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The compendium 2 - oL.~. . o

data sheets in this Compendium are prepared independently by each participating company and 
h preof s checked and the text confirmed as correct by the participant concerned Neither 
apha'm Publications Limited nor the Association of the British Pharmaceutical Industry (ABPI) 

e any guarantee whatsoever as to the accuracy of the information contained in the data sheets 
accept no liability whatsoever in respect of any loss, damage or expense arising from any such 

ormation or for any error or omission in the data sheets and in particular (but without prejudice 
the generality of the foregoing) shall not be liable for any consequential damages or expenses or 
y loss of profit or any liability to third parties incurred by anyone relying on the information con-
ned in the data sheets appearing in this Compendium. 

dexes Trade marks 
At pnabetical index of products, an index of An asterisk by the name of a product indicates 
rx proprietary names and a directory of partici - that the name is a trade mark The company 
pa' g companies (together with their telephone symbols which appear in certain participants 

tubers) are provided in the tinted section at the sections are also trade marks. 
ck of the compendium 

tta sheets 
Ita sheets are supplied to practitioners in 
let to comply with the requirements of the 
'•dlclnes Act 1968 
They are prepared by the individual corn -
flies concerned and, in consequence, vary 

what in style All follow, however, the 
lulrements which are laid down by 'The 
'dlclnes (Data Sheet) Regulations 1972' 
Participation in the compendium Is open to 
companies 

manufacturing medicinal pro :ts 
intended for use under medical super -'On 

••" Info►mation 
regulat'ons which relate to data sheets ern t the scope 

of the material which may be 
d Under re  the heading 'Further information' 

to Sheet 
of the word 'Nil' in any 

where there is no entry under that adn9 
Manufacturers are, of course, none less 

rxmatlo~ways willing to provide additional 
E r'VuVi on their products upon request.

nIn es should be directed to the com-s 
(ancerned 

G rya 
Of 

preparation 
er, d 

sheets included in this compendium prepared 
~9' and 

r reviewed during the first quarter
sly the coin endium itself was 

In July 1980 
p 

Legal category 
The following abbreviations are used under 

the heading 'Legal category' in entries in the 
Compendium. 
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 

POM A prescription only medicine 

MDA 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 

In 

I 
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The reporting of 
adverse reactions 

One of the functions of the Committee on Safety 
of Medicines is to collect and study reports of 

adverse reactions to medicines. All doctors and 
dentists in the United Kingdom are encouraged 
to report toxicity or side-effects that they observe 
or suspect 

Certain products, which are marked V are 
recent introductions, and doctors are therefore 
particularly requested to report details of all 
suspected adverse reactions to the Committee on 
Safety of Medicines, preferably on the yellow 
card issued by the Committee They are asked to 
continue to report serious or unusual reactions to 
all other products 

Even incomplete reports can be helpful and 
practitioners should not be deterred from report-
ing because some details are not known 

Special postage - paid forms ('yellow cards') 
are provided for reports Supplies of these can 
be obtained from the Committee at Market 
Towers, 1 Nine Elms Lane, London SW8 5NO 
telephone 01-720-2188 

The above statement and the symbols marking 
certain products have been included in the com-
pendium 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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- • . .4lut-lice Tor the 
Pharmaceutical Industry rdth edition (Decemher 1978) 

For many Years members of the 
Association } have voluntarily agreed to observe the 

° the for the P British 
Pharmaceutical Indust harmaceuticalIndust Principles Set ry R4to be followed in the ry a Code which r 

out in a Code of Practice marketing regulates the toSupervision oio 9 of 
medicines intended 

standards 

Under 
conduct The Code  for use under 

account o} 
was first 

Published in medical 
changes in mark 1958 and has be Publication follow 

marketing 
practices fifth

en regularly 
'n9 consul 

the 
f ~fth edon 

 revised to take DePanment 
foofHealth and tatson with was 

Association
and 

procedures Social Se curity Th 
British Medical Coned 'n the

which the a Co Association and the conduct of its mark pharmaceutical in 
Code 

embodies then the m et,n9 
activities dustry believes basic prints

terests alike o} and for the  to be essential 
plus

industry the Public. the  maintenance of 
a for the 

medical and standards which are were 
On 

occasion, the 
criticism has 

allied Professions 

been I 
°t aware °f the been made that 

and the
ass off Provisions of the Code an 

members of the 
~fv

Provtst° active than might 
other medical ns 

become better known t "̂Se 
d 

consequent) Profession
in its entirety have been the Y, that the tf 

Y below 
wn, the fifth edition 

case To ens 
 
Code had Those wh of the C ensure 
that

t 
the 

standard feel 
that the Pr

omotion ° has been 
reproduced 

these 
eM4s which of a m Produced ~' . •% Secretary 

Code of Prare required by th 
medical 

specialit t 8 dustry. 162 Re active C
ommute a Code may wr

ati of 

l y product has fall 
low 

lNT 
CTt 

gent Street, London Wt R 
6DD end ask at 

theIe 'f they 

British   pha  ish, toe the a, faODU
ON t the matter be , 

Pharmaceutical a This
Industry ha peen 'awn 

9 
British 

Medical  for nv t d. eats a e 
Up after the Pharmaceutt mark Sod ahon belie Heal As

th and Socia 
sSecurit ^, 

coheult 
fro 

the k St'n9 cond ca 
s 

of P ° r'ale standards o 
b a^d ^with mean uct that e r Y epartment F°r this r nn The Cod o{ have con the Associate 

owes its origin t to sec on of the o th Practice curved na he n'er^berds fofed 
by the same 

stanehure the acceptance Phar  de1erminah f  and s
ubmrtte prorhulgati the Assoc atmn 

