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The Compendium

Physiological Values
Weights and Heights
Obstetric Table

For the convenience of users of the Compendium, physiological values for certain body fluids, tables
of “desirable’ weights for men and women and an obstetric table can be found in the tinted section at

the back of the volume.

Indexes
An alphabetical index of products, an index of

non-proprietary names and a directory of partici-
pating companies (together with their telephone
numbers) are provided in the tinted section at the
back of the Compendium.

A listis also provided of products which are the
subject of data sheets in this edition of the
Compendium but which were not included in the
1984-85 edition.

Data sheets

Data sheets are supplied to practitioners in order
to comply with the requirements of the Medicines
Act 1968.

They are prepared by the individual companies
concerned and, in consequence, vary somewhat
n gtyle. All follow, however, the requirements
which are laid down by ‘The Medicines (Data
Sheet) Regulations 1972".

Participation in the Compendium is open to all
Companies manufacturing medicinal products
Intended for use under medical supervision.

Further information

t h: :%:':""f"s which re!ate to fiata sheets res.trict
onder thy oh the~ mat‘enal whu.:h may !Je 'gwen
Tequire insen'eadmg F”"h?r . [r}formatlon and
Where lhereiqn of the word 'Nil’ in any data sheet

anufactyr, 'S no entry under that heading.
willing 1o prers‘are, of course, none the lessalways
Products Ovide additional information on their

Pon request,

nquifies sh X .
ould
NCerneq. be directed to the companies

Legal category

The following abbreviations are used under the

heading ‘Legal category’ in entries in the Com-

pendium.

GSL A preparation which is included in the
General Sale List.

P A pharmacy sale medicine which can be

sold only from a retail pharmacy.

A prescription only medicine.

A preparation containing a substance

included in Schedule 2 to the Misuse of

Drugs Regulations 1973 (Misuse of

Drugs Act 1971).

Doctors are reminded that the Misuse of

Drugs Regulations 1973 lay down special

requirements relating to the writing of

prescriptions for products coming within

Schedule 2.

POM
MDA

Date of preparation

The data sheets included in this Compendium
were prepared or reviewed during the final quarter
of 1984 and the compendium itself was published
in July 1985.

Revised data sheets
Individual participating companies may issue
loose leaf data sheets which supersede those
included in this Compendium.

It is advisable to retain any such revised data
sheets which are received and to indicate that
fact on the corresponding data sheets in the

Compendium.

Trade marks o
An asterisk by the name of a product indicates

that the name is a trade mark. The c'or.npan\f
symbols which appear in certain participants
sections are also trade marks.
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Code of Practice for the
Pharmaceutical Industry

Sixth Edition (January 1984)

For many years members of The Association of the British Pharmaceutical Industry
have voluntarily agreed to observe the principles set out in a Code of Practice for the
Pharmaceutical Industry; a Code which regulates the standards of conduct to be

followed in the marketing of medicines intended for use under medical supervision.
The Code was first published in 1958 and has been regularly revised to take
account of changes in marketing practices. A sixth edition was introduced in 1984,
publication following consultation with the British Medical Association and the
Department of Health and Social Security. The Code embodies the basic principles
and procedures which the pharmaceutical industry believes to be essential for the
conduct of its marketing activities and for the maintenance of standards which are in
the interests alike of the public, the medical and allied professions and the industry.
On occasion, the criticism has been made that members of the medical profession
were not aware of the provisions of the Code and, consequently, that the Code had
been less effective than might otherwise have been the case. To ensure that these
provisions become better known, the sixth edition of the Code has been reproduced

in its entirety below.

Those who feel that the promotion of a medical speciality product has fallen below
the standards which are required by the Code may write, if they so wish, to the
Secretary, Code of Practice Committee, The Association of the British Pharmaceutical
Industry, 12 Whitehall, London SW1A 2DY, and ask that the matter be investigated.

INTRODUCTION

a This Code of Practice for the Pharmaceutical Industry
has been drawn up after consultation with the British
Medical Association and the Department of Health and
Social Security.

b The Code owes its origin to the determination of the
Association of the British Pharmaceutical Industry to
secure the acceptance and adoption of high standards
of conductin the marketing of medical products designed
for use under medical supervision.

¢ Medical products usually owe their existence to
research carried out by their manufacturers or to the
development by them of results of academic research.
Before a medical product is placed on the market the
manufacturer will have accumulated considerable toxi-
cological, pharmacological and clinical evidence and
will have met all the statutory requirements for the
testing, manufacture and marketing of that product.
Comprehensive legislation has been introduced to safe-
guard the public by ensuring that all products meet
standards of quality, efficacy and safety which are
acceptable in the state of present knowledge and
experience.

d It is necessary, however, for the manufacturer,
operating as he does in a keenly competitive industry
and serving professions for which freedom of choice is
essential, to draw attention to the existence and nature
of a particular product; for example, by appropriate
promotional measures and the dissemination of further
knowledge and experience gained in widespread use.

e While it is possible to legislate satisfactorily for the
testing, mgnyfaclurg and control of medical products,
the Association believes that appropnate standards of

iv

marketing conduct cannot be defined by the same
means. For this reason, members of the Association have
concurred in the promulgation of the Code of Practice
and submitted to its restraints.

f The Code emphasises the importance in the public
interest of providing the medical and allied professions
with accurate, fair and objective information on medical
products so that rational prescribing decisions can be
made. Moreover, the Code accepts the principle that
such information should be presented in a form and by
ways and means which conform not only to legal
requirements but also to ethical standards and canons of
good taste.

~ The industry recognises its obligations to provide
!nformauon.about medical products to the pharmaceut-
ical profession and the principles set out in this Code,
therefore, apply equally to communications addressed
to that profession. However, there may be instances
where compliance with every provision of the Code

would be inappropriate; for example, in connection with

promotional material the purpose of which is to convey

information of a commercial nature to pharmacists of

pharmaceutical distributors.

g The Code, therefore, represents an act of sell-
discipline. Acceptance and observance of its provisions
are a condition of membership of the Association of the
British Pharmaceutical Industry. Member companies
also acknowledge that the Code itself is to be applied i"
the spirit, as well as in the letter.

Pharmaceutical companies outside the Associatio”
are invited to accept and observe the Code because It 15
considered that high ethical standards should be fol
lowed throughout the whole industry if it is to mainta!”
the confidence of all the interests which it serves.

ABP10000022_0004



CODE OF PRACTICE FOR THE PHARMACEUTICAL INDUSTRY

h The Code isadministered by a Committee established
by the Board of Management of the Association. The
Committee, with an independent legally qualified Chair-
man from outside the industry, consists of two independ-
ent members who are medically qualified persons not
engaged in the industry, and twelve members who are
drawn from the senior management of member com-
panies, including at least four medical directors or
medically qualified persons of equivalent status.

The Chairman has general authority to obtain expert

assistance in any field, and has an original and a casting
vote.
i The Committee meets regularly to deal with com-
plaints, to secure compliance with the Code, and to make
such recommendations as it deems fit for the amendment
of the provisions of the Code.

j An outstanding feature has been the success of
voluntary compliance with the provisions of the Code
and acceptance of the rulings of the Committee. It has
not been found necessary to apply sanctions to secure
compliance because members of the Association are
anxious to ensure that their marketing activities conform
to the highest standard.

k It is important, therefore, that the Code should
accurately reflect that standard and for this reason it is
keptunder constant review by the Board of Management
and amended from time to time where necessary to
clarify it and bring it up to date. Notes for the guidance
of member companies are issued periodically to keep
them informed of the rulings and recommendations of
the Committee and of any alterations to the Code.

| Thisedition of the Code supersedes all previous issues
and is the sixth edition since the Code was established
in 1958. It embodies the basic principles and provisions
which the pharmaceutical industry believes are essential
for the conduct of its marketing activities and for the
maintenance of standards which are in the interests alike
of the public, the medical and allied professions and the
industry.

PROVISIONS OF THE CODE

The supplementary text. which appears in italics, is
I&t’;nded to give guidance as to the interpretation of the
e.

1 Definition of certain terms

1.1 The term ‘promotion” means those informational
andmarketing activities, undertaken by a pharmaceutical
;‘Og!pany or with its authority, the purpose of which is to
uce the prescribing, supply or administration of its
medical products.
as,',';'c'ﬂ“",‘s the activities of representatives and all other
ournal o\ Sales promotion in whatever form, such as
thibuioam.’ direct mail aqvemsmg; participation in
tapes an;s' the use of audio-cassettes, films, records,
and data tv ideo recordings; the use of viewdata systems
and regy :d orage devices such as memory discs accessed
units ang t::eﬁkop t':alews:op_apparatus, visual display
hospitality. e; the provision of samples, gifts and
he term ‘promotion’ does not extend 10:

mf R”:'es made in response to enquiries from partic-

communicr. O 10 replies in response to a specific

ing lety Cation, whether of enquiry or comment, includ-
©rs published in a medical journal.

(ii) Announcements of pack changes, adverse reaction
warnings or recall of products provided they contain no
product claims.

(iii) ‘Trade advertisements’ as defined in the Medicines
(Advertising of Medicinal Products) Regulations 1975,
i.e. catalogues, price lists or other documents issued with
a view to wholesale dealing but not containing any
reference to product usage other than a therapeutic
classification.

By ‘wholesale dealing’is meant the sale of a product to a
person who, during the course of his business or
professional practice, buys it for the purpose of selling it
or administering it or causing it to be administered to
one or more human beings.

1.2 The term ‘medical product’ meaas any unbranded
or branded pharmaceutical product intended for use in
humans which is promoted to the medical profession
rather than directly to the lay public.

1.3 The term ‘medical profession’, ‘practice of medi-
cine’, ‘practitioner’ and ‘doctor’ should be interpreted to
extend to the dental profession and be construed
accordingly.

1.4 The term ‘medical representative’ means a repre-
sentative whose duties comprise or include calling upon
members of the medical profession.

2 Methods of promotion

Methods of promotion must never be such as to bring
discredit upon, or reduce confidence in, the pharma-
ceutical industry.

The issue of rubber stamps to doctors for use as aids to
prescription writing is one of the methods of promotion
barred by this clause.

3 Grant of product licence

A medical product must not be promoted prior to the
grant of the product licence authorising its sale or supply.
This prohibition does not apply to any product which is
exempt from the need to be the subject of a product
licence.

4 Nature and availability of information

4.1 Upon reasonable request, the company concerned
shall promptly provide members of the medical profession
with accurate andrelevantinformation about the medical
products which the company markets.

4.2 Information about medical products should accu-
rately reflect current knowledge or responsible opinion.
4.3 Information about medical products must be ac-
curate, balanced and must not mislead either directly or
by implication.

Claims for superior potency per unit weight are meaning-
less and best avoided unless they can be linked with
some practical advantage, e.g. reduction in side-effects
or cost of effective dosage.

4.4 Information must be capable of substantiation,
such substantiation being provided without delay at the
request of members of the medical profession.

5 Claims and comparisons

5.1 Claims for a medical product must be based on an
up-to-date evaluation of all the evidence and must
reflect this evidence accurately and clearly

v

ABP10000022_0005



CODE OF PRACTICE FOR THE PHARMACEUTICAL INDUSTRY

5.2 Exaggerated or all-embracing claims must not be
made and superlatives must not be used. Claims should
notimply that a medical product, or an active ingredient,
has some special merit, quality or property unless this
can be substantiated.

5.3 Any statement about side-effects should be spe-
cific and based on data submitted with the licence
application or notified to the licensing authority, or on
published data to which references are given. It should
not be stated that a product has no side-effects, toxic
hazards or risks of addiction. The word ‘safe’ must not be
used without qualification.

5.4 The word ‘new’ should not be used to describe any
product or presentation which has been generally
available, or any therapeutic indication which has been
generally promoted, for more than twelve months in the
United Kingdom.

5.5 Comparisons of products must be factual, fair, and
capable of substantiation. In presenting a comparison,
care must be taken to ensure that it does not mislead by
distortion, by undue emphasis, or in any other way.
‘Hanging® comparatives, which merely claim that a
product is ‘better’ or ‘stronger’, etc, must not be used.
5.6 Brand names of products of other companies must
not be used unless the prior consent of the proprietors
has been obtained.

6 Disparaging references

6.1 The productsor services of other g:ompanies should
not be disparaged either directly or by implication.
Substantiated comparative claims iqviting fair compar(‘-
sons with a group of products or with other products in
the same field are permissible, pro vid_ad .lhal such claims
are not presented in a way which is likely to myslud.
whether by distortion, undue emphasis or otherwise.
6.2 The clinical and scientific opinions of members of
the medical and allied profgsanns ‘should not be
disparaged either directly or by implication.

7 Printed promotional material

7.1 The Medicines Act 1968 requires a pharmaceutical
company to provide a practitioner with a data sheet
before promoting a product directly to him. The content
of such data sheets is determined by Regulations made
under the Medicines Act.

Data Sheets formany prescription products are published
in the ABPI Data Sheet Compendium which is issued at
regular intervals. Copies of the Compendium are supplied
to members of the medical and pharmaceutical profes-
sions.

7.2 All other printed material (including journal adver-
tising) which is issued for promotional purposes by the
product licence holder or with his authority must include
certain information specified in this Code.

The requirements of Clause 7.3 or 7.4, as appropriate,
must be complied with in any advertising directed
towards the medical profession even if it is of a general
nature, e.g. prestige advertisements listing a company’s
products.

