for

2. Before you use Xalatan

3. How to use Xalatan

4. Possible side effects

5. How to store Xalatan

6. Further information

1. What is Xalatan and what is it used for

Xalatan belongs to a group of medicines known as prostaglandin
analogues. It works by increasing the natural outflow of fluid from inside the
eye into the bloodstream.

Xalatan is used to treat conditions known as open angle glaucoma and

ocular hypertension. Both of these conditions are linked with an increase
in the pressure within your eye, eventually affecting your eye sight.

2. Before you use Xalatan

Xalatan can be used in adult men and women (including the elderly) but is

not recommended for use if you are less than 18 years of age.

Do not use Xalatan if you are

* Allergic (hypersensitive) to latanoprost or any of the other ingredients of
Xalatan (see section 6 for the list of ingredients in your medicine)

e Pregnant or trying to become pregnant

* Breast feeding

Take special care with Xalatan

Talk to your doctor or pharmacist before you take Xalatan if you think any of

the following apply to you:

e If you are about to have or have had eye surgery (including cataract
surgery)

* If you suffer from eye problems (such as eye pain, irritation or
inflammation, blurred vision)

e If you know that you suffer from dry eyes

e If you have severe asthma or your asthma is not well controlled

* If you wear contact lenses. You can still use Xalatan, but follow the
instructions for contact lens wearers in Section 3.

Taking other medicines

Xalatan may interact with other medicines. Please tell your doctor or

pharmacist if you are taking or have taken any other medicines including

those-medicines-(or eye-drops)-obtained without a prescription.

Pregnancy

Do not use Xalatan when you are pregnant. Tell your doctor immediately if

you are pregnant, think you are pregnant, or are planning to become

pregnant.

Breast-feeding

Do not use Xalatan when you are breast-feeding.

Driving and using machines

When you use Xalatan you might have blurred vision, for a short time. If this

happens to you, do not drive or use any tools or machines until your vision

becomes clear again.

Important information about some of the ingredients of Xalatan

Xalatan contains a preservative called benzalkonium chloride. This

preservative may cause eye irritation or disruption to the surface of the eye.

Benzalkonium chloride can be absorbed by contact lenses and is known to

discolour soft contact lenses. Therefore, avoid contact with soft contact

Appendix

swelling of the retina (macular oedema), symptoms of swelling or
scratching/damage to the surface of the eye, swelling around the eye
(periorbital oedema) misdirected eyelashes or an extra row of_eyelashes
¢ Skin reactions on the eyelids, darkening of the skin of the eyelids.
¢ Asthma, worsening of asthma and shortness of breath (dyspnoea).
Very rare effects (likely to affect less than 1 in 10,000 people):
¢ Worsening of angina in patients who also have heart disease. Chest
pain.
Patients have also reported the following side-effects: fluid filled area withir
the coloured part of the eye (iris cyst), headache, dizziness, palpitations,
muscle pain, joint pain and developing a viral infection of the eye caused
by the herpes simplex virus (HSV).
Side effects seen more often in children compared to adults are: runny
itchy nose and fever.
If any of the side effects become serious, or if you notice any si.de effects
not listed in this leaflet, please contact your doctor or pharmacist.

5. How to store Xalatan

Keep out of the reach and sight of children.

Do not use Xalatan after the expiry date which is stated on the carton and
bottle. The expiry date refers to the last day of that month.

Store the unopened bottle in a refrigerator (between 2°C and 8°C),
protected from light.

After opening the bottle it is not necessary to store the bottle in a
refrigerator but do not store it above 25°C. Use within 4 weeks of opening.
When you are not using Xalatan, keep the bottle in the outer carton, in
order to protect it from light.

Medicines should not be disposed of via wastewater or householq waste.
Ask your pharmacist how to dispose of medicines no longer required.
These measures will help to protect the environment.

6. Further information

What Xalatan contains

The active substance is 0.005% (50 microgrames/ml) latanoprost.

The other ingredients are: benzalkonium chloride, sodium chloride, sodium
dihydrogen phosphate monohydrate (E339a) and anhydrous disodium
phosphate (E339b) dissolved in water for injections.

What Xalatan looks and contents of the pack
Xalatan Eye Drops, Solution is a clear, colourless liquid.

Xalatan is available in pack sizes of 1, 3 and 6 cartons. Not all pack sizes
may be marketed.

Each carton contains one bottle of Xalatan. Each bottle contains 2.5 ml of
Xalatan Eye Drops, Solution.

Marketing Authorisation Holder and Manufacturer

Marketing Authorisation Holder: Pfizer Limited, Ramsgate Road,
Sandwich, Kent, CT13 9NJ, United Kingdom.

Manufacturer: Pfizer Manufacturing Belgium NV, Rijksweg 12, 2870 Puurs,
Belgium.

This leaflet was last updated in November 2010.
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= COLD SORE CREAM

aciclovir

H

Please read right through this leaflet before you start using this medicine. This medicine
is available without prescription, but you still need to use Zovirax Cold Sore Cream
carefully to get the best results from it.

* Keep this leaflet, you may need to read it again.

« If you have any further questions, ask your pharmacist.