Products  of con ptance an maCeutical on of The Code 
d to its r on °f the Code of 

ducts d duct m d ado Indush interest efnphasi. restraints e C cal s'9ned for use 
under m deli^9 0l medi9h With 

accurate. fa r an dheemedical 
and allie in the public 

tlea OCfI icarrpedo 
ousts usually ow 

cal 
suPervsion

al 
made cis so that rah °btectwe in{dallied professions 

Pment a by th a their s Moreover onal pre ormation on medical 
man a 

medicalfpro of re$ulmanufactured
rxistence to yya h'nformation the Code aceb n9 decisions can be 

will haaveuPharmacolo accumulat 
da°ntlhe Tack arch

Or b 
lb° ofQ90 d

ments butsal o i

andme

howtlh C~ formedhn a form 
e 

and 
thate 

r 
testing, m 

met all Ili 9'Cal and The taste to 
ethical COns'der et the Standards and 

to legal 
Co anufa a status clinical able 

 
 
industr dal and canons 

the  l 
lure and mare ire,evidence orrnahon 

V recogn, 
guard the egislati I arkehn  f and Cal prof about me sus its obis 
standards of 

blic by a su h as been 
9 

Leo that pf or the theretores 'on and thus pnn rOducts to the 
nhto prowde ~~~ 

acceptable ,n Quality, efh ^A that all duCed io 
safct to that •, apply eQuae to ciples set out p 

armaceuh 
fl this Coda. ,tlxPenence the tslate of pre and 

safely ducts meet 
Where 

Compisan ̂  HOweve~mmun'cat'ons addressed 
o It is 

nets 
sent k^owlwhich are Pr°ul(Ihe inaPProe With everythe1Q may be instancesPeratin scary, edge mot prate Provision 

and ser finds he 
does 

h^ 
waver for 

and Informaoonl 
material to 

or 
examPls 

m~onof the Code 11 
'S es 9 Prol a ke the Phar of a co Purpose of action with s~ 

sunhat itssions only c man mace miner which Mnalur ►o draw for yy °r^Peti ufactur utical dstn C'al nature s to convey 
Prate 

of a Particul  
r attention 

to lreedom 
tiye 

indUSt
er di The Code butors a to pharmacists a '~ 

funherpk~ ohonal meProduct ry 
• boo the ex stun choice areapline Accepanr~fore. 

represents °Freed use wled9e and urns and 
thxdmPle. b 

Ce and Br'tis~ ndition of 
a and obsery 

an act of self -app,
Whil 

e5Perien  
dissemina o also acknharn'aceut CabershiD of the Assoc atPro oft 

yll 
fershn9 

manafe°~ sibte to le 

cs 
gained in Wide 

} in a sp'owladge that the uS rV Member companies Y) ure an filch), harms well as de itself is to P 
d con cat's) are , Ceut'cal n the letter be applied hot o{ meda; 

tortlY for th it 
coned 

to 
apt  companies 

the Cal produ a follow stdored that and 
observe~tthe Association 

cls. 
lain flied 

onhden~e of 

gh ethic 

all 
who a l standards 

shou 
d '

ode 
rbe

the interests which q serves
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CODE OF PRACTICE FOR THE PHARMACEUTICAL INDUSTRY 

Code s 
e 

nistered by a Committee estab-

Boa d of~Management of the Association 

' ormdtee with an independent legally qualified 

from outside the industry, consists  
qualifiedof

wo 

yoendent members who are medically 

,noes not engaged in the industry, and twelve 
.r.yq Nho are drawn from the senior management 

-erbr companies, including at least four medical 

-xmrs or medically qualified persons of equivalent 

.jC~j,trnan has general authority to obtain expert 
"aarrem any field and has an original and a cast-

^te 

Comm tree meets regularly to deal with corn -
secure compliance with the Code, and to 

lie such recommendations as it deems fit for the 
render tit of the provisions of the Code 

An outstanding feature has been the success of 
.roary compliance with the provisions of the Code I'd acceptance of the rulings of the Committee It 'x Mt been found necessary to apply sanctions to 

ecrecornpliance because members of the Association ~OMraus to ensure that their marketing activities :;win to the highest standard. 
i t it important. therefore, that the Code should t 

tatelyreflectthat standard and for this reason it is under constant review by the Board of Manage-

"1C
amended from lime to time where necessary e it and bring It up to date Notes for the 

' - o member
 ber companies are issued periodically . tht informed of the rulings and recommenda-d the 
committee and of any alterations to the 

aC s~~
edition of the Code supersedes all previous

n the fifth edition since the Code was • d orovi5 r 1958 It embodies the basic principles
ties are essentialich the pharmaceutical industry -sit r es  and for for the conduct of its marketing

the the 
maintenance of standards which •alied alike of ~dusblic. the medical Professrons and 

e l 

'If 
C 

cines (Advertising of Medicinal Products) Regulations 
1975, i e catalogues, price lists or other documents 
issued with a view to wholesale dealing but not con 
taming 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' means 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 terms '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 

tiSl~~S 
OF THE CODE i^ 

1weme 
.•y t ntary text, which appears in italics, is in give guidance as to the interpretation of the 

i'~ihltion Of 
certain terms he 

ter

prom°►ion' means those informational r,rilde 
Or 
activitie$, 

undertaken by the product st d° induce 
the i

sauthority the purpose of 

,t"sof,dical nis-
products It 

Prescribing 
cludes, for e

 supply or 
xample, 

` of Bch s r ep natives •various aspects of sales 
ons 

ms 
and Other direct mail advertising. 

atny and the audio-visual material and pteim prom prOy'Sion of samples, gifts or 

e `Gt es of°n' does not extend to foctomed0 in r

I  Irli O  rwherephen n  responsesies to a specific 

1̀ %4,cpiuhhsh d of 
enquiry

 edicallour 
comment in-

k changes, adverse re -
Products provided they 

aaverlibemen1"' as defined in the Medi 

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 methods of promotion 
barred by this clause. 