An advertisement which would not otherwise conform
with the Code should not be regarded as doing so by
reason only of the fact that the content of the data sheet
is reproduced as part of the advertisement or because a
data sheet is sent with the advertisement.

vi

7.3(i) Except for ‘abbreviated advertisements’, as da.
fined in Clause 7.4, the following information must be
given clearly and concisely on printed promotional
material:

a The number of the relevant product licence and the
name and address of the holder of the licence, or the
business name and address of the part of his business
responsible for the sale of the product.

b A quantitative list of the active ingredients, using
approved names where such exist, or other non-
proprietary names; alternatively, the non-proprietary
name of the product if it is the subject of an accepted
monograph.

Attention is drawn to the fact that the Medicines
(Advertising to Medical and Dental Practitioners) Reg-
ulations 1978 (S 1978 No. 1020) impose additional
requirements which relate to the position and type sizé
of this information.

c At least one authorised indication for use consistent
with the data sheet.

d A succinct statement of the information in the data
sheet relating to the dosage and method of use relevant
to the indications quoted in the advertisement and,
where not otherwise obvious, the route of administration.
e A succinct statement of the side-effects, precautions
and contra-indications relevant to the indications in the
advertisement, giving, in an abbreviated form, the
substance of the relevant information in the data sheet.
f Any warning issued by the Medicines Commission, 3
committee appointed under Section 4 of the Medicines
Act 1968 or the licensing authority, which is required to
be included in advertisements.

g The cost of a product, except in the case of
advertisements in journals which have an appreciable
proportion of their circulation outside the United King-
dom.

The cost of a product is the cost (excluding value added
tax) of either a specified package of the product, or a
specified quantity orrecommended daily dose, calculated
by reference to any specified package of the product.
Attention is drawn to the fact that the Medicines
(Advertising to Medical and Dental Practitioners) Reg-
ulations 1978 (SI 1978 No. 1020) impose a specific
requirement to that proportion of the circulation of a
Jjournal which has to be outside the United Kingdom in
order to qualify for the exception to this requirement.

7.3(ii) The information required by Clause 7.3 (i) (d).
(e) and (f) must be printed in such type and in such a
position that its relationship to the claims and indications
is readily appreciated by the reader.

7.4(i) The requirements of Clause 7.3 do not apply I
the case of an ‘abbreviated advertisement’. An ‘abbrevi-
ated advertisement’ is one, the text of which contains i
relation to the product no more than:

a The brand name of the product.

b The approved names of the active ingredients, wher®
such names exist, or other non-proprietary “3""5;
alternatively, the non-proprietary name of the product!
itis the subject of an accepted monograph.

Attention is drawn to the fact that the Med;cmf-“
(Advertising to Medical and Dental Practitioners) R % /
ulations 1978 (S 1978 No. 1020), impose additio ¥
requirements which relate to the position and tyPe
this information,

_
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CODE OF PRACTICE FOR THE PHARMACEUTICAL INDUSTRY

¢ The name and address of the product licence holder,
or the business name and address of the part of his
business responsible for the sale of the product.

d One indication for use, or more than one indication
provided that these are related, consistent with the data
sheet.

e A concise statement, consistent with the data sheet,
giving the reason why the product is recommended for
such indication or indications.

f A form of words which indicates clearly that further
information is available on request to the licence holder
oris to be found in the data sheet relating to the product.

7.4(ii) An ‘abbreviated advertisement’ must always
contain the information required by Clause 7.4(i) (a),
(b), (c) and (f). The information required by Clause
7.4(i) (d) and (e) is optional. An "abbreviated advertise-
ment’ must not include any illustration which is likely to
convey any information about the product or imply
claims which are additional to those provided in accord-
ance with Clause 7.4(i) (a) to (e) inclusive.

7.4(iii) An ‘abbreviated advertisement’ directed to-
wards a doctor is permissible only when it constitutes an
advertisement appearing in a publication sent or deliv-
ered wholly or mainly to doctors. A loose insert included
in such a publication cannot be an ‘abbreviated adver-
tisement’.

Attention is drawn to the fact that the Medicines
(Advertising to Medical and Dental Practitioners) Reg-
ulations 1978 (S/ 1978 No. 1020) impose additional
requirements which relate to the maximum permitted
size of an ‘abbreviated advertisement’.

7.4(iv) An ‘abbreviated advertisement’ is not permis-
sible where the Medicines Commission, a committee
appointed under Section 4 of the Medicines Act 1968 or
the licensing authority, have required a warning to be
included in any advertisement relating to the medical
Drodqct, and the licensing authority have issued a
direction that “abbreviated advertisements’ should not
be issued.

7.5 Promotional material, such as mailings and journal
ad;/ertlsemems, must not be designed to disguise its real
nature.

Docto(s rightly resent receiving promotional material in
the guise of personal communications, as when adver-
lisements are enclosed in a plain envelope or are
addressed in real or facsimile handwriting on letters or
postcards,

E nvelopes should not be used for the dispatch of
promotional material if they bear words implying that the
contents are non-promotional, e.g. that the contents
Provide information relating to safety.
co/,'" l’; adylsaple to use first class mqi/ only for important
e unications of a non-promotional nature such as

flications of warnings or cautions or the withdrawal
orrecall of a product.
,s':‘dvemsememq in journals should not be designed so
O resemble editorial matter.

an l’l’ romotional material should conform, both in text
reconr - ration, to canons of good taste and should
Ognise the professional standing of the recipients.

Re ; A
si/:;:“"lanons of the nude female form (even in
in p'oel!e) or partly clothed figures should not be used

Promational material in such a way as to arouse a

or 31"0(/0/7 ’Os‘)o” | 'o
al e raer en n
to 'ha . se 1N o da to attract attenti

Displays of part of the naked body which are necessary
to illustrate pictorially the message of the text are
permissible provided that they conform to the dictates of
decency and good taste.

7.7 Doctors’ names or photographs must not be used
in @ prominent manner in promotional material or in any
other way that is contrary to the ethical code of the
medical profession.

7.8 Promotional material should not imitate the de-
vices, copy, slogans or general layout adopted by other
companies in a way that is likely to mislead or confuse.

7.9 Where appropriate, for example, in technical and
other informative material, the date of printing or the last
review should be stated.

7.10 Extremes of format, size or cost of printed material
should be avoided.

Large size mailings which cannot be put through letter
boxes are a source of irritation to doctors and should be
avoided as far as possible.

7.11 Postcards, other exposed mailings, envelopes or
wrappers should not carry matter which might be
regarded as advertising to the lay public or which could
be considered unsuitable for public view.

Postcards and other exposed mailings should not contain
copy or illustrations which ought not to be read or seen
by lay persons.

7.12 ‘Telemessages’ and ‘Telex’ must not be used for
promotional purposes.

7.13 In a multi-page press advertisement only one
page need include the information required by Clause
7.3 of the Code, provided that each of the other pages
(except the page on which, or facing which, the
information is printed) includes a reference, on an outer
edge, in at least 8 point type, indicating on which page
that information appears. No initial recto or final verso
must be false or misleading if read in isolation.

A loose insert included in a journal is not regarded as a
‘multi-page press advertisement’ for the purpose of this

clause. : ; =j; 1
By ‘multi-page press advertisement” is meant an

advertisement in a journal in which the pages follow on
from one another without interruption. It does not
include, for example, promotional material which appears
on a series of successive right-hand pages. Where the
pages of an advertisement do not follow on without
interruption each individual page, or uninterrupted group
of pages, is to be regarded as a separate advertisement.

7.14 In a multi-page advertisement other than a press
advertisement, the information required by Clause 7.3 of
the Code must appear on one or more continuous pages
and, where such an advertisement consists of more than
four pages, the advertisement must include a clear
indication as to where this information may be found.

8 References to official bodies

Promotional material should not include any reference
to the Medicines Commission, a committee appointed
under Section 4 of the Medicines Act 1968 or the
licensing authority, unless this is specifically required by
the licensing authority.

9 References to the National Health Service

9.1 Where reference is made to the prescribing of a
product under the National Health Service, the phrase

vii
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CODE OF PRACTICE FOR THE PHARMACEUTICAL INDUSTRY

‘freely prescribable’ or similar phrases suggesting a lack
of restriction or restraint must not be used.

This clause was inserted in the first edition of the Code
in deference to the wishes of the then Ministry of Health.
‘Freely’ in this context means 'without restriction or
restraint’.

Although NHS doctors are free to prescribe whatever
medicines they consider necessary for the treatment of a
patient, they are nevertheless required to exercise due
economy.

9.2 Reproductions of official documents, such as
prescription form FP 10, should not be used for
promotional purposes unless the agreement of the
appropriate Government department has been received.
The term ‘reproduction’ includes any depiction which
simulates or might be taken to simulate the document in

question.

10 Artwork, graphs, illustrations, etc.

10.1 Illustrations must not mislead as to the nature of
the claims or comparisons being made, nor as to the
purposes for which the product is used; nor should
illustrations detract from warnings or contra-indications.
10.2 Artwork and graphs must conform to the letter
and the spirit of the Code. Graphs and tables should be
presented in such a way as to give a clear, fair, balanced
view of the matters with which they deal, and should
only be included if they are strictly relevant to the claims
or comparisons being made.

10.3 Graphs and tables must not be used in any way
which might mislead; for example, by their incomplete-
ness or by the use of suppressed zeros or unusual scales.

11 Reprints, abstracts and quotations

This clause is included to accord with the views of the
Ethical Committee of the British Medical Association; its
object is to avoid the risk of contravention of the BMA
Code of Ethics.

11.1 Reprints of articles by members of the medical
profession must not be included in mailings but may be
supplied to individual doctors on request. Itis permissible
to include in promotional material reasonably brief
abstracts of, or quotations from, articles by members of
the medical profession and to include in such material
reference to doctors’ names in a bibliography of pub-
lished works. In no case, however, should doctors’ names
be used in a prominent manner in promotional material.
Quotations from public broadcasts, e.g. radio and
television, may not be used in promotional material. It is
permissible to use quotations from private occasions,
e.g. medical conferences or symposia, with the written
permission of the speaker.

11.2 Quotations from medical literature, or from per-
sonal communications received from doctors, must
accurately reflect the meaning of the author and the
significance of the study.

11.3 The utmost care must be taken to avoid ascribing
claims or views to medical authors when such claims or
views no longer represent, or may not represent, the
current views of the author concerned.

12 Distribution of printed promotional material

12.1 Promotional material should only be sent or
distributed to those categories of persons whose need
for, or interest in, the particular information can reason-
ably be assumed.

viii

12.2 Any information designed 10 encourage the y,
of medical products in clinics, industrial concerns, clug,
or schools must be addressed to the medical advisar o
medical officer or to medical auxiliary staff.

12.3 Restraint should be exercised on the f

of distribution and on the volume of promotional matery
distributed.

The style of mailings is relevant to their acceptability 1o
doctors and criticism of their frequency is most likely ta
arise where their informational content is limited o
where they appear to be elaborate and expensive. A
higher frequency rate will be accepted for mailings on
‘new’ products than for others.

12.4 Mailing lists must be kept up to date. Requests
from doctors to be removed from promotional maiing
lists must be complied with promptly and no name may
be restored except at the doctor’s request or with his

permission.

13 Audio-visual material

13.1 Audio-visual material must comply with all rele-
vant requirements of the Code, with the exception of
Clause 7.3.

13.2 When audio-visual material is used to promote a
product, copies of the relevant data sheet, or a document
with the same content, must be made available to all
persons present or to whom the material is sent or
delivered.
The expression ‘audio-visualmaterial is to be interpreted
as including material which consists either of sound only
or of projected moving or still pictures only. It includes
sound recordings, cinematograph films, tape-slide pres-
entations, video-recordings and sound or television
broadcasting. It does not include information reproduced
on television apparatus, visual display units and the like
which comes within the scope of Clause 14.

13.3 Audio-visual promotional material is subject 1o
the certification requirements of Clause 15.

14 Material reproduced on television apparatus,
visual display units and the like
14 (i) Promotional material which is made available to
hospitals, doctors, pharmacists etc., by systems which
enable the material to be accessed and reproduced on to
television apparatus, visual display units and the like.
must comply with all relevant requirements of the Code,
with the exception of Clauses 7.3 and 7.14.

Such material includes viewdata systems, memory
discs and the like, but not video-tapes, which come
within the scope of Clause 13.
14 (ii) The obligatory information required by Clause

7.3(i)(a)-(f) must be available through the system
conveying the promotional material and instructions for
accessing that information must be displayed with the
promotional material

14 (iii) Promotional material made available n this
\;v;y is subject to the certification requirements of Clause
Copies of promotional information made available in this
way must be made in permanent form and retained fo!
not less than three years.

15 Certification of printed promotional material

16.1 No promotional material shall be issued unless
the final text and layout have been certified by WO
persons on behalf of the company in the manner prov d
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CODE OF PRACTICE FOR THE PHARMACEUTICAL INDUSTRY

by this Clause. One of the two persons shall be a doctor.
The other shall be a pharmacist or some other appropri-
ately qualified person or a senior official of the company.
The doctor, pharmacist or other qualified person must be
a senior employee of the company or an appropriately
qualified person whose services are retained for that
purpose.