In this leaflet:

1. What Zovirax does

2. Check before you use Zovirax
3. How to use Zovirax

4. Possible side effects

5. How to store Zovirax

6. Further information

1. What Zovirax does

Zovirax is used for the treatment of cold sores. The active ingredient is aciclovir, an
antiviral agent. Apply at the first signs of a cold sore (such as tingling and itching). It can
also be used to speed up healing if one has already appeared.

2. Check before you use Zovirax

Do not use Zovirax:

« if you have ever had an allergic reaction to aciclovir, valaciclovir, propylene
glycol or any of the other ingredients (listed in Section 6)

* inside your mouth

* to treat mouth ulcers

* in the eyes or genital area.

“ Take special care with Zovirax

* Always wash your hands before and after applying Zovirax.

* Do not touch your eyes until you have washed your hands after application.

« If you accidentally get cream in your eye, wash out thoroughly with warm
water. Consult your doctor if you are concerned.

* Do not swallow the cream. If you accidentally swallow any cream, it is unlikely
to cause any ill effects but consult your doctor if you are concerned.

* Avoid touching a cold sore to prevent transferring the infection or making it
worse.

« If you have been told by your doctor that you have a weakened immune
system, contact your doctor before treating any type of infection.

« If you are in any doubt if you have a cold sore, contact your doctor.

« If your cold sore gets very severe, contact your doctor.

“ Pregnancy and breast feeding

Talk to your doctor or pharmacist before using Zovirax if you are pregnant,
trying to become pregnant or are breast feeding.

3. How to use Zovirax

Suitable for all ages:

 Apply at the first signs of a cold sore (such as tingling and itching).

* Apply liberally to the affected area 5 times a day.

» Continue treatment for 4 days. If your cold sore hasn't healed after this time,
you can use the cream for up to 10 days in total.

 Treat your cold sore for 4 full days to ensure rapid healing.

« If you forget a dose, apply when you remember and continue as before.

« If your cold sore hasn't healed fully after 10 days, or if it gets worse at any time,
contact your doctor.

* The amount of cream inside this pack is enough for one cold sore attack. For
any future attacks, start treatment at the first signs of a cold sore developing
(such as tingling or itching). It can also be started during the blister stage.

* Do not use more than the recommended dose. .
continued ove

* Never give your Zovirax to others, even if their symptoms are the same as yours.

Appendix

4. Possible side effects

Like all medicines, Zovirax can have side effects, but not everybody gets them.

Stop using the medicine and tell your doctor if you experience:
¢ Allergy-like reactions, for example swelling of the lips, face and eyelids.

The following side effects could also occur:

= Mild burning or stinging after application. This will
quickly go away.

* Redness, itching or a mild drying or flaking of the skin,
skin rashes or weals.

If you do get any side effects, even those not
mentioned in this leaflet, tell your doctor or pharmacist.

5. How to store Zovirax

Keep out of the reach and sight of children.

Do not use this medicine after ‘EXP' date shown on the pack.
Do not store above 25°C but do not keep it in a refrigerator.

6. Further information

Active ingredient 5% w/w Aciclovir.

Other ingredients Dimeticone, propylene glycol, poloxamer 407, cetostearyl alcohol,
sodium laurilsulfate, white soft paraffin, liquid paraffin, arlacel 165 (glycerol monostearate,
macrogol stearate 100) and purified water.

Propylene glycol may cause skin irritation.
Zovirax is available in a 2g tube or pump.

More about cold sores

A cold sore is an infection which is caused by the herpes simplex virus (HSV), which lies

dormant in nerve cells supplying your lips and the surrounding skin.

When does the first infection occur?

The first infection usually occurs in early childhood, probably after being kissed by a

person with the infection. The virus passes through the skin, travels up a nerve and stays

in a nerve junction indefinitely.

What can trigger the virus?

Various things, including colds, ‘flu, menstruation, fatigue, emotional upset,

stress, physical injury, bright sunlight and simply when you are feeling ‘run

down’. Once triggered, the virus travels back down the nerve to the skin on and

around the lips where it causes the cold sore to develop.

Remember - cold sores are infectious

The virus is capable of infecting other parts of the body. To reduce the risk of

passing the infection on, do not allow others to touch your cold sore, or to

share your towel, etc. You should avoid kissing and oral sex if you or your

partner has an active cold sore. Always wash your hands before and after

touching cold sores.

= Avoid touching your eyes. HSV infection of the eye can lead to ulcers on the
window of the eye (cornea).

* Avoid kissing - especially children — when you have a cold sore.

* Don’t break the blisters or pick the scabs. Not only could you infect your cold sore with
other germs, you may infect your fingers with the virus.

* Don’t share your eating and drinking utensils.

The marketing holder is GlaxoSmithKline Consumer Healthcare, Brentford,
TW8 9GS, U.K. and all enquiries should be sent to this address.

The manufacturer is Glaxo Wellcome Operations, Greenford, Middlesex, UB6 ONN.

This leaflet was last revised in November 2008.
Zovirax, the Half Clock Device and At Blister Or Tingle are registered trade marks of the
GlaxoSmithKline group of companies.

@GlaxoSmith Kline
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