3 Nature and availability of information 

3.1 Upon reasonable request, the company con-
cerned shall promptly provide members of the medical 
profession with accurate and relevant information 
about the medical products which the company 
markets 

3.2 Information about medical products should accu-
rately reflect current knowledge or responsible opinion. 

3.3 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 mean-

ingless and best avoided unless they can be linked with 

some practical advantage. e g reduction in side-effects 

or cost of effective dosage 

3.4 Information must be capable of substantiation. 

such substantiation being provided without delay at the 

request of members of the medical profession 

Claims and comparisons 

4.1 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 

4.2 Exaggerated claims should not be made and all 

embracing claims and superlatives avoided Claims 

should not imply that a medical product, or an active 

ingredient. has some special merit, quality or property 

unless this can be substantiated 

Claims such as agent of choice' should be avoided un-

less they can be clearly substantiated 

4.3 Any statement about side-effects should be spe-

cific and based on data submitted with the licence 

vii 

1 
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5. 

s The number of the relevant product licence
name and address of the holder of the licence >, 
buslresa name and address of the part of his Ctmrr 
-esccnsible for the sale of the product 

b l :ruarIiTltative list of the active ingredients 
apprc .ec -ames where such exist, or other ' 
Grrcnetjr, ^arses. alternatively, the non-prccrgq' 
-`arrie of t e crcduct if it is the subject of an acceq♦ 
—cresrach 

3t:e.^-or r 'S draw" to the fact that the ,Neacri' 
4dverrisrnq to Medical and Dental Ptactrtss 
egu/atars 1978 tS1 1978 No 1020, •Ica 

.additional regwrements which relate to the posit cnif f 

r roe sue of this ,reformation ` ! 

c At yeast one authorised indication for use consxat~ 

vr,th t`e data sheet s 

d s succinct statement of the Information ^'i :a x 

!~arng to the dosage and method of use C+.'si 

- citations quoted in the advertisement si 

otherwise obvious, the route of adrtr n, 

s A succinct statement of the side•effecsrc * 

cautions and contra-indications relevant tot .e 

Dohs in the advertisement. giving, in an abt" ,~ 

form, the substance of the relevant informat:cr - x 

data sheet. 

f Any warning Issued by the Medicines Comrrnst ails 

a car„ i ee appointed under Section 4 of the "1 sent 

tins Acr 1968 or the licensing authority which us;

quired to be included in advertisements rue 

0 Time cost of a product. except in the case ct tui 
a reciade r'ne 

sements in journals which h nave a pP 
outside the United eG 

poR:on of their circulation 

Tne cost of a products the cost (excluding va1~ 
of the pro*

I
iii,,

late0 

tar) of either a specified package 
or recommended 

pa
quafltit'0' 

ces g o Fy ieieference to any specified 
duct 

Attention is drawn to the fact that the
Dental Pract

n 
CitronrAdverr,s,n to Medical and 

Regulations 1978 (SI 1978 No 1020) impose a 

c,fic requirement to that proportion of the urc 
the

of a /ournal ,which has to be outside 
order to qualify for the except/Of' t0 it Kingdom in 

-equrrament Ftiel 

5.3(u) The information required by Clause
d

 
er`t% Wq 

such
be

 aron hip to thet ca
by the reader

,nd,Cxrons is readily appreciated 

5.4(i) The requirements of Clause 6 3 do 
n°IIJ 4 

advemsemien a~'l 
In the case of an abbreviated 
abbreviated advertisement rs one. the text Of 

tf s iti,00M 
it to conta►ns in relation to the product no more 

< 

r

y a The brand name of the product 

b The approved names of the active in 
non -P' 

t 

Whale, such names exist or order 

names. anernatively. the non proprietary n~~r►to 
t

product if it ra the subject of an accepted 

the fact that the
~lL , 

Attention is drawn to 
(Advarr,s,ng to Med,ca/ and Dental 

lac 
tit 

Aegulaaons 1978 (S/ 1978 No r,r' 
to t  pot

,t~~►q 
a

0) 

ddd onal,aqu,,*mants which relate 

type of this ,nfo,rnatron 

a The name f  ♦nd address o add 
he 

ii' off,t
n w old of the business name a prof the 

~) Y L 
vt 

of his business responsible for the sais 
k

ABP10000039_0007 



CODE OF PRACTICE FOR THE PHARMACEUTICAL INDUSTRY 

tion for use. or more than one indication 
one indica 

provided that these are related, consistent with the data 

sheet 
Aconc,sestatement. consistent with the data sheet, 

,r g the reason why the product is recommended for 

wch indication or indications 

Aformot words which indicates clearly that further 

,ilormation is available on request to the licence 

rolde• Of is to be found in the data sheet relating to the 
product 

.4(i) An 'abbreviated advertisement' must always 
contain the information required by Clause 6 4(r) (a), 
ib) (c) and (f) The information required by Clause 
55ii) (dl and (e) is optional. An 'abbreviated adver-
ssement must not include any illustration which is 
ikeiy to convey any information about the product or 
.mplyclaims which are additional to those provided in 
accordance with Clause 6 4(i) (a) to (e) inclusive. 