15.2 The names of those nominated, together with
their qualifications, shall be notified in advance to the
licensing authority. The names and qualifications of
designated alternative signatories must also be given.
Changes in the names of nominees must be promptly
notified.

15.3 The certificate shall certify that the signatories
have examined the material in its final form and that in
their belief it is in accordance with the requirements of
the relevant advertising regulations and this Code of
Practice, is consistent with the product licence and the
data sheet, and is a fair and truthful presentation of the
facts about the product.

15.4 Companies shall preserve all certificates, together
with the material in the form certified, for not less than
three years and produce them upon request from the
licensing authority or the Association at the instance of
the Code of Practice Committee.

15.5 The foregoing procedure shall apply, with the
necessary variations, to audio-visual material prepared
by or on behalf of companies in accordance with Clause
13, to promotional material provided by or with the
authority of companies for reproduction on television
apparatus, visual display units and the like in accordance
with Clause 14 and to briefingmaterial for representatives
prepared in accordance with Clause 17.12.

16 Suspension of advertisements

In the event of the Code of Practice Committee requiring
acompany either:

(i) tosuspend the use of an advertisement pending its
decision on a complaint by the licensing authority
relevant to the safe or proper use of the product, in
accordance with paragraph 8 of the "Constitution and
Procedure for the Code of Practice Committee’, or,

(ii) to discontinue a practice or suspend the use of an
advertisement until a review has been completed, in
accordance with paragraph 13 of the ‘Constitution and
Procedure for the Code of Practice Committee’,

the company shall at once make every possible en-
deavour to comply.

17 Medical representatives

17.1 Medical representatives must be adequately
trained and possess sufficient medical and technical
knowledge to present information on the company’s
products in an accurate and responsible manner.

17.2 Medical representatives should at all times main-
tain a high standard of ethical conduct in the discharge
of their duties.

17.3 The requirements of the Code which aim at
accuracy, fairness, balance, and good taste apply to oral
representations as well as printed material.

17.4 Unfair or misleading comparisons or COmparisons
implying a therapeutic advantage which is not in fact
Justified must be avoided by medical representatives.

17.5 Claims made for products by medical represen-

tatives must be limited to the indications permitted by
the product licence.

17.6 Medical representatives must not employ any
inducement or subterfuge to gain an interview. No
payment of a fee should be made for the grant of an
interview.

The practice of gaining or extending an interview on the
pretext of carrying out a survey is to be avoided. This
does not preclude the use of medical representatives to
obtain bona fide survey information, but it is essential
that the survey should be devised and conducted so as
to leave no doubt in the doctor’s mind that the survey
will produce medically useful information.

17.7 Medical representatives must ensure that the
frequency, timing and duration of calls on doctors, or on
hospitals, together with the manner in which they are
made, do not cause inconvenience. The wishes of an
individual doctor, or the arrangements in force at any
particular establishment, must be observed by medical
representatives.

The number of calls made on a medical practitioner and
the intervals between successive visits are relevant to
the determination of frequency.

Companies should arrange that intervals between
visits do not cause inconvenience to practitioners and
the number of calls made by a medical representative
each year should not normally exceed, on average, three
visits to each doctor.

Averages are to be calculated separately for general
practitioners and other members of the medical profes-
sion to whom visits are made.

The calculation should exclude:

(i) Attendance by a medical representative at a scien-
tific meeting or an audio-visual presentation given
to a group of doctors.

(ii) A visit which is requested by a doctor or a call
which is made in order to respond to a specific
enquiry.

(iii) A visit to follow up a report of an adverse reaction.

A medical representative should not stay in a surgery
in which another medical representative is already
waiting, except with the doctor’s or receptionist’s
approval.

Medical representatives must always endeavour to
treat the doctor’s time with the utmost respect and give
him no cause to believe that his time might have been
wasted. If, for any unavoidable reasons, an appointment
with a doctor cannot be kept. the longest possible notice
must be given.

Calls on hospital medical staff should generally be
limited to matters likely to be of specific interest to them.
Thyna/'orily are specialists and medical representatives
should ensure that their specialised interests are borne
in mind. It is preferable for most hospital staff to be seen
only after making a prior appointment, at which time
subjects for discussion should be identified.

17.8 Medical representatives must take adequate pre-
cautions to ensure the security of medical products in
their possession.

17.9 Medical representatives must not use the tele-
phone to promote products to the medical profession
unless prior arrangement has been made with individual
doctors.

17.10 Medical representatives should be paid on the
basis of a fixed basic salary, and any addition proportional
to sales of prescription medicines should not constitute
an undue proportion of their remuneration.

17.11 When discussion about a product is initiated by
a medical representative, he should place before the

ix
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doctor for reference either a data sheet in respect of that
product or another document with the same content. If,
however, the doctor asks a question acout a different
product, then the medical representative will not be
required to produce such data in respect of that other

product.
17.12 Companies must prepare detailed briefing ma-
terial formedical representatives on the technical aspects
of any product which the medical representative is to
promote. A copy of such material must be made available
to the licensing authority on request. Briefing material
must comply with the relevant requirements of the Code
and, in particular, is subject to the certification require-
ments of Clause 15.
17.13 Medical representatives should not make a claim
for a product based on the regulatory treatment of that
product, or of competing products, or based on any
warnings issued in relation to other products, unless in
accordance with a specific requirement. However, a
medical representative may refer to such matters in
answer to a specific question.
17.14 A company may only employ as medical repre-
sentatives persons who have passed the examination
established by the Association except that:
(i) Persons with an acceptable professional qualifica-
tion, e.g. in pharmacy, medicine or nursing, who were
employed as medical representatives at any time before
1 October 1984 are exempt from this requirement.
(ii) Persons who were employed as medical repre-
sentatives on 1 October 1979 are exempt from this
requirement.
(iii) Trainee medical representatives may be employed
for a period of up to two years from the date of
commencing training as a medical representative.

18 Samples

18.1 Samples should be provided to a doctor only in
response to a signed request unless intended solely for
identification or demonstration purposes.

A company may make available to a doctor a pre-
printed request form or card; such a form or card may
bear no more than the doctor's name, the company’s
name and address and an identifying reference, together
with guidance as to the further information which the
doctor himself must add. This limitation as to the provision
of information on a pre-printed request form or card does
not apply, however, in the case of a product controlled
under the Misuse of Drugs Act 1971.

If such a pre-printed form or card is presented by a
representative, then the doctor himself must complete
the form by inserting the requisite information.

Wherever practicable, an individual sample should not
represent more than four days treatment for a single
patient. When samples are provided to assist doctors in
the recognition or identification of a product, or to
demonstrate the use of a particular apparatus or equip-
ment, only the minimum quantity necessary for this
purpose should be supplied.

18.2 Where samples of products restricted by law to
supply on prescription are distributed by arepresentative,
the sample must be handed direct to the doctor or given
10 a person authorised to receive the sample on his
bq;jha::. :A umlllgvbpmcuc? must be adopted for products
which it would be unsafe to us ‘

i oy @ except under medical

18.3 Samples of products restricted b
mp y law to supp!
on prescription, which are made available 1o ropre:):n’-l

x

tatives for distribution, should be strictly limited n
quantity and an adequate system of accountability
should be established.

18.4 Samples sent by post must be packed so as to he
reasonably secure against the package being opened by
young children.

18.5 Distribution of samples in hospitals should comply
with individual hospital regulations, if any.

19 Gifts and inducements

19.1 Subject to Clause 19.2 no gift or financial
inducement shall be offered or given to members of the
medical profession for purposes of sales promotion.

Schemes designed to test the extent to which mailings
are opened and read and which involve a reward, e.g. a
reward for the return of a voucher included.in the mailing,
are unacceptable if the gift is one which would not come
within Clause 19.2.
19.2 Gifts in the form of articles designed as promo-
tional aids, whether related to a particular product or of
general utility, may be distributed to members of the
medical and allied professions provided the gift is
inexpensive and relevant to the practice of medicine or
pharmacy.
Amongst other items, nail brushes, book matches and
pens have been held to be reasonable gifts. Gifts of table
mats have been held to be in contravention of the Code
as being irrelevant to the practice of medicine or
pharmacy.
19.3 The requirements of Clause 7.3 or Clause 7.4 do
not apply if a promotional aid of the type mentioned in
Clause 19.2 bears no more than one or more of the
following particulars:
(i) The name of the product.
(ii) The name of the product licence holder or the
name of that part of his business responsible for the sale
of the product.
(iii) The address of the product licence holder or the
address of the part of his business responsible for the
sale of the product.
(iv) An indication that the product name is a trade
mark,
If a promotional aid consists of a note pad in which the
individual pages bear advertising material, there is no
need for the individual pages to comply with Clause 7
provided that the information required by the clause is
given elsewhere in the pad, for example, on the cover.

20 Hospitality

Emerlair_lment or other hospitality offered to members of
the medical and allied professions for purposes of sales
promotion should always be secondary to the main
purpose of the meeting. It should not extend beyond
members of the professions, The level of hospitality
shoulq be.appropriate and not out of proportion to the
occasion; its cost should not exceed that level which the
;g(iz\l’guems might normally adopt when paying for them-
S.

Medical and group meetings are desirable and are to be
encouraged. Both the British Medical Association and
the Association share the opinion that such meetings
should only take place if the advertising content Is
Supported by a clear educational content. If hospitality is
offered at meetings attendance should be restricted to
members of the medical and allied professions.
It follows, therefore, that invitations to such medical
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and group meetings should not be extended to wives or
husbands unless they themselves are practising members
of the medical or allied professions.

When organising a meeting at which hospitality will
be offered. a factor to be taken into account is the
impression which will be created in the minds of the
recipients or those who hear about it. Hospitality which
becomes little more than pure entertainment has limited
value in terms of the provision of information and
promotion; such hospitality can only be regarded,
therefore. as irrelevant and wasteful.

21 Marketing research

Marketing research is the collection and analysis of
information and must be unbiased and non-promotional.
The use to which the statistics or information is put may
be promotional. The two phases should be kept distinct.

21.1 Methods used for marketing research must never
be such as to bring discredit upon, or to reduce
confidence in, the pharmaceutical industry. The follow-
ing provisions apply whether the research is carried out
directly by the company concerned or by an organisation
acting on the company'’s behalf.

21.2 Thefollowinginformation must be made available
to the informant at first approach:

(i) The nature of the survey.

(ii) The name and address of the organisation carrying
out the work.

(iii) The identity of the interviewer.
(iv) The nature and length of the interview.

The requirement in Clause 21.2(ii) does not mean that
the organisation is also obliged to reveal the identity of
its client. This must depend upon the contract between
the client and the organisation.

21.3 Questions intended to solicit disparaging refer-
ences to competing products or companies must be
avoided.

21.4 Any written or oral statement given or made to an
informant in order to obtain co-operation must be both
factually correct and honoured.

21.5 Any incentives offered to the informants should
be kept to a minimum and be commensurate with the
work involved.

21.6 Marketingresearchmustnotinany circumstances
be used as a disguised form of sales promotion and the
research per se must not have as a direct objective the
influencing of the opinions of the informant.

21.7 The identity of an informant must be treated as
being confidential, unless he has specifically agreed
otherwise.

_ In the absence of this agreement it follows that the
information provided (as distinct from the overall results
of the research) must not be used as the basis upon
which a subsequent approach is made to that informant
for the purpose of sales promotion.

21.8 Precautions should be taken to ensure that no
embarrassment results for informants following on from

an interyiew. or from any subsequent communication
concerning the research project.

22 Relations with the general public and lay
communication media

221 Requests from individual members of the public
for information or advice on personal medical matters

must always be refused and the enquirer recommended
to consult his or her own doctor.

22.2 Medicines which cannot legally be sold or
supplied to the public otherwise than in accordance with
a prescription, or which are legally limited to promotion
for sale or supply only on prescription, must not be
advertised to the general public.

Posters or notices issued for display in doctor’s surgeries,
pharmacies or anywhere to which the public have access
must not include any message likely to arouse a demand
for any particular product.

22.3 Statements must never be designed or made for
the purpose of encouraging members of the public to
ask their doctor to prescribe a product.

22.4 Information about medical products or matters
related thereto, including scientific discoveries or ad-
vances in treatment, should not in general be made
available to the general public either directly or through
any lay medium.

The intention is to ensure that arrangements made for a
press conference, or the extent of a press release, are
such as to confine the disclosure of information about
medical products or matters relating thereto to persons
who are capable of evaluating the information responsi-
bly and not concerned to exaggerate or even sensation-
alise its significance.

22.5 The importance of such information and the
existence of legitimate public interest in acquiring it may
exceptionally justify holding a press conference or the
issue of a press release.

Invitations to attend such a conference, or the
distribution of such a press release, should be confined
to persons who are either medically qualified or estab-
lished as the representatives of the medical, pharma-
ceutical or scientific press, or as the medical
correspondents of a responsible medium.

In the circumstances set out above as to the signifi-
cance of the information, and in response to an
unsolicited enquiry from a person of the standing
described, information may alsobe released in aninformal
manner.

22.6 A further exception may arise when there exists a
genuine mutual interest of a financial or commercial
nature justifying the disclosure of information about
medical products or related matters privately or to a
restricted public. Examples are the interests of sharehold-
ers, financial advisers, employees and creditors.

When releasing information, it is essential to bear in
mind the provisions of Clause 5.3 and, in particular, the
extreme caution required in any reference to side-effects;
it should also be emphasised that the treatment of a
particular individual is solely a matter for decision by his
medical practitioner.