1.1(iii) An 'abbreviated advertisement directed to- 
wards a doctor is permissible only when it constitutes 
anadvemsement appearing in a publication sent or de-
rered wholly or mainly to doctors A loose insert in-
uded in such a publication cannot be an 'abbreviated 

advertisement' 

. rtention is drawn to the fact that the Medicines Advertising to Medical and Dental Practitioners) °egulations 1978 /  No additional requirements whi h8relate to the 
1020) Impose

aennitted size of an abbreviated advertisement' . 
s•1(iv) An abbreviated advertisement' is not permis aible where the Medicines Commission, a committee appointed under Section 4 of the Medicines Act 1968 thelliidensi 

g authority have required a warning to
rr any advertisement relating to the medical °duct and the licensing authority have issued a Faction that abbreviated advertisements' should not Issued 

Fc P 
romotional material, such as mailings and r al 
advertisements. must not be designed to dis-

Guiye its real nature. a 
Do 

9h1/ theguis o/ 
y resent receiving promotional material ,n

aerp  as when adver. 9 Idd+essed n eel c 
enclosed  in a

ersonal 

' plan senve envelope or are aoucards facsimile handwriting on letters or Envelo 

i 1a°Mee/onal 
should

n 
of be used for the dispatch of

contents are no~hey 
bear words implying ; eft5 s adPovrde 

,nformat, n it 'promotional
  o sa et safety 

the 
omrn11 1Ofl 

advisable to use first class mail only for important

aAgvgno1 a 
P o h as arnrngs or C ut,ons or the

nature 
withdrawal se duct 

is 10 res rants 'ndi journals should not be designedpromote e tors/ matter 
f tllu

ogre stratiohnai material 
should conform, both in text 

gear 
tie th° 

profess o ns of good taste and should ho. eser+let, nil standing of the recipients 'lip
v'W

1
mo'or? ~ttytcotheude 

female form (even in sit•
i° 1h, ~eenial o el resat n 

Should  be 
such a wsy as tot arouse se 0+ se,, 'ry Maya o/ order to attract attention 

o 0 

r~'aa,b~eP,Ø,dtOiially the 

atra 
i t he "aged body which are neces

'et `kt 
•rid 

good taste 
ey 

Conforms 
to the dictees or>t 

names of 
photographs must not be used 

in a prominent manner in promotional material or in any other way that is contrary to the ethical code of the medical profession 

6.8 Promotional material should not imitate the devices, copy, slogans or general layout adopted by other companies in a way that is likely to mislead or 
confuse 

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

6.10 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 

6.11 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 con-
tain copy or illustrations which ought not to be read or seen by lay persons 

6.12 Telegrams must not be used for promotional 
purposes 

6.13 In a multi page press advertisement in which 
the pages follow consecutively, only one page need in-
clude the information required by Clause 6 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 in-
formation 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 

6.14 In a multi -page advertisement other than a press 
advertisement the information required by Clause 6 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 

7 References to official bodies 

Promot,ona• material show:o not include any reference 
to the Medicines Commissions, a committee appointed 
under Section 4 of the Medicines Act 1968 or the 
licensing authority, unless this is specifically required 
by the licensing authority 

8 References to the National Health Service 

8.1 Where reference is made to the prescribing of a 
product under the National Health Service, the phrase 
'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 Mwwstry M 
Health 'Freely in this contest means withoutnstnMon 
or restraint 

Although NHS doctors are Ire. to prescta6a wMtev e 
medicines they consider necessary for the trealn, nt of 
a patient, they are nevertheless required to eseecse 
due economy 

I• 

Am
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CODE OF PRACTICE FOR THE PHARMACEUTICAL INDUSTRY 

5,2 Reproductions of official documents, such as 

prescription form FP 10. should not be used for pro-

motional purposes unless the agreement of the appro-

priate Government department has been received 

The term reproduction- Includes any depiction which 

simulates or might be taken to simulate the document 

in question 

Artwork, graphs, illustrations, etc 

9.1 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 

9.2 Artwork and graphs must conform to the letter 

and the spirit of the Code Graphs and tables should 

be presented in such 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 

9.3 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 

10 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 

10.1 Reprints of articles by members of the medical 
profession must not be included in mailings but may 

be supplied to individual doctors on request. It is per-

missible 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 biblio-
graphy of published works In no case however, should 
doctors names be used in a prominent manner in pro-
motional material 

Quotations from public broadcasts. 0 g radio and tele-
vision. 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 speaAer 

10.2 Quotations from medical literature, or from per-
sonal communications received from doctors. must ac-
curately reflect the meaning of the author and the sig-
nilrcance of the study 

10.3 The utmost care must be taken to avoid ascrib-
ing 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 

11 Distribution of printed promotional 
material 

11.1 Promotional material should only be sent or d,s-
tnhuted to those categories of persons %hose need for. 
or interest in the particular information can reasonably 
be assumed 

11.2 Any information designed to encourage the use 
tit medical pr xiucti in clinics industi,al concerns clubs 
tic schools must be addressed to the medical edsser 
two m. d,ral officer or to medical auril,ary sun 

11.3 Restraint should be exercised on the frec,r-, - t 

of distribution and on the volume of prom' -1 r. 

material distributed 

The style of mailings is relevant to then accepiu I 

to doctors and criticism of their frequency is most , tti 

to arise where their informational content is limit, i I 

where they appear to be elaborate and expenvi! I 

higher frequency rate will be accepted for maiInpty

new' products than for others 

11.4 Mailing lists must be kept up to date Rec.ea

from doctors to be removed from promotional r'a ~P 

lists must be complied with promptly and no nar^e'Il 

be restored except at the doctor's request or µ'1 

permission I. 