22.7 On all occasions the information whether written,
or communicated by other means, must be presented in
a balanced way so as to avoid the risk of raising
unfounded hopes of successful treatment or stimulating
the demand for prescription of the particular product.
22.8 An announcement of the introduction of a new
medical product must not be made by press conference
or formal press release until the appropriate steps have
been taken to inform the medical profession of its
availability.

23 Operative date

This Sixth Edition of the Code shall take effect on 1
January 1984.

xi
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The reporting of
adverse reactions

Suspected adverse reactions to any therapeutic
agents should be reported. These agents include
drugs, vaccines, blood products, X-ray contrast
media, dental or surgical materials, intra-uterine
contraceptive devices, absorbable sutures, con-
tact lens fluids.

Newer drugs marked ¥

Doctors are asked to report any adverse or
unexpected event, however minor, which could
conceivably be attributed to the drug. Reports
should be made despite uncertainty in the doctor’s
mind about a causal relationship, irrespective of
whether the reaction is well recognised, and even
if other drugs have been given concurrently.

Established drugs

Doctors are asked to report any suspected adverse
drug reaction which was potentially dangerous,
incapacitating or lethal. These should be reported
even though the toxic effect is well recognised.
Examples include anaphylaxis, blood dyscrasias,
endocrine disturbances, effects on fertility, hae-
morrhage from any site, renal impairment, jaun-
dice, ophthalmic disorders, severe CNS effects,
severe skin reactions, reactions in pregnant
women, and any drug interactions. For established
drugs doctors are asked not to report well known,
relatively minor side effects such as dry mouth
with tricyclic antidepressants, constipation with
opiates, or nausea with digoxin.

Special problems

(i) Delayed drug effects Doctors are reminded
that some reactions (e.g., the development of
cancers, chloroquine retinopathy and retroperi-

toneal fibrosis) may become manifest months or
years after drug exposure. Please report any
suspicion of such an association.

(ii) Drugs in the elderly Doctors are asked to be
particularly alert to the possibility of adverse
reactions when drugs are given to the elderly.
(iii) Congenital abnormalities When an infantis
born with a congenital abnormality or there is a
malformed aborted fetus, doctors are asked to
consider the possibility that this might be an
adverse reaction to a drug and to report all drugs
(including self-medication) taken by the mother
during pregnancy.

(iv) Adverse reactions to vaccines Doctors are
asked to report all suspected reactions to both
new and established vaccines. The balance be-
tween risks and benefits from vaccines is liable to
change and needs to be kept under continuous
review.

Special postage-paid forms ('yellow cards’) are
provided for reports. Supplies of these can be
obtained from the Committee on Safety of
Medicines at Market Towers, 1 Nine Elms Lane,
London SW8 5NQ, telephone 01-720 2188.

The above statement and the symbols marking
certain products have been included in the
Compendium at the request of the Medicines
Division of the Department of Health and Social
Security.

The individual companies concerned would
find it helpful to be informed by practitioners of
any adverse reactions to their products which are
reported.
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Abbott Laboratories Limited

Queenborough
Kent ME11 5EL

CORDILOX" 120
CORDILOX"*

Presentation Cordilox 120 is presented as a yellow
Filmtab® (film-coated tablet, Abbott) containing 120 mg
Verapamil Hydrochloride BP. Cordilox is also available
as yellow Filmtabs containing 40 mg and 80 mg Vera-
pamil Hydrochloride BP_AII three strengths of tablets
are imprinted with the @ logo on one face and the
strength, or ‘Cordilox” and the strength, on the other.
Cordilox 120 and Cordilox are Verapamil Hydrochloride
Tablets BP.

Uses Cordilox is clinically useful in:

(1) the treatment and prophylaxis of angina pectoris.
(2) the treatment and prophylaxis of supraventricular
tachycardia (paroxysmal tachycardia, premature supra-
ventricular contractions, atrial fibrillation and flutter) and
paroxysmal supraventricular tachycardia, of the recipro-
cating type, associated with the Wolff-Parkinson-White
syndrome. -

(3) the treatment of mild to moderate hypertension and
of renal hypertension, used alone or in conjunction with
other antihypertensive therapy.

Cordilox is a calcium antagonist which blocks the
inward movement of calcium in cardiac muscle cells, in
smooth muscle cells of the coronary and systemic arteries
and in the cells of the intracardiac conduction system.
The decrease in systemic and coronary vascular resist-
ance and the sparing effect on intracellular oxygen
consumption appear to explain the anti-anginal proper-
ties of the product.

Because of its effect on the movement of calcium in
the intracardiac conduction system, it reduces automat-
icity, decreases conduction velocity and increases the
refractory period.
~ Cordilox lowers peripheral vascular resistance with
little or no reflex tachycardia. Its efficacy in reducing
both raised systolic and diastolic blood pressures is
thought to be primarily due to this mode of action.

Dosago_a and administration

1. Angina: Adults: 120 mgt.d.s. isrecommended. 80 mg
tds, can be completely satisfactory in some patients
with angina of effort. Less than 120 mg t.d.s. is not likely
to be effective in angina at rest and variant angina. For
concomitant administration with beta-blockers, see
Precautions’,

2. Supraventricular Tachycardias: Adults: 40-120 mg
tds. according to the severity of the condition (in acute
cases, Cordilox IV, is indicated).

Children: Up to 2 years: } 40 mg tablet 2-3 times a day.

2 years and above: 1-3 40 mg tablets, 2-3 times a day,
according to age and effectiveness.

3. Hypertension: Adults: 160 mg b.d. See data sheet for
Cordilox 160.

Children: up to 10 mg/kg/day in divided doses, accord-
ing to severity of disease.

Elderly: No special dosage recommendations except in
those patients with impaired liver function or cardiac
conduction disturbances (see ‘Precautions’).

Contra-indications, warnings, etc Contra-indica-
tions: Hypotension associated with cardiogenic shock,
marked bradycardia (less than 50 beats/minute), second
or third degree atrioventricular block, sick sinus syn-
drome, uncompensated heart failure.

Precautions: Cordilox may affect impulse conduction
and should be used with caution in patients with first
degree atrioventricular block. The effects of Cordilox and
beta blockers may be additive both with respect to
conduction and contraction, therefore care must be
exercised when these are administered concurrently or
closely together. This is especially true when either drug
is administered intravenously.

Cordilox may affect left ventricular contractility as a
result of its mode of action. This effect is small and
normally not important but cardiac failure may be
precipitated or aggravated if it exists. In cases with poor
ventricular function therefore Cordilox should only be
given after appropriate therapy for cardiac failure such
as digitalis, etc.

Verapamil hydrochloride has been shown to increase
the serum concentration of digoxin and caution should
be exercised with regard to digitalis toxicity.

Caution should be observed in the acute phase of
myocardial infarction.

In patients with impaired liver function, particular
attention should be paid to the dosage because of
reduced drug metabolism.

Use in pregnancy: Although animal studies have not
shown any teratogenic effect, Cordilox should not be
given during the first trimester of pregnancy unless, in
the clinician’s judgement, it is essential for the welfare of
the patient.

Side-effects: Cordilox is generally well-tolerated. Con-
stipation is not uncommon, flushing is observed occa-
sionally, headaches rarely. Nausea and vomiting have
seldom been reported and allergic reactions even more
rarely. On very rare occasions a reversible impairment of
liver function characterised by an increase in transami-
nases and/or alkaline phosphatase, may occur during
verapamil treatment and is most probably a hypersensi-
tivity reaction,

Ovo(dosage.' Usual emergency measures for acute
cardiovascular side-effects should be applied, e.g.:
in the case of cardiac arrest, heart massage, mechani-
cal respiration, followed by appropriate intensive care;
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Armour Pharmaceutical Company Limited

St. Leonards House
St. Leonards Road

Eastbourne
East Sussex BN21 3YG

ARVIN®

Presentation A sterile clear colourless aqueous solu-
tion of ancrod for intravenous and subcutaneous injec-
tion. Each ml contains 70 international units put up in
isotonic saline. pH is 6.8, phosphate content approxi-
mately 0.0025M and chlorbutol approximately 0.005%.

The international unit is defined as the specific
biological activity contained in 0.307 mg of the interna-
tional standard for ancrod.

Uses Controlled defibrination for:

1. The prevention of deep vein thrombosis following
surgical repair of fractured neck of femur and hip
replacement.

2. The treatment of deep vein thrombosis, central retinal
and branch vein thrombosis, priapism, pulmonary hyper-
tension of embolic origin, embolism after insertion of
prosthetic cardiac valves, rethrombosis after thromboly-
tic therapy and rethrombosis after vascular surgery.

3. Peripheral arterial insufficiency.

Dosage and administration

Subcutaneous dosage:

1. Prophylaxis of deep vein thrombosis in:

(a) Patients undergoing surgical repair for fractured
neck of fgmur - 4x1ml ampoules as a single s.c.
injection immediately after surgery then 1 ampoule
dqnly for the next 4 days.

(b) an re_pla;emem -4 x 1 mlampoules as a single s.c.
injection immediately after surgery then 1 ampoule
daily for the next 8 days.

With thase'prophylactic regimes, Arvin normally pro-

duces predictable defibrination. Occasionally however,

the‘clinical situation may warrant the measurement of
fibrinogen levels.

2. Peripheral arterial insufficiency - 1 uni

weight as a single injection into thye anterior ta/t:(go:?:a‘;
wall or thigh each day for four days to lower the plasma
fibrinogen to 50 mg% or more; then 4 units/kg as asingle
injection every three or four days to maintain the
fibrinogen at this level, This subcutaneous regimen may
be used for up to one month in patients with chronic
peripheral arterial insufficiency. Fibrinogen levels should
be monitored prior to administration of the next dose
Intravenous dosage: .

this dose should
4 hours.

Maintenance doses: 2 units/kg body weightin 10-50 m|

Sodium Chloride Injection BP by intravenous injection:

at twelve-hour intervals, given slowly, taking about ﬁv:
minutes over each injection. Fibrinogen levels should be
monitored daily by standard laboratory procedures to
facilitate accurate control of dosage.

Contra-indications, warnings, etc
Contra-indications: Severe infections and diffuse intra-
vascular coagulation.

Pregnancy.

Gastro-intestinal ulcers liable to bleed such as peptic
ulcer, ulcerative colitis.

Ulcerogenic drugs.

Haematological defects which interfere with haemo-
stasis such as platelet count of < 100,000/cu mm.

Patients in receipt of plasma expanders such as
dextrans or antifibrinolytic agents such as EACA should
not be treated with Arvin.

Precautions: Pretreatment investigations such as blood
film, platelet count and fibrinogen should be made beforé
treatment. - =
The intravenous induction dose of Arvin must ng,t:m_n
given in less than 4 hours as if given rapidly the hood
degradation products may produce a rise in
viscosity.

Warnings: Haemorrhage m
reversed by the specific a;\tid?te a:th
necessary as fibrinogen levels retur
values wr?;hin afew h(g>urs of cessation of therapr\t/-ension:
Defibrination may complicate malignant hypedocar dits,
acute pericarditis, sub-acute bacterial 9';“ nopathy:
retinopathy (grade 3 or worse), diabetic ‘; g
resting diastolic pressure > 120 mm Hg an ith calculus:
bleedinginuraemia > 100 mg%, renal colic wurgel'Y‘
cerebrovascular accidents, history of neuros of migrain®
Migraine - a few patients with a hastpr}’e e
have experienced headaches a nj

idly
ur and can be rap!

ay occ ough this is rarely
n to haemostalic

fter Arvin | erythrocY®®
ESR - during treatment with Arvm.h'h:, and cann®'

sedimentation rate falls to about 1 mm/ho

be used as an index of pathological actlv:z;'ﬁ ¢ effect orj
Platelets - although Arvin has n0 SPC T 0, gyce 1@

platelets the fibrin degradation produ

duced platelet aggregation.

ve
Treatment of overdosage Of excgj' of
specific antidote has been prepa
neutralises 70 units of Arvin in VIVO. mended fof t
The following procedure is recom
of the antidote.
. ava
1. 1in 1,000 adrenaline should be
giving tray. jy and ©
2. Give 0.2 ml antidote subcutal?zg‘df‘v
an erythematous reaction for ha

pleedind;
which 1
he us®

the
ilable ©"

f
bse ve fo

-
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ARMOUR PHARMACEUTICAL COMPANY LIMITED

; numbers
product icenCe Ty 3. /5021

g;:‘;;:: Fote  0231/5020

DORAL YT CHERRY

AL
pIOR n Compound Sodium Chloride and Glu-

mt:;z BP in foil-laminate sachets each contain-

ing:

jum Chloride BP 0.20g
ggd'm:?um Chloride BP 030g
Sodium Bicarbonate BP 030g
Glucose BP 8.00¢g

uses Oral correction of fluid and electrolyte loss in
infants, children and adults. . . .

Treatment of watery diarrhoea of varying aetiologies,
including gastroenteritis, in all age groups.

Dosage and administration Reconstitution: The
contents of each sachet should be dissolved in 200 ml
(2pproximately 7 fluid ounces) of drinking water. Use
tresh drinking water for adults and children. For infants,
wdwhere drinking water is unavailable, the water should
be freshly boiled and cooled. The solution should be
made up immediately before use. If refrigerated, the
solution may be stored for up to 24 hours, otherwise any
solution remaining an hour after reconstitution should
be discarded. The solution must not be boiled.

The actual volume of reconstituted Dioralyte which
should be taken should be decided by the clinician,
taking into consideration the weight of the patient and
testage and severity of the condition. A basic principle
vfmmnt of diarrhoea is to replace lost fluid and then
1o maintain sufficient fluid intake to replace fluid loss
from stools.

Daiy intake may be based on a volume of 150 mi/kg
fo m"‘?@hl for infants and 20-40 mi/kg body weight
ftsand children, A reasonable approximation is:

m“'ONe 1o one and a half times the usual feed
Chidren-
moo"@ sachet after every loose motion.

"20rtwo sachets after every loose motion.

Mme - i #
voium,m;yp,?m:"@'ed initially to ensure early and full

D%Z;OI ) Volume of  Total volume
mi) esolution  artificial in 24 hours
milk feed (ml)
1 (mi)
: S0xuye
7 0y, 0 150 x wt
U Wxpy 30xwt 150 xwt
. P 60xwt 150 xwt
i Wxyy 90xwt 150 x wt
0 120 xwt 150 x wt
'“"Jn 150 x wt 150 x wt
n hb"'ﬂs
g ol
o < 38 0f treatment of diarrhoea all foods,

Cow o

'f:'i:'“‘»b'“; r::| antificial milk, should be stopped.
. mdﬂeed not be witheld. In breast fed
ht'!a:: Db'a'vle that the infant is given the same
\5,! untj) Satisﬁazthe normal feed and then put to
t‘a::‘s "3y be : -Expression of residual milk from
S when €Cessary during this period. After
SYMptoms have subsided, the normal

1

volu y . Where the ki
are funcnomng normally, it is difficult to overh::r,:t‘;eg:

mouth and where there is doubt a
more rather than less should be ta::::.t oA ose0e.

COntra-indications, warnin

known contra-indications to Digfélv‘::?Hocheef:e? rﬁ‘er::
may be a number of conditions where treatmen't with
Dlor_alyte will _be inappropriate eg intestinal obstruction
requiring surgical intervention.

Precautions: For oral administration only.

Dioralyte should not be reconstituted in diluents other
than water.

Each sachet should always be dissolved in 200 m| of
water. A weaker solution than recommended will not
contain the optimal glucose and electrolyte concentra-
tion and a stronger solution than recommended may give
rise to electrolyte imbalance.

Ifthe diarrhoea does notimprove promptly, the patients

should be reassessed.
Warning: Cow’s milk and artificial milk feeds in infants
should be stopped for 24 hours and gradually reintro-
duced when the diarrhoea has lessened. However, breast
feeding should be continued.

Pharmaceutical precautions The sachet should be
stored in a cool, dry place. Shelf-life 3 years.

Legal category P.
Package quantities Packs of 4 and 20 sachets.

Further information The composition of Dioralyte is
based on the observation that a correctly balanced,
isotonic solution of glucose and sodium stimulates
intestinal water absorption.

A litre of made up solution (5'sachets. 5x200ml
quantities) contains: 35 mmol Sodium (Na*); 20 mmol
Potassium (K*); 37 mmol Chloride (Cl-); 18 mmol
Bicarbonate (HCO); 20g113mol Bl::et:?is{fé

total osmolarity is mm & .

Egghgachet of Dioralyte contains 8 g of glucose which

is equivalent to 30.5 kcal.
Product licence numbers

i 3.
Dioralyte 0231/004
D:oralyte Cherry 023 1/0067
FACTORATE'

i hilic Fraction
i ried Human Antihaemop
Presentt a?;oan st[:bla lyophilised concentrate 01' ahs‘:;or
C?I??/ﬂl: AHG) prepared from pooled human p ;
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i i belled amount of antihae
Ench vl S0 e lhet'i‘:mal Units (one International
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{)J’r‘llil;cisat?:;v:cyti:/r;t:/net:uivalent to the average Factor Vil
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Uses For use in therapy of
mophilia A).
and administration ;:‘c:: L rule one unit of

nous administration only. As 2 ge "% the
'Fnactov Vill activity per kg will mc:easedosa e
circulating Factor VIll level, and although ge

; i of the patient
™ ntﬂm :m,:erzfnuol inhibitors)
mlowmg general dosages are stfggested
1. Overt bleeding: Initially 20 units per kg :f bo'dyt
weight followed by 10 units per kg every eight hours fo
the first 24 hours and the same dose every 12 hours for
the next 3 or 4 days. For massive wounds, give until
bleeding stops and maintain with 20 units per kg 8-
hourly to achieve a minimum Factor VIil level of 40%.

2. Muscle haemorthages: (3) Minor haemorrhages in
extremities or non-vital areas: 10 units per kg once a day
for 2 or 3 days.

(b) Massive haemorrhages in non-vital areas: 10
units per kg by infusion at 12 hour intervals for 2 days
and then once a day for 2 more days.

(c) Haemorrhages near vital organs (neck, throat,
subperitoneal): 20 units per kg, initially; then 10 units
per kg every 8 hours. After 2 days the dose may be
reduced by one-half.

3. Joint haemonhages‘: 10 units

classic humophl'la (H“'

rate is for intra-

weight prior to surgefy‘;frosroec?m?e:x;. R:lr; gu?;;dny(
:tbogl Srat;:lotfonrg:izn}?i:r:dﬂzet;g:‘t;nlmrlegf
Postcpma, oy or at least 10 days
oﬁl')eqm exlr:::fliagfé For simplg
oo
tiplq exuaclionslmw:mn of

Extractions 3 pre.-

. Su cifent 10 raise
given, follg
lranexamic acid, by
0 actor V)|

tion,

For myl-
may be

RMACEUTICAL COMPANY LIMITED

Administration: Standard aseptic techniqueg shoulg be
used at all times.

Intravenous injection. Plastic disposable gyy;
recommended with Factor VIII solution, rm"?,?m:
glass surfaces of all-glass syringes tend 1o stick wi
solutions of this type.
1. Attach afilter needle to a sterile disposable Syringe
Insert filter needle into stopper of Factor V||| vial; injaey
air and withdraw the reconstituted solution from the via,
2. Discard the filter needle and attach 3 Suitabls
intravenous needle.
3. Administer solution by slow intravenous injection
(20 mlin about five minutes).

Intravenous infusion: The infusion equipment yseq
should comply with that described in sections 3 or 4 of
British Standard 2463:1962, Transfusion Equipment for
Medical Use.
1. Prepare solution of Factorate as recommended
under ‘Reconstitution’.
2. Attach suitable infusion set. |
3. Imore than one vial is to be administered to the |
same patient the infusion set may be transferred to 3 |
second vial. ‘
4. When infusion of Factorate is complete, the |
infusion set may be flushed with sterile isotonic safineto
avoid loss of any of the reconstituted solution. |
5. After use, discard infusion set, needles and vials
together with any unused solution.

Contra-indications, warnings, etc ‘

Warning: Factor VIIl is prepared from human plasma,
each donation of which has been found negative for
hepatitis B surface antigen (HBsAg) by the rado-
'Mmunoassay (RIA) method. In addition, each batch
after reconstitution as recommended, has been m.”d
and found negative by the RIA method. However, since
o completely religble laboratory test is yet available 12
detect all potentially infectious plasma donations. "¢
risk o transmitting viral hepatitis is still present.

S{de-ef_fecls: Products of this type are known to caust
mild chills, nausea or stinging at the infusion site.

Conlra-indfCations.' There are no known contra-indc®
ns to antihaemophilic fraction.

Precautions: Factor viy| contains low levels of gmu,s ;
andBiso 3emagglutinins. When large volumesae g

10 patients of blood groups A, B or AB, the possib! Wd‘
patvascular haemolysis should be Gonsidered oot
Patients should be monitored by means of a haema
and direct Cogmbs test for signs of progressive 37

Phar"‘“‘"ticalprecautions Factorateistobe

directed, it will maintain its labelled potency
oraays_e stored at room temperature (not exceedi”
F) for up 1o six months.

Lega| category POM.

Packqgg

S8 vials (Potency is stated on each vial labe!)-

|

:;2:” information  Haemophilia A 2 -

Sively ¢ ©f blood coagulation occurring @ i

Musg| " males resylts in profuse bleed"‘.g oF
®S Or interna| organs as a result of M

The disease appears to be due to a deficien®

sxoﬂ:
& tefrigerator temperature (2'C-6°C). When sz?r;d the

pericd

2ting periodindicated on the label but withinthis P

ol i slﬂg‘w
Quantities Factorate is supplied I

edl(w
e,clu.
n lomf’

mé
uat:‘ T
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specific plasma protein, antthaemophilic factor, Factor
VIII: Factorate provides temporary replacement of the
missing clotting factor.

Affected individuals frequently require therapy follow-
ing minor trauma. Surgery, when required in such
individuals must be preceded by temporary correction of
the clotting abnormality with fresh plasma transfusions,
cryoprecipitate or by injections of Factor VIII concen-
trates. Obvious advantages of the use of concentrates of
Factor VIII are the avoidance of hyper-proteinaemia,
overloading the circulatory system and possible kidney
dysfunction resulting from large volume transfusions.

Several different concentrations of Factor VIII have
been used successfully. These range from Fraction 1 of
Cohn to highly purified potent preparations. Dried
Human Antihaemophilic Fraction - Factorate is in an
intermediate category, being purified cryoglobulin com-
plying with the standards of the BP.

Product licence number 0231/0038.

HIGH POTENCY FACTORATE®

Presentation Dried Human Antihaemophilic Fraction
High Potency Factorate is a stable lyophilised concen-
trate of Factor VIII (AHF, AHG) prepared from pooled
human plasma. It conforms to the monograph for Dried
Human Antihaemophilic Factor BP.

Each vial contains the labelled amount of antihaemo-
philic activity in International Units (one International
Unit is the activity equivalent to the average Factor VIII
content of 1 ml aliquots of 167 samples of fresh normal
plasma, as determined in an international collaborative
study). Each vial also contains sufficient sodium chloride
to make the reconstituted solution approximately iso-
tonic when Water for Injections BP is added as directed.

Uses For use in therapy of classic haemophilia (Hae-
mophilia A).

Dosage and administration High Potency Factorate
is for intravenous administration only. As a general rule
one unit of Factor VIII activity per kg will increase by 2%
the circulating Factor VIII level, and although dosage
must be adjusted according to the needs of the patient
(weight, severity of haemorrhage, presence of inhibitors)
the following general dosages are suggested.

1. Overt bleeding: Initially 20 units per kg of body
weight followed by 10 units per kg every eight hours for
the first 24 hours and the same dose every 12 hours for
the next 3 or 4 days. For massive wounds, give until
h 'Ng stops and maintain with 20 units per kg 8-
ourly to achieve a minimum Factor VII level of 40%.

fxtrt’r‘rl\f&l,: haemorrhages: (a) Minor haemorrhages in
or non-vi > i
for2 or 3 ol vital areas: 10 units per kg once a day
un(itbs) Massive haemorrhages in non-vital areas: 10
e thper kg by infusion at 12 hour intervals for 2 days
© e';\ once a day for 2 more days.
sub‘mmae"‘°""‘39es near vital organs (neck, throat,
oneal), 20 units per kg, initially; then 10 units

9 every 8 hours. Aft
reduced by one-half er 2 days the dose may be

3. Ja'

Ovaég;.':ff”"’".”ages; 10 units per kg every 8 hours

carried gyy ?|n twice daily for 1 or 2 days. If aspiration is
itional o 2 UNIts per kg just prior to aspiration with

additional infye:
X usions of :
3Gain on the following ;gyt-mns per kg 8 hours later and

4. Surgery: Dosages of 30 to 40 units per kg body
waeight prior to surgery are recommended. After surgery
20 units per kg every 8 hours should be administered.
Close laboratory control to maintain the blood level of
Factor VIII above 40% of normal for at least 10 days
post-operatively is suggested.

5. Dental extractions: For simple extractions a pre-
operative dose of 20-25 units per kg sufficient to raise
the Factor VIII level to 50% should be given, followed by
intravenous administration of tranexamic acid. For mul-
tiple extractions further doses of Factor VIII may be
advisable 24 or 36 hours after the operation.

Recommended reconstitution: Reconstitute High Po-
tency Factorate using the appropriate quantity of Water
for Injections BP as shown below, using standard aseptic
precautions.

Nominal amount of Quantity of Water for
antihaemophilic activity Injections BP
(International Units) (ml)

250 10

500 20

1000 30
2000 60

Warm both diluent and High Potency Factorate vials
to between 20°C and 30°C. Direct diluent down the side
of the vial and gently rotate the vial until contents are
dissolved. DO NOT SHAKE VIAL. Vigorous shaking will
cause frothing and prolong the reconstitution time.
Complete solution usually takes approximately 10 min-
utes. The solution is now ready for administration. If a
gel forms on reconstitution, the preparation should not
be used. The solution should be used within 3 hours of
reconstitution.

Administration.: Standard aseptic techniques should be
used at all times.

Intravenous injection: Plastic disposable syringes are
recommended with Factor VIII solution. The ground
glass surfaces of all-glass syringes tend to stick with
solutions of this type.

1. Attach a filter needle to a sterile disposable syringe.
Insert filter needle into stopper of Factor VIII vial; inject
air and withdraw the reconstituted solution from the vial.