12 Audio-visual material 

12.1 Audio-visual material must comply with all 

vant requirements of the Code, with the exception 

Clause 6.3 

12.2 When audio-visual material is used to pro 

a product
sheet, O 

ment w th the same content. should a be made

to all persons present 
1<I 

12.3 Audio-visual promotional material is sublm~

the certification requirements of Clause 13 

13 Certification of printed 

material 

13.1 No promotional material shall be issued W 

the final text and layout have been certified by two 

sons on behalf of the member company in the ma 

provided by this Clause One of the two persons' 

be a doctor The other shall be a pharmacist or

other appropriately qualified person or a sei

of the company The doctor, pharmacist or other Q 

fied person must be a senior employee of the coral 

or an appropriately qualified person whose senate 

retained for that purpose 

13.2 The names of those nominated together 

their qualifications, shall be notified in advance tC 

licensing authority The names and quahfrcatro+t 

designated alternative signatories must also be 0 
Changes in the names of nominees must be p 
notified 

13.3 The certificate shall certify that the sign 
have examined the material in its final form a 
in their belief it is in accordance with the regw 
of the relevant advertising regulations and this 
of Practice, is consistent with the product tics 
the data sheet and is a fair and truthful prose 
of the facts about the product 

13.4 Member companies shall preserve aM 
cates together with the material in the form 
for not less than three years and produce Morn 
request from the licensing authority or the 
at the instance of the Code of Practice 

13.5 The foregoing procedure shall appfy. 
necessary variations to the c*mhcat,on of 
material for representatives ,n accordance with 
15 12 and to audio-visual promo,
Pored by or on behalf of member con aniitir~ 

14 Suspension of odv.e ssiwowts 
In the event of the Code of Practice Co,im.tM
frig a member company to esfdraw an adrMns,. - - 

ABP10000039_0009 



CODE OF PRACTICE FOR THE PHARMACEUTICAL INDUSTRY 

s 
decision on a complaint by the licensing 

to the safe or proper use of the pro -
ferd'n~~e1evant 
t he member company shall at once make every 

d t1e endeavour to comply 

5 
Medical 

representatives 

0511 
Medical representatives must be adequately 

ad and possess sufficient medical and technical

„rvledge to present information on the company's 

-. cis in an accurate and responsible manner 

050 Medical representatives should at all times 

-rta n a high standard of ethical conduct in the dis-

:.aoe of their duties 

I5.3 The requirements of the Code which aim at ac -

acv fairness balance good taste apply to oral repre-

c--!aborts as well as printed material . 

t6.4 Unfair or misleading comparisons or com-

,a•scns implying a therapeutic advantage which 

s rot in fact justified must be avoided by medical 
-oresentatives. 

15.5 Claims made for products by medical repre-
srtauvesmust be limited to the indications permitted 
o, tie product licence. 

15.6 Medical representatives must not employ any 
-muement or subterfuge to gain an interview. No 
Payment of a fee should be made for the grant of an 
mawew 

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 representa-
tives to obtain bona tide survey information, but it 7 essential that the survey should be devised and
Oitducted so as to leave no doubt in the doctor's riirid that the survey will produce medically useful 
formation 

15.1 Medical representatives must ensure that the 
.ency timing and duration of calls on doctors, or 

~'hosprtals, together with the manner in which they made, do not cause inconvenience The wishes of r ldi dual doctor, or the arrangements in force at
cular establishment, must be observed by kcal 
representatives 

n'mberofcallsmade on a medical practitioner and 
',r 

eteo, I between successive visits are relevant to COippdetermrnart of frequency. noes should arrange that intervals between 
number cause inconvenience to practitioners and 

'aU, 01 calls made by a medical representative free Veer ShQu/d not 
normally exceed, on average, eraas to each doctor, "+r,r, 9es are to be calculated separately for generalo>, 

t+The ct'  °n d s is ar
 Other 

e embers of the medical profes-

Ic Atre,~alahon Should exclude
i pro eer, ore by a medical representative at a scien-
°j 

up 
°l d°ctors audio-visual presentation given to 

^l chq '14den 
oh is req

lder uested by a doctor or a call 
esngt~edrlslt  p 

t0 follow 
upanrepots of can adverse 

p ! eanothefjhentatrve should not stay in a surgery 
r,.i'tedicpt with thedical representative is already wait h~tntiedoctpresen a oVtor s or receptionist's approval. 

ha1redcauSe to time 
a

endeavourt always 
th the utm st respect and give It. 

f°befoen that his time might have been 
y 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. The majority are specialists and medical repre-
sentatives should ensure that their specialised Interests 
are borne in mind It is preferable for most hospital staff 
to be seen ,-nly after making a prior appointment, at 
which time subjects for discussion should be identified. 

15.8 Medical representatives must take adequate 
precautions to ensure the security of medical products 
in their possession 

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

doctors 

15.10 Medical representatives should be paid on the 

basis of a fixed basic salary, and any addition pro-
portional to sales of prescription medicines should not 

constitute an undue proportion of their remuneration. 