2. Discard the filter needle and attach a suitable
intravenous needle.

3. Administer solution by slow intravenous injection,
at a rate comfortable to the patient, and not exceeding

2 ml per minute.

Intravenous infusion: The infusion equjpment used
should comply with that described in sections 3 or 4 of
British Standard 2463:1962, Transfusion Equipment for

Medical Use. :
1. Prepare solution of High Potency Factorate as

recommended under ‘Reconstitution’.

2. Attach suitable infusion set. o
3. If more than one vial is to be administered to the

same patient the infusion set may be transferred to a

second vial. ;
4. When infusion of High Potency Factorate is

complete, the infusion set may be flushed with ;(erile
isotonic saline to avoid loss of any of the reconstituted

lution. _
so; 'After use, discard infusion set, needles and vials

together with any unused solution.
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Contra-indications, warnings, etc

Warning: Factor VIII is prepared from human p]asma,
each donation of which has been found negative for
hepatitis B surface antigen (HBsAg) by the radio-
immunoassay (RIA) method. In addition, each batch,
after reconstitution as recommended, has been te;ted
and found negative by the RIA method. However, since
no completely reliable laboratory test is yet available to
detect all potentially infectious plasma donations, the
risk of transmitting viral hepatitis is still present.

Side-effects: Products of this type are known to cause
mild chills, nausea or stinging at the infusion site.
Contra-indications: There are no known contra-indica-
tions to antihaemophilic fraction.

Precautions: Factor VIl contains low levels of group A
and B isohaemagglutinins. When large volumes are given
to patients of blood groups A, B or AB, the possibility of
intravascular haemolysis should be considered. Such
patients should be monitored by means of a haematocrit
and direct Coombs test for signs of progressive anaemia.

Pharmaceutical precautions High Potency Facto-
rate is to be stored at refrigerator temperature (2°C-6°C).
When stored as directed, it will maintain its labelled
potency for the period indicated on the label but within
this period it may be stored at room temperature (not
exceeding 30°C or 86°F) for up to six months.

Legal category POM.

Package quantities High Potency Factorate is sup-
rl&%m single dose vials (potency is stated on each vial
abel).

Further information Haemophilia A, a hereditary
disorder of blood coagulation occurring almost exclu-
sively in males results in profuse bleeding in joints,
muscles or internal organs as a result of minor trauma.
The disease appears to be due to a deficiency of a
specific plasma protein, antihaemophilic factor, Factor
VIII; High Potency Factorate provides temporary re-
placement of the missing clotting factor.

~ Affectedindividuals frequently require therapy follow-
ing minor trauma. Surgery, when required in such
mduwduqls must be preceded by temporary correction of
the clotting abnormality with fresh plasma transfusions,
cryoprecipitate or by injections of Factor VIII concen-
trates. Advantages of the use of concentrates of Factor
Vill are the avoidance of hyperproteinaemia, overloading
the circulatory system and possible kidney dysfunction
resulting from large volume transfusions. Several differ-
ent concentrations of Factor VIl have been used
successfully. These range from Fraction 1 of Cohn to
highly purified potent preparations. Dried Human Anti-
haemophilic Fraction - High Potency Factorate is a
purified preparation with lower levels of fibrinogen and
glher non-AHF protein per international unit than
Intermediate Purity’ AHF preparations.

Product licence number 0231/0044,

KALSPARE* ¥

Presentation Orange film coa

: ted tablet m ‘A

23;;:.?. %t(\)d ":zlg,albr?kllgo on the vevers&a é:::?v (/;b?e,:
hlorthali i

ene BP. Presented in calem;)ar;:)g:k:nd PR T

Uses Kalspare is a lon i
: | g acting potassium i
diuretic and antihypertensive of particular v:i‘::mig

conditions where potassium con
consideration.
Management of mild t
- 'd 10 moderate
oedema associated with congestive ca?d‘ rension
nephrosis, corticosteroid or oestrogen h'ac failurg,
ascites associated with hepatic cirrhosis Siecaoy and

Servationisap iMpory

2osage and administration

ypertension: Usually one tablet daj

breakfast. If necessary the dose may be ?,','Z,.,LZ';‘Z,“
tablets taken once daily. 1o two

Oedema: The usual dose is one tablet dai

breakfast. If oedema persists after sever? ?c':);e': ':EL:’J,"

dose may be increased to two tablets daily. .
Dosage in children has not been established and

Kalspare is recommended for the treatment of adults

only.

Contra-indications, warnings, etc
Contra-indications: Hypersensitivity to the individual
components or to other sulphonamide-derived drugs. |
Progressive renal failure (see also Precautions).
Concomitant lithium therapy.
Kalspare should not be used in the presence of
hyperkalaemia (plasma potassium above 5.0 r_nmol/lutre)
or in patients receiving other potassium-sparing agents, |
such as spironolactone or amiloride. ‘

Warnings: Caution should be exercised in patients we'r;l-l
severe kidney disease, impaired liver function or progr

sive liver disease. )
As with thiazide diure
ment with Kalspare may
precipitation of acute gou
Potassium supplements should notkb;aa e?n £
Kalspare except in the presence of hypoka

Chlorthalidone has, in common
amide diuretics, occas_uonally aggrav
Diabetes mellitus. This effect is US -
cessation of therapy. decrease” A

i Jated drugs maY hyroid

Chlorthalidone anderelevels Iruge Ut signs of t

. li

ng alka
use a decreas!’
o cidos!s:

i ibili metabolic @ ! ka
with the possibility of niflca'“;;lypezas-

. i

Precautions: Although no cl_nmcalilt\l/1 sig lspare, 3l P95
laemia has occurred in studies W ions can _camc :
sium conserving diuretic combinati®. = e 'smadé %
abnormal elevation of plasma are Moo
mended that meas 2 an
the time of dosage @ stments ¢
intervals during therapy: p .
patients with confirmed or 3;6' : o

Signs or symptoms © A, flac oo
thesi%, muscular weakness: fatigué " eCcG abf oar?
the extremities, brad posbone
ties, If hyperkalaemia diur
the drug should be withdraw?, a
potassium intake rlesmctie:w.
exceeds 6.5 mmol per W™ oginclu N
taken to reduceit. Such m‘:f:;::eonale sczlu“ :
administration of sodium opi 4-acting ideh
parenteral glucose wit
tion. . irm i
If progressive renal vrggﬂ\:mh drawn 2 “
Kalspare therapy shou dssarv-
therapy instituted if necessd’y”

i /i
Use in pregnancy and o8
been shown to Cross the pld

tics and chlonhglidonp, treat-
result in hyperuricaemia or
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tin certain p 2 o

ually revers
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disturbance. resen®
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Bayer UK Limited
Pharmaceutical Division
Bayer House

Strawberry Hill

Newbury, Berkshire, RG13 1JA

ADALAT* RETARD
ADALAT
ADALAT 5

Presentation Adalat/Adalat 5: Orange, soft gelatine
capsules containing a yellow viscous liquid. Adalat
Capsules over-printed with ‘ADALAT" and the Bayer
cross contain 10 mg nifedipine. Adalat 5 Capsules over-
printed with "ADALAT 5’ and the Bayer cross contain
5mg nifedipine.

Adalat Retard: Pink-grey lacquered tablets one side
marked 1U, the reverse side with the Bayer Cross each
containing 20 mg nifedipine.

Uses Mode of action: Adalat is a potent calcium
antagonist. Its most important effect is to protect the
heartagainstexcessive oxygen utilisation duringphysical
activity. There is a reduction in cardiac work and in
myocardial oxygen demand. Adalat also causes periph-
eralvasodilatation and thus reduces peripheral resistance
and heart work load. Adalat has no therapeutic anti-
arrhythmic effect. Since Adalat does not cause a rise in
intraocular pressure, it can be used in patients with
glaucoma.

Indications: For the treatment and prophylaxis of angina
pectoris, for the treatment of hypertension, and for the
treatment of Raynaud’'s phenomena.

Dosage and administration For oral administration,
":: capsules should be taken with a little fluid during or
?h retm.ealsA Therecommended doseisone 10 mgcapsule
ti €e umes daily. If necessary, up to two capsules three
'"I‘:s daily may be taken.
be bice immediate effect is required, the capsule should
i itten open and the liquid contents allowed to remain
the mouth.
th:gf;:lds capsules permit titration of initial dosage in
tion, They and those patients on concomitant medica-
els timefegqmmended dose is one Adalat 5 capsule
or thes tra:ayt.ment f R d's ph h

i of Raynaud’s phenomena the
ecmfxgnded dose is one 10 mg capsule three times a
subsequent titration of dose according to

res :
sPonse, to a maximum of two 10 mg capsules three

tmltes aday.

» t:;":‘:a""ent of hypertension the recommended
swalloweg alat Retard is one 20 mg tablet twice daily
mae after food with a little fluid. If necessary the

T'Oatn‘:ebe increased to 40 mg twice daily.

ntmay be continued indefinitely.

Contra.ind: .
o n;; ‘_i'ﬂdncatlons, warnings, etc

ndicat; G A
of child-belac,?,:gns- Must not be given to women capable

Warnings and precautions: Adalat is not a beta-blocker
and therefore gives no protection against the dangers of
abrupt beta-blocker withdrawal; any such withdrawal
should be by gradual reduction of the dose of beta-
blocker, preferably over 8-10 days.

Adalat may be used in combination with beta-blocking
drugs and other antihypertensive agents, but the possi-
bility of an additive effect resulting in postural hypoten-
sion should be borne in mind. Adalat will not prevent
possible rebound effects after cessation of antihyperten-
sive therapy.

Adalat should be used with caution in patients whose
cardiac reserve is poor.

Ischaemic pain has been reported in a small proportion
of patients within 30 minutes of the introduction of
Adalat therapy. Patients experiencing this effect should
discontinue Adalat.

The use of Adalat in diabetic patients may require
adjustment of their control.

The antihypertensive effect of nifedipine can be
potentiated by simultaneous administration with cimeti-
dine. There are no other known incompatibilities.

Side-effects: Adalat is well tolerated. Minor side-effects,
usually associated with vasodilatation are mainly head-
ache, flushing and lethargy. Gravitational oedema asso-
ciated with increased capillary permeability has been
reported. These effects are transient and invariably
disappear with continued treatment.

Overdosage: Standard measures such as atropine and
noradrenaline may be used for resultant bradycardia and
hypotension. Intravenous calcium gluconate may be of
benefit combined with metaraminol.

Pharmaceutical precautions The capsules and tal?'
lets should be protected from strong light and stored in
the manufacturer’s original container.

Legal category POM.

Package quantities Adalat and Adalat 5 capsules are
available in foil strips of 10 in packs of 100. Hospital
packs containing 500 Adalat 10 mg capsules are avail-
able.

Adalat Retard tablets are also available in foil strips of
10 in packs of 100.

Further information As aspecific calcium antagonist,
Adalat’'s main action is to relax arterial smooth muscle
both in the coronary and peripheral circulation.

In angina pectoris Adalat capsules relax penphpral
arteries so reducing the load of the left ventricle.
Additionally Adalat dilates submaximally both clear and
atherosclerotic coronary arteries, thus protecting the
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Immuno Ltd
Arctic House, Rye Lane

Dunton Green, Nr. Sevenoaks,

Kent, TN14 5HB

GAMMABULIN®
Normal Immunoglobulin Injection BP.

Presentation Gammabulinisaconcentrate of antibod-
ies present in the 1gG fraction of human plasma and is
available in liquid or lyophilised forms. It is produced
from pooled human plasma obtained from suitable human
donorst whose donations are shown by RIA to be free
from HB,Ag. Pooled plasma and the final product are
also tested for freedom from HB,Ag.

Gammabulin liquid is a clear solution varying in colour
from pale yellow to light brown. It has a protein content
of 16% of which at least 90% is gamma globulin. Glycine
is added at a strength of 2.25% as a stabiliser and
Merthiolate at a strength of 0.01% as a preservative.
Gammabulin lyophilised is a white to slightly yellowish
powder or solid friable mass completely soluble in Water
for Injections BP.

When the lyophilised powder is reconstituted with the
amount of Water for Injections BP indicated on the label,
it has a protein content of 16% of which at least 90% is
gamma globulin. Glycine is added at a strength of 6% as
a stabiliser and Merthiolate at a strength of 0.01% as a
preservative.

Uses Gammabulin is used in the treatment of :
Antibody deficiency syndrome and recurring bacterial
infections in dys-, hypo- and agammaglobulinaemia.
Hepatitis A prophylaxis.
Prevention or modification of measles infection.
Treatment of susceptible pregnant women exposed to
Rubella infection who will not consider therapeutic
abortion.

Dosage and administration Gammabulin must be
administered by the intramuscular route.

All recommendations and doses given below refer to
the 16% solution and are expressed in ml.

Antibody deficiency syndrome in dys-, hypo- and
agammaglobulinaemia; By intramuscular administration
of Gammabulin antibody concentrate the frequency and
severity of recurring bacterial infections can be reduced

For treatment of gamma globulin deficiency, it is;
necessary to achieve and maintain a gamma giobulin
level of approximately 200 mg per 100 m| serum,

Initial dosage: 1.8 ml per kg bodywei i

ige; 1.8 ght e.g. in three
single administrations of 0.6 ml/k i
intervals of 24 hours, ko bodyweight each at
Maintenance dose: 0.6 ml per kg bodywei

Hepan’({s A: Gammabulin is an effi
prevention or modification of hep.
pointed out that after gamma globu
anicteric course of hepatitis has bee

ght, monthly.

cient agent for the
atitis A, It must be
lin administration an
nobserved. Because

t Human donors as described

in th i i
Vol. Il under Albumin. 1" the British Pharmacoposia 1980

of this, regular monitoring of transaminase levels may be
warranted.
Dosagefor children:0.02-0.04 ml perkgbodyweight
If exposure continues, repeat the dose after 4-6
months.

Dosage for adults:

(a) fora short period of exposure of less than 2 months:
0.02 to 0.04 ml per kg bodyweight.

(b) for longer periods of exposure 0.08 to 0.12 ml per
kg bodyweight. If exposure continues, repeat the
dose after 4 to 6 months

Note: No benefit may be expected if administered after

the onset of clinical symptoms.

Measles: Gammabulin should be given as soon a

possible at a dose of 0.25 mi/kg to prevent or modify

measles in a susceptible person exposed less than ;!x
days previously. Gammabulin may be especially ":-,l;s
cated for susceptible household contacts of me:
patients, particularly with children under one yearo ag:
or children who are immunosuppressed of ha":ﬂ.w
immune deficiency disease and should not re
measles vaccine or any other live viral vaccine.

Prophylaxis: 0.2 ml per kg bodyweight with ¢

or repeated exposure repeat after 3 weeks.

Mitigation without influence on the immunising

0.04 ml per kg bodyweight. Gamme-

Rubella: (German Measles) The routine usé °fn oy is Of

bulin prophylaxis of Rubella in early D’egnae studies

dubious value and cannot be justified. 59"‘“

suggest that the use of Gammabglm a f infection

susceptible women can lessen the likelihoo % linmay
and foetal damage, therefore, 20 ml of Gammtherapeutic

benefit those women who will not consider 2

abortion.

Use in the elderly: In older people,
parenterally administered homologous fpre
gammaglobulin) may be increased. Thered 0t o
limits given in the dosage recommenada o0%: even
always be taken as a basis (or, in specid

be exceeded).

ontinued

effect:

. s k,buhn.
Use in pregnancy: After application of Gﬂers";':‘ gwb_elh:!
abroad spectrum of antibodies (e.g. Mme2s into € nside
appear in the serum, which must be taken 10 o (e
ation in case of vaccination with live =0,

rubella). Such vaccinations should O"Z if\is"a‘io" 121
an interval of three months after @ :'Y‘ne 3‘§,ng
immunoglobulin. This interval is a_bsolu“:ion . Accolt i
the vaccination to be successful (intera® am 'ob‘:\o‘
to present knowledge, no influence © 'gn W Red
administrations in temporal connef-'; can °p'olvG’
prophylaxis with anti-D DBmmag'obu“:waobU“" ™

The diaplacental passage of i.m. gam
into the foetus may be assumed.
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" warnings, etc  Gammabulin is
wm.indlﬁ;;:g:éd without reactions. On very rare
ally W& T special forms of a- or hypogamma-

ons (ei'a). anaphylactoid reactions may occur in
’Mn?}hmo have antibodies against Immune Globulin
MN"‘)SO’ who have shown atypical reaction after blood
;ﬁ:usioﬂ or following administration of blood deriva-

wc,mabulin must not be administered intravenously.

reatment of overdosage: Since Gammabulin is a
' s protein the antibody spectrum and protein
anctureof which corresponds qualitatively to that of an

donor population, overdosage need not be
wpectedtolead tomore frequent ormore severe adverse
wactions than the recommended dose.

pharmaceutical precautions Gammabulin liquid
sould be stored between +2° and +8°C when it will
nave a shelf life of 3 years.

Gammabulin lyophilised should be stored at room
emperature (+2° to +25°C) when it will have a shelf
ifeof 5 years.

Both preparations should be protected from the light.
legal category POM.

Pwkage_ quantities Gammabulin liquid: Rubber
tppedvials containing 2 ml, 5 ml or 10 m.

g%nmabulin lyophilised: Rubber capped vial containing

< mg lyophilised powder. A 2 ml ampoule of Water for

fections BP is also enclosed.

:;nhorinformation Nil.

mmn dI::bora_rory_ tests: Laboratory tests as far as

maﬂnutzyha ‘erminations are concerned are influenced

pors crease?he application of Gammabulin may lead to

(69 antigy tor‘new appearance of types of antibodies
of vec en;l. antiviral or antitoxic antibodies). In

;:mﬂ'ementwma 'gh doses, determinations or serum

' May give reduced val i
ag0c uced values (consumption).
Yosis (phagocytosis index) may be increased.

Pr -
%duct licence Numbers liquid 0215/0018

lyophilised 0215/0019.

HEpp,
Pr "t':;lmecr 5,000 BP IMMUNO
1o on of %?oog"i”"rin-lniqm 5,000 BP is a sterile
hqu'ed in 0.3 m w""' Hepaﬂr) Sodium (mucous) dis-
me'd Varying fro ater for Injections BP. It is a clear
o 0‘: sv"ng‘;‘cwloquess to straw coloured. Each
S mi of i“iection_‘m‘a'"s 2.7 mg of Sodium Chloride
Teven:;
|::ttil°n of thrombosig foll
mbar-. " e3tment of oth

lic eveng -

owing surgery and
_ patients at risk from
nd admin:

be ggo " MStration Heparin -

wal 7y ly ‘hroum Inject 5,000

Nist
8 follgu " lh: ?:i by the subcutaneous route
Pra. ow; Pose tissue of the abdominal
Her & 8dmip; °29¢ is recommended:
8par; IStration - )
o org su,: :hn = Inject 5'8861 Pre-loaded syringe con-
: % WHOBP 10 be given two hours

: pre-loaded syringe
b ure 3190! 5,000 BP 1o be given at
'onts: 1 pre. ID 10 the 7th-12th day.

€d syringe containing Hep-

593

arin - Inject 5,000 BP to be given at intervals of 8-12
hours.

Usein the elderly': No specific precautions or side effects
have to be taken into account in the elderly.

Use In pregnancy: Heparin Inject 5000 BP has been
used in pregnancy for prophylaxis of deep venous
thrombosis particularly in patients with a history of
thrombo-embolic events, when given in a dose of
5000 i.u. every 8 to 12 hours.

Contra-indications, warnings, etc Heparin should
not be used in patients with the following conditions:

1. Heparin allergy.

2. Surgery carried out on the central nervous system
and the eye.

3. Haemorrhagic diatheses including haemophilia,
thrombocytopenia and when linked with endocarditis.

4. Advanced stages of kidney, liver or pancreatic
disease.

5. Post-operative seeping haemorrhage.

Precautions are necessary in patients with potential
bleeding sites such as peptic ulcer and ulcerative colitis.
Also in pregnancy and in patients with persistent
hypertension or cerebral thrombosis; and during simul-
taneous administration of Warfarin, Aspirin, other sali-
cylates or other medicaments having an impact on blood
coagulation. Experience indicates that Heparin can be
used with very little risk in the prophylaxis of thrombosis.
If, however, bleeding complications occur during or after
an operation, the patient’s thrombin time or partial
thromboplastin time should be determined. If the results
of these tests are within the normal range it is unlikely
that heparinisation is the cause.

It must, however, be borne in mind that on very rare
occasions Heparin can cause thrombocytopenia and
could therefore be the cause of the haemorrhage.

Treatment of overdosage: Slight haemorrhage caused by
overdosage can usually be controlled by withdrawing
the drug. In case of severe bleeding neutralisation of
heparin by administration of protamine sulphate is
recommended. Protamine Sulphate Injection BP (10 mg
in 1 ml) must be given by slow (10 min) intravenous
injection. Ideally, the dose required should be accurately
determined by titration. If there is insufficient time to
titrate the dose, the following dosage scale is recom-
mended:

Time interval following Dose of P(ogamfne -

dose of 5,000 i.u. Heparin | Sulphate injection 10 mg in
1ml

Immediately after 50ml

Half an hour after 25ml

One hour after 1.25 ml

Pharmaceutical precautions It should be stored ata
temperature not exceeding 25°C when it will have a shelf
life of three years.

Legal category POM.

Package quantities Pre-loaded syringes containing
0.3 ml solution of 5,000 i.u. Heparin Sodium supplied in
packs of 10 and 100 pre-loaded syringes.

Further information An increased tendency towards

haemorrhage must be carefully avoided during the

operation period and any error of dosage excluded.
Heparin - Inject 5,000 BP is packed in a pre-loaded
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dextrose, fructose or electrolyte solutions to provide a

5% solution.
mended initial doses: Adults 200-400 ml Human

ﬁ;e::gin 20% BP ‘Immuno’ (40-80g) diluted 1:4
corresponding to 800-1600 ml of a 5% solution.

Children 4 ml Human Alibumin 20% BP ‘Immuno’
(0.8 g) per kg bodyweight diluted 1:4 corresponding to
16 ml of a 5% solution. . -

The total dose in the first 24 hours should be in
accordance with the formula 2 ml x bodyweight in kg x
percentage of surface burned + 1500 ml. After the acute
phase has passed, any subsequent hypoalbuminaemia
can be corrected by the following dosage:

Adults 50 ml Human Albumin 20% BP ‘Immuno’
(10 g) twice a day.

Children 1ml Human Albumin 20% BP ‘Immuno’
(0.2 g) per kg bodyweight twice a day.

Use in the elderly: In elderly patients careful haemo-
dynamic and respiratory monitoring is essential through-
out the administration of Human Albumin 20% BP
Immuno” as a circulatory overload may lead to
decompensation of the haemodynamic system.

In dehydrated patients only low concentrated protein
solu(t’ions (up to 5% protein content) should be adminis-
tered.

Use in pregnancy: As some patients show renal insuffi-
ciency during pregnancy concentrated human albumin
shoulc_l be administered only when absolutely indicated
andwith utmost caution. Based on a persisting hyperten-
sion careful haemodynamic monitoring is essential to
avoid an overloading syndrome which may lead to
cardiac decompensation.

Contra-i‘ndications. warnings, etc Human Albumin
20% BP ‘Immuno’ must only be used if the solution is
Clear. Once the cap has been pierced by a needle, the
contents must be used within 4 hours.
bCaugnon s indicated in the administration of Human
umin 20% BP ‘Immuno’ to patients suffering from
.mVs';eﬁ?gnswn or in cases of latent or manifest cardiac
f8|ative|lency' The single doses should be reduced to
Carefuhzsma" amounts and the infusion given slowly. A
of pu rrmatch mustbe kept for the possible development
infusion . 0€dema. If pulmonary oedema occurs the
g cmust be stopped immediately.
Packed rif'fs of considerable blood loss, whole blood or
Albumin 2092%"3 /must be given in addition to Human
donors ang P “Immuno’. Careful selection and testing
and heatin n doqatlons and the inclusion of filtration
" m:? :‘ 60°C for 10 hours in the preparation of
hepatitis, ae e VIrtually eliminated the risk of serum
€3N0t bg gt w:th all blood products, however, this risk
Extreme)y 'a’so utely excluded. Intolerance reactions are
Tre, € with Human Albumin 20% BP Immuno.
Omenro

f overd, . : L )
and caref rdosage: Interrupt infusion immediately
°‘°T':. ully watch the patient's haemodynamic param-
e half )
Dmxumate|me1 of human albumin in the tissue is
;""avasCu'a,:l ~18 days. The disappearance rate of
Ular gygrar -MIN depends on the permeability of the

M and on the catabolic rate.

Phar,

Maceyt;

sz '."‘mu:gt'f: | precautions Human Albumin 20%

i;35 C Must g“'d be stored between +2°C and
Yearg, © Protected from light. The shelf life

l.ﬂll Categg Y POM

.

Package quantities Human Albumin 20% BP

‘Immuno’ is supplied in rubber ca ed vials of 10 ml
50 mi and 100 m, ppec viats of 1O

‘Further' information Human Albumin 20% BP
Immunp Is processed in such a way that removal of all
antibodies, particularly isoagglutinins, is achieved. It can
therefore be given to patients regardless of their blood
group or rhesus factor. It will not interfere with subse-
quent blood investigations.

Efleqt on laboratory tests: As a consequence of haemo-
dilution patients’ blood samples taken during or shortly
after infusion show lower laboratory test results (e.g.
haematocrit) corresponding to the amount of Human
Albumin 20% BP ‘Immuno’ administered to the patient
(calculation based on isotonic solutions).

Human Albumin 20% BP ‘Immuno’ does not interfere
with the determination of patients’ Rh-factors nor is
there any adverse effect on thrombocyte function or
blood coagulation.

Product licence number 0215/0009.

KRYOBULIN® - DRIED FACTOR VIII FRACTION
BP

Presentation Dried Factor VIII Fraction BP is a white
to yellowish amorphous powder or friable solid without
any characteristic odour.

It is prepared from the plasma of suitable human
donorst whose donations are shown by RIA to be free
from HB,Ag. Pooled plasma and the final product are
also tested for freedom from HB.Ag.

It is packed in vials each containing approximately
250, 500 or 1,000 International Units of Factor VIII.
Separate vials of Water for Injections BP are provided
for reconstitution.