15.11 When discussion about a product is initiated 

by a medical representative, he should place before the 
doctor for reference either a data sheet in respect of 

that product or another document with the same con-

tent If however, the doctor asks a question about a 

different product, then the medical representative will 

not be required to produce such data in respect of that 
other product 

15.12 Companies must prepare detailed briefing 
material for medical representatives on the technical 

aspects of any product which the medical representa-
tive 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 re-
quirements of the Code and, in particular, is subject to 

the certification requirements of Clause 13 

15.13 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, un-

less in accordance with a specific requirement. How-
ever, a medical representative may refer to such matters 

in answer to a specific question 

15.14 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 qualifi-

cation, e g. in pharmacy. medicine or nursing will be 

exempt from this requirement 

(ii) Persons employed as medical representatives at 

the date upon which this edition of the Code comes 

into operation will be exempt from this requirement 

1 October 1979 (Clause 21 1 (in)). 

(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 

16 Samples 

16.1 Except when provided for identification or 

demonstration purposes. samples should only be 

supplied in response to a signed request from a doctor 

such requests. except in respect of products controlled 

under the Misuse of Drugs Act, may not be accepted 

on a pre-printed card or form which incorporates mote 

than the company name and address The form must 

tl 

I"
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CODE OF PRACTICE FOR THE 
PHARMACEUTICAL be handed by a representative to the doctor who should 

INDUSTRY 
then add all other details Wherever 18 Hospitality 

rofessions for 

not pract 
than 

icable
four days treatment 

 an 

l
sample
am 

shoUld
 Single 

Entertainment ornot 
represent
ent When 

more
of the medical and 

other hospitality
 

always 

offered d In the recognition
Whensamples

or 
 are Provided to assist doctors Sales promotiona should  It 

should
e condart to y 

demonstrate identification of Purpcv; d the use of a a Product, or to main purpose memberso theh meeting  The not

demonstrate
only theminimum

particular 
apparatus or beyond  of h this purpose should minimu e 

quantity necessary for tarty should be appropriate 
t 

e professions The level of tcsp 

equipmen,

16 2  and not Where to the occasion its cost h out of protwrge Supply on sampls of products r which the recipients might normal) 
of exceed that ewlive the sample are distributed 

ided by taw to for themselves P e must be handed 
by a represents- 

Y adopt whenOr given to a direct to the Medical and group on his behalf 
Person authorised to receive the 

doctor 
be encouraged 

A similar sample 
g P meetings are desirable and areb products which it  practice must be adopted and the 

Associationh the 
 share 

British
on that suchcrost IIt

medical sit 
would be unsafe to use except

for ,ri s 
Perv, Ion  under 9 should one16.3 Samples is suPPorted by y 

take Place if the advertising co^betP es of  restricted b I y to offered eat 
clear 

c 
educational 

medical 
houfd

on ical S p e 
which 

products by  to Supply
tali! 

nceQuantisentatty 

Prescription
ves for distribution 

should 
made available , restricted to members quantity and should be 

to refire- 
professions 

o1 the  and 

iire 

should be establ,sadequate strictly limited d ,nsystem of 
accountability 

It follows, therefore, that invitations to such 16.4 Samples sent by 
 and group meetings Should not bese extended to be reasonably  Post must be packed of 

husbands unless they themselves are pro by Yount' children l  re against the Package beingso as to 
When 

of the medical or allied professions 16.5  °Paned era 
factor 

a meeting Distribution of be allured. a factor to be taken amto
t 

haccoun
ich 

~rsayheilF comply with Indiv dual 
samples in hos I Press,on 
°S Ital P talc should recr i Which Will be created in the minds of ~1 r 

regulations, If an Peels tt those who hear1 Y becomes lilt/e m about it Hospitality wbid 
Gihs value in ore than pure 

entertainment has1rm111 and 
inducements

termsu  1 
the provision of information and ph17.1 Subject to 

motion,  anhospitality

in-
ducement Clause 1 7 2 no gift 

fore as irrelevant and  can only be regarded, 
medical profession   

e offered
fefor  

ed  or financial In- wasteful or given to members f 
Schemes 

Purposes of sales ° the 19 
designed to test the extent to s 

Promotion 

Marketing 
research are Opened and read and which involve a reward

a reward for 
h ch mailings g research ,the return of a voucher ea   n the 

reformation and 
s the collection and analyses of mailing are ru t he rptab/e,l the gut ,s one 

tional must be unbiased and  stMno not come within Clause 17 2 which would Put may well 
to which the rs 

statistics or mlormatioa 17.2 Gifts in the form 
be kept distinct promotional The two phases shouddmotional aids, ° m of articles designed 19.1 or of whether related to g ed as Pro- Methodsgeneral Utility, may a Particular product never be such used for marketing research must 

Professions r embers of confidence in,ns the a discredit upon, ar reduce inexpensive and relevant to the 
provided 

or 
'n9 Provisions apply whether industry The follow pharmacy practice

gift 
 whether 

or the  is 
medicine directly by the coin the research Is Carnedout 

Amongst other items, nail 
Iron acting on the 

rant concerned or by an organisa• pens have been brushes, book matches and 
company s behalf table mats have been held1D be reasonable gifts

19.2 The following 
Code as being  to be in Gifts of able to the informantg infofmation must be made evad 

irrelevant to the r contravention o/ the (i) The 
 at firstpharmacy practice o/ nature of approach 

17.3 
medicine or the survey 

do not a 
he 

requirements of Clause 6 3 or 

(ri) The 
g out  In name and address of the organisation carry• 

apply I f a 
promotional aid of Clause 64 work in Clause 17 2 bears no more than 

the type (iii)
following particulars  more of nee 

) The identity of the in one or the 
interviewer 

following

The name of the 
(iv) The nature and leeProduct The re 

length of the Interview (ii) The name of the the 
requirement in Clause 1 name of that part of his business 

licence holder 
the
f its ganisation rs 9 2 (,I) does not mean they 

sale Of the business responsible 
or the Client also obliged to reveal the identity Product Ponsible for the between the 

Th,s must depend upon the contract (iti) The address cf1ent and the organisation of the 
 of the product licence holder 

19.3 
Questions sale addressof the Pan of his business re 

 Or the references intended to solicit disparaging product responsible for the be avoided 
competing products or companies must sale An indication 19.4 mark that the 