1 International Unitis the amount of Factor VIl activity
contained in 12.745 mg of the 2nd International Stand-
ard for Blood Coagulation Factor VIII Human. It is
approximately equivalent to the Factor VIII activity in
1 ml of average normal plasma.

Uses Kryobulin corrects Factor VIII deficiency, and is
used in the treatment of bleeding due to such deficiency
in:

Haemophilia A

von Willebrand's disease o

Haemophilia complicated by Factor VIl inhibitors.

Dosage and administration Frequent tests of the
patient’s plasma level of Factor VIII must be que to
allow correction of the deficiency by administration of
Kryobulin, but for guidance an estimation of the required
dosage can be made by the following calculation:

To achieve an increase of Factor Vil concentration of
1% it is necessary to administer 1i.u. of Kryobulin per kg
bodyweight, both for adults and children.

Initial treatment requires doses to be given at shorter
intervals than in maintenance therapy, to provide an
initial high level of activity and to replenish the extravas-

cular compartment. . -
eding from skin, nose vand oral mucous membrane.
fn,iatial dgse should be 10 i.u./kg at intervals of 6to 12

hours. |
Haemarthrosis: The initial dose should be approximately

t Human donors as described in the British Pharmacopoeia
1980 Vol |1 under Albumin.

E—
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10 i.u./kg and the maintenance dose 5 to 10 i.u. per kg
atintervals of 6 to 12 hours. Combined with immobilis-
ation of the affected joint for several days, the treatment
should be sufficient to restore function.

Bruising: In most cases a single dose of 10i.u./kg is
sufficient. For widespread bruising, repeated administra-
tion of 5 to 10i.u./kg at intervals of 6 to 12 hours may
be required.

Heavy bleeding into muscles: Immediate treatment is
required to prevent permanent deformity and loss of
function, and initial immobilisation of the affected area is
important. An initial dose of 15 to 20 i.u./kg should be
given, the maintenance dose to be 10 i.u./kg atintervals
of 6 hours from the first to the second day, and at
intervals of 12 hours from the third to the fifth day.

Haematuria: The initial dose should be 15 to 20 i.u./kg,
and the maintenance dose 10 i.u./kg at intervals of 12
hours.

Major surgery on haemophilic patients: The initial dose
should be at least 25 to 50 i.u./kg, and the maintenance
dose 20 to 40 i.u./kg at intervals of 4 hours from the first
to the fourth day, of 8 hours from the fifth to the eighth
day, and of 12 hours until all wounds are healed.

The effect of treatment must be checked daily. Factor
VIl activity should not be allowed to fall below 50% of
the normal 100% average value. It is important that
treatment be continued until all wounds have healed
completely, as the risk of haemorrhage persists till then.

In addition to monitoring Factor VI activity, tests for

the development of Factor VIII inhibitors should also be
made.
Dental extractions: The required dosage depends on the
number and type of teeth to be extracted, and on the
severity of the haemophilia, If one or two teeth are to be
extracted from a patient with severe haemophilia, an
initial dose of 10 to 20 i.u./kg should be given.

Maintenance treatment with this dosage at intervals
of 6 hours from the first to the third day, and 8 hours from
the fourth to the eighth day after extraction, should be
given. If more than two teeth are to be exlrgqtgd from
patients with severe haemophilia a minimum u_mual dose
of 20 to 30 i.u./kg should be given, and a maintenance

dose of 10 to 20 i.u./kg at intervals of 6 hours from the
first to the third day, and of 8 hours for twelve more days.
The plasma concentration of Factor VIl should not be
allowed to fall below 10% of the normal 100% average
value.

Factor VIl assays should be used to monitor the
effectiveness of treatment, as partial thromboplastin time
gives a less accurate value when large quantities of
Kryobulin are being used.

Solutions of Kryobulin must be administered intra-
venously, at a rate not exceeding 10 ml in 3 minutes.

Use in the elderly: No specific precautions or side effects
have to be taken into account in the elderly.

Use in pregnancy: The use of Kryobulin need not be
restricted during pregnancy.

Contra-indications, warnings, etc Although the
danger of volume overload is small with Kryobulin, during
major surgery monitoring of the patient’s central venous
pressure and blood pressure, and serial chest X-rays,
may be advisable.

In disseminated intravascular coagulation associated
with low Factor VIII levels, Heparin should be given to
interrupt intravascular coagulation before therapy with

Kryobulin is started.

IMMUNO LTD

A low incidence of adverse reactions is experienced
with Kryobulin, but the following may occur:

1. Allergic reactions: All forms of allergic reaction
from mild and transient urticaria to severe anaphylactic
shock are possible when human plasma derivatives are
administered. If such reactions occur, treatment with
Kryobulin must be interrupted at once. Allergic reactions
should be controlled with antihistamines and corticoste-
roids and routine treatment given for anaphylactic shock.

Monitoring of pulse rate and blood pressure is essential.
If the pulse rate increases and/or blood pressure falls
transfusion of 5% Dextrose should be started.

2. Hepatitis: Despite the precautions taken in the
selection and testing of donors and donations, the risk of
transmitting hepatitis cannot be entirely excluded.

3. Factor VIl Inhibitors: The appearance of a circu-

lating Factor VIII inhibitor is possible. Its appearance
cannot be predicted as it does not relate to the amount
of Kryobulin administered, nor to the frequency of
administration. As far as is known neither corticosteroids
nor immunosuppressive agents significantly influence
the formation of inhibitors. .
Treatment of overdosage: No specific side effects have
been reported with the overdosage of Kryobulin (Factor
Vili-activity above 120%). The half life of about 12 hours
will rapidly normalise Factor VIlI-activity in the patient.

Pharmaceutical precautions Kryobulin must be
stored between +2°C and +6°C, and protected from the
light. It then has a shelf-life of two years. When stored
between +20°C and + 30°C it has a life of six months.

Legal category POM.

Package quantities
Kryobulin Home Treatment Pack (Standard)

Each pack contains:

1 rubber capped vial containing 250 or 500 i.u.

Dried Factor VIII Fraction BP

1 rubber capped vial containing Water for Injections
BP
This pack also contains a syringe, I/V needles, winged
adaptor needle, filter needle, venting needle and swabs.

Kryobulin Home Treatment Pack (Multipack):
Each pack contains:

5 rubber capped vials containing 250 or 500 i.u. Dried
Factor VIl Fraction BP.
BP5 rubber capped vials containing Water for Injections
The equipmentis packed in aseparate box and consists
of: Syringes, 1/V needles, winged adaptor needles, filter
needles, venting needles and swabs.

Thereis sufficient equipment for reconstituting 5 packs
of Kryobulin (1 multipack).

Kryobulin Hospital Pack
Each pack contains:

1 rubber capped vial containing 1,000 i.u. Dried Factor
VIl Fraction BP 3
BP1 rubber capped vial containing Water for Injections
The pack also contains a filter needle and venting

needle.

Further information Kryobulin is especially suitable
for Home Treatment. Packs contain all requirements a" 4
can be stored in a domestic refrigerator for two years an
for up to six months at room temperatures not exceedind
30°C. y
Effect on laboratory tests: Laboratory tests influenced IN
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wreated with Kryobulin are: Factor VIII assays;

o PTT: fibrinogen determination according to

xtivated
Clauss.
product licence number 0215/0003.

pLASMA PROTEIN FRACTION BP 4.3%
MMUNO (Human Albumin Fraction Saline)

presentation Plasma Protein Fraction BP 4.3%
immuno’ is a clear amber liquid, presented as a solution
fw intravenous administration to human beings. It is
pepared from the plasma of suitable human donorst
whose donations are shown by RIA to be free from
#BAg. Pooled plasma and the final product are also
usted by RIA for freedom from HB,Ag.

Plasma Protein Fraction BP 4.3% ‘Immuno’ contains
43% protein of which at least 96% is albumin, the rest
being heat stable alpha - and beta - globulins. As
sabifisers sodium caprylate and sodium acetyltrypto-
phanate have been added, both at a concentration of
344 mmol/L.

Uses Plasma Protein Fraction BP 4.3% ‘Immuno’ is
md'catedfqr volume replacementin hypovolaemic shock
;:.g,follownpg crushinjury, severe trauma, surgery, burns
abqommal emergency) and for use whenever a
predominant loss of plasma fluid has occurred.
Erg?wrand.administration Adult dosage of Plasma
en Fraction BP 4.3% ‘Immuno’ for hypovolaemic
. 16::;7 the range of 250 to 500 ml. A flow rate of up
ks Thmm (1litre/hr) has been well tolerated in
- 'he rate of infusion, which can be increased in
m"ag:il:»; rt\reatment, depends on response. In hypopro-
Gay (equiy tla usual dosage range is 1,500 to 2,000 ml
Mounts caa E:t 1065 to 85 g plasma protein), butlarger
COntingin I“ given in severe hypoproteinaemia with
8mi /mm.Q 0ss. The flow rate should not exceed 5 to
D .
Protzis:gfaf:;m'a"ts and young children in whom Plasma
10 dehy <;(:ant BP4.3% ‘Immuno’isindicated for shock
o 30 'lzn or nnfectupn, should be in the range
10 mi/min T'E/ 9 bodyweight, infused at a rate of
‘ d‘"céw-lﬁ infusion rate should be adjusted in
by "‘"WenoU’ " the clinical response. Administration is
fr oo :fl‘nf.uslon. A site should be chosen away
Use ; Injury or infection.

N the .
Gynamic .. €/9€rly: In elderly patients careful haemo-

i !

:"‘ the o i’r?.‘z?"a-t ory monitoring is essential through-
3% 'Immuno' ration of Plasma Protein Fraction BP

d°°°'"pensau  a circulatory overload may lead to
In dehyd,atgg of the haemodynamic system.

::‘” " (up 10 p{"""‘s only low concentrated protein
feq, protein content) should be adminis-

USQ,'

N pr

¢ egnancy ) . .
Y during pc,:'g/:: some patients show renal insuffi-

i
::‘:,“'d adminis ncy concentrated human albumin
"t utmogy tered only when absolutely indicated
o, Carefy) hae ), Based on a persisting hyperten-
d 5 Modynamic monitoring is essential to

Q'“‘ac n Overloadin
3 5
-~ ponsa:?(,n yndrome which may lead to

001,. "
in, “Indjg
thDg'v he ”":ntt!:n:' warnings, etc Carefulmonitor-
voluernia is Clinical condition is necessary so that
Not caused. Signs to be watched for

i
‘9&0%'" don,
V 018 g ¢ : )
M ungy A“::mm fibed in the British Pharmacopoeid

|
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are dyspnoea, pulmonary oedema, ri
and central venouspresr:ure. E oS,
_ Ca(eful selection of donors and the inclusion of
fultrauon‘ and heating at 60°C for 10 hours in the
preparation of the product have virtually eliminated the
risk of Serum Hepatitis. As with all blood products,
however: this risk cannot be absolutely excluded.

A turbid solution must not be given. Once set up, the
entire contents of the infusion bottle should be adminis-
tered within 4 hours.

Treatment of overdosage: Interrupt infusion immediately
a?d carefully watch the patient’s haemodynamic param-
eters.

The half life of human albumin in the tissue is
approximately 16-18 days. The disappearance rate of
intravascular albumin depends on the permeability of the
vascular system and on the catabolic rate.

Pharmaceutical precautions Plasma Protein Frac-
tion BP 4.3% ‘Immuno’ should be stored at +2°C to
+25°C. It must be protected from light. The shelf life is 5
years.

Legal category POM.

Package quantities Plasma Protein Fraction BP 4.3%
‘Immuno’ is supplied in 50 ml, 100 ml, 250 ml, and
400 ml infusion bottles.

Furtherinformation PlasmaProtein Fraction BP 4.3%
‘Immuno’ is processed in such a way that removal of all
isoagglutinins and other antibodies is achieved. It can
therefore be given without restriction to patients, regard-
less of blood group. It will not interfere with subsequent
blood investigations.

Effects on laboratory tests: As a consequence of
haemodilution patients’ blood samples taken during or
shortly after infusion show lower laboratory test results
(e.g. haematocrit) corresponding to the amount of
Plasma Protein Fraction BP 4.3% ‘Immuno’ ;dmlnngtered
to the patient (calculation based on isotonic solutions).
Plasma Protein Fraction BP 4.3% ‘Immuno’ does not
interfere with the determination of patients’ Rh-factors
nor is there any adverse effect on thrombocyte function
or blood coagulation.

Product licence number 02 15/0002.

PROTHROMPLEX" Partial Prothrombin Complex

(Human) .
Presentation Prothromplex contains coagulation Fac-
tors Il, IX and X and is a white, amorphous irge_ze-dued
powder or friable solid without any characteristic odour.
Itis packed in rubber-capped vials containing 200 units
or 500 units each of Factor I, IX&X. .

It is prepared from the plasma of suitable human
donorst whose donations are shown by RIA to be free
from HB,Ag. Pooled plasma and the final product are
alsotestedby RIA for freedom fromH B,Ag. Prothromplex
is also tested to discount the likelihood of causing
disseminated intravascular coagulation.

Uses Treatment of cases of Factor IX deficiency

hilia B).
(Hgsrgrfﬂnisteri)ng an appropriate dose of Prothromplex,

it is possible to achieve a prompt and sufficient rise of
Factor IXin the patient’s plasma.

t Human donors as described in the British Pharmacopoela
1980 Vol 11 under Albumin
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