Product name Any written or oral statement given or made to Is a trade an 
Informant in order to obtain co operation must bN 

11 a 
promote°eat both 1 

individual 
aid consists of actually correct and honoured need for Pages bear adverti / 

a note pad,n which the 19.6the Individual 9 materiel, Any incentives offered to the informants should 6 provrded that the 
rM/Pages to there Is no be kept to a minimum and be commensurate with the is Ivan meflon reCD"'Ply with Clause work Involved g elsewhere in the pad. for 

9u/red by 
exam 1  the clause 19.6 

Marketin research
ttH P a on the 

cover stances bn used 
©s

 isguisedust 
formnot itt

 of Sal s npromotion 

f 
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, research 
per se must not have as a direct objec-

~d1e1nfluencin9 of the opinions of the informant 

61 The Identity of an informant must be treated as 

~q 
contrdentral. unless he has specifically agreed 

c,i~wise 
1n r++e absence of this agreement it follows that the 

,dyrnatnon provided (as distinct from the overall 
twits of the research) must not be used as the basis 
iygn which a subsequent approach is made to that in-
. nt for the purpose of sales promotion 

III. precautions should be taken 10 ensure that no 
teiyrassment results for informants following on from 
,,, interview, or from any subsequent communication 
concerning the research project 

Relations with the general public and lay 
communication media 

21.1 Requests from individual members of the public Ip information or advice on personal medical matters 
eugalways be refused and the enquirer recommended tc consult his or her Own doctor. 

20.2 Medicines which cannot legally be sold or tupplied to the public otherwise than in accordance +nth aprescription, or which are legally limited to pro-won for sale or supply only on prescription, must not be advertised to the general public. 
'suers or notices issued for display to doctor's sur-trues, pharmacies or anywhere to which the public We access must not include any message likely to ►rouse a demand for any particular product 
mA Statements must never be designed or made for 're purpose of encouraging members of the public to aq their doctor to prescribe a product 
21A Information about medical products or matters 'hated thereto, including scientific discoveries or ad -in treatment, should not in general be made airlebletothegeneral public either directly or throughan I y medium 
114 intention is to ensure that arrangements made for •a153 

conference, or the extent of a press release, are 

e
rush •s to confine the disclosure of information about thcal products or matters relating thereto to persons al 

capable of evaluating the inlorrnation re 
iprna' 

y and not concerned to exaggerate or even 
20.i ThP ►knrepl 'mportance of such information and the ex-t»Ir n legitimate public interest in acquiring it mayally JUStify 

holding nv a press 
conference

 or the tai o press release.

q,v'n of such 
to attend such a conference, or the distri Pree 

aswh° eve
 
 Citherf 

release callyould be 
qual f edoor 

confined
es eb ealp, e r presontahves of the medical, pharma-~nt 

~ 
a 

responsible m 
dr as the medical correspon-

In the circurrmtances set out above as to d sigui - caned
ce 

 enquiry 
the 

 ryinformation, and in response to an rs 
information may also 

On 
ed in 

of the rig dew 
released art inf ,rtfo- - _ _ _ 

20.6 A further exception may 
er. 

a genuine mutual interest 
of a

 
 

i arise why- 
nature justifying nancral r _ : — — . 

j fying the disclosure of , _ - -'ai 
medical products or related matters pnv c J 

about 
a stricted public. Examples are the intere of.J t re-_ holders, financial advisers, employ share 

p veers and creditors. When re/easing information, it is essential to bear in mind the provisions of Clause 4.3 and, in parrrcu/ar the extreme caution required in any reference to side-effects, it should also be emphasised that the treatmentof a particular individual is solely a matter for decision by his medical practitioner. 
20.7 On all occasions the Information whether written, or communicated by other means must be pre-sented in a balanced way so as to avoid the nsk of rais-ing unfounded hopes of successful treatment or stimu-lating the demand for prescription of the particular product. 

20.8 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 

21 Transitional provisions 
21.1 This Code shall not take effect 
(i) Until 1 March 1979, in relation to an advertise-
ment contained in a publication sent or delivered 
wholly or mainly to doctors or dentists, except that in 
relation to any advertisement for a product which is the 
subject of a product licence granted on or after 1 
December 1978. the Code shall take effect as from the 
date of grant 

(ii) Until 1 October 1982. in relation to any advertise-
ment consisting of four or more pages or advertising 
on a promotional aid, printed before 1 December 1978 
and sent through the post or otherwise delivered to a 
doctor or dentist 

(iii) Until 1 October 1979, in relation to any other 
advertisement and any other matter 

The other matters which take effect on 1 October 1979 
ate Clauses 13, 15. 16, 17, 18. 19 and 20 

Clause 14 takes effect on 1 March 1979 consequent 
upon the coming into operation on that date of the 
revised 'Constitution and Procedure for the Code of 
Practice Committee 

21.2 Until such time as this Code takes effect in rela-
tion to any particular advertisement or matter, the re-
quirements (if any) of the 

hat advertisement
Edition

f 
the
o matter shall continue to apply 
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Abbott Laboratories Limited 

QUeenborough 

Kent M E 1 1 5 E L 

AeeoClN• 

entatioo Each yellow sugarcoated tablet 

co,sains 250mg 
Oxy1e►racyc1lne Dehydrate BP 

Uses Organisms sensitive to oxytetracycline include 

a arge number of Gram 

pathogen bacteria 
negative

Those organisms that are sensitive 

to tetracycline in the concentrations usually achieved 

in the body during treatment are Bacillus anthraces 

bordetellaspp brucella spp Escherrchea cos haemo-

pMlus spp klebsiella spp Proteus vulgares staphylo 

COCCI , streptococci. mycoplasma. Entamoeba hesto-

IytRi. lrechomonas vaginales certain rickettsias and 

larger viruses Pseudomonas aeruginosa salmonella 

spp and Mycobacterium tuberculosis are less 

susceptible 

Dotage and administration For adults and older 

r —dren the dose is 250 mg four times daily taken 

c,ally In severe infections this dose may be doubled 

i 'rebled 

Contra• indications, warnings, ate 

Contraindications Hypersensitivity to the tetra 

Colinas 
Precautions and side effects As with other tetra 

'-iclmes Abbocin should be administered with great 

care to individuals with renal or hepatic dysfunction 

Because of the staining of teeth and effects on bone 

development tetracyclines should not be given in 

pregnancy or to children under 12 years of age 

1o►racyclrnes should not be administered simultane 

ously with milk. antacids. or preparations containing 

'On. calcium or magnesium 
Side effects include nausea diarrhoea and symP 

foals resulting from the overgrowth of non susceptible 

°19an,sms Overgrowth of Candida albecans in the 

mOulh may cause glossitis and stomatitis which may 

'tend Into the trachea and bronchi overgrowth Of 
r 

albecans in the bowel results in pruritic ani over 

91owth of resistant coliform organisms such as 
aseudomonas and proteus may also cause diarrhoea
Occasionally resistant staphylococci may give rise to a 

nating enterorohtis Allergic reactiOrts and skin 
ashes air ram 

treatment Of overdosage Gastric lavage. Intensive
supportive therapy In cases of overdosage, allergic°actions 

such as drug fever, anaphylactic shock andlash 
may occur For treatment of anaphylaxis im-

"'°dmte administration of adrenaline, oxygen and arti-

en

Itisl r°speration 
as 

is necessary 

,M°tlionaUP 0~1 % (equiva ec t tto 0 1 %aneOusl adrenalliine)alme at a 
06 For 

+cum a d manhhrstamrnes d must obe given General 

is °star° . such as administration of plasma blood. 
I Mpressor drugs or hydrocortisone (100 mg IV) may 

^°ces°ar ' 
IfirOrnpat bIa With alkalis and chloramphenicol

r"yumaceutical precautions Store below 25'C 

Ontaini,i l,it h mtf r I ,i'if °lief 
o"I'VOry  II0M 

Package quantities Abbocin is supplied n Secure 

tamers of 1 000 sugar-coated tablets (List No C945) 

Further information Metabolrsable carbohydrate 

content approx 0299  per tablet 

Product licence number 0037 0095 

ABBOKINASE• 

Presentation Abbokinase is a highly purified sterile 

lyophilised formulation of urokinase obtained from cul-

tures of human kidney cells Urokinase is a plasminogen 

activator excreted in the urine of normal healthy 

individuals Each vial of Abbokinase contains in excess 

of 250.000iu so that following reconstitution with 

5 2 ml sterile water for injection, each ml of the 5 ml 

which can be withdrawn
hitOl and ill 

contain
5c00 00 

iv 

urokinase. 5mg 

Uses Abbokinase in-vivo and in-vitro produces the 

release of plasmin by an enzymatic action on human 

plasminogen  
Abbokinase has only 

minimal activity in reducing 

fibrinogen levels but blood e plasminogen
t 

levels are 

reduced, the effect being dOSnon-antigenic  humans 
Abbokinase is virtually 

tic 
to 

free 
and, in therapeutic doses, 

is thromtedbon pla treatment of 
ThrombolY►Ic therapy forming or recently 

vascular occlusions caused by 
IY the best 

ults
be obtained
formed fi

nw the thrombi l 
l 

less than 24 hourssold 
Well 

Abbokinase is indicated as a thrombolytic agent In 

pulmonary embolism. Abboklnase is ad -

ministered 
and administroti  ̂ continuous infusion 

ministered intravenously by

usually for a period of 12 hours given in a 

It is 
recommended that Ab~onstant 

be
n. An 

dose to be given during the first ten 
solution of normal saline by 

minutes
i ul loading is advocated. 

 to the amount 
T  of therapy 

se should be equal
This loading 

eachm should 
which it is planned to administer over  p sh

i

ucceE 

ng period of one hour Ideally, an Infusion pump 

be used to nil sterile water maintain a constant rate of infusion 

Abbokinase is recons
with

5 2 solution should 
for Injection, without preservatives

For 
administration the 

reconstituted sot 
is strongly 

be further diluted with normal saline

mended that the total 
volumi~m 

after dilution
als used 

recom f 15 ml followed 

be 195 ml. rovide cf  of 
the 

dose o w. 

since this 
providesfor 

a 
per hour over 12 hour

 the 
s How-

ever. 
by the infusion of 

ssrbssible effect on 

eVer, choice of another
considerations  P~slcal drf  

on 

being bent guidedf by A chart Is avail 
i►tient larger 

volumes and 
and further 

the patient with smofefe 
once lotion a 

final volume of 
of me

lee ilrnu volumes °f m,nase 
ablo on the basis of a 

►f Abbo 
for use ( amount 

wired ht the dduuon where the 

195 nit) in cases 
immediately 

available IS less than that r 

total treatment 

A 
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rmour Pharmaceutical Company Limited 
A  amwden Park 
~
Eastbourne 

East Sussex BN22 9AG 

;pp• MOUTH AND THROAT SPRAY 

hesentation Each can contains 7 5 g with a 
- ea %awe providing 60' 100 mg doses 

earlocaine Ph E u r 1 5% w/ w 
caalwnium chloride 0 0413%w/w 

n+n inert flavoured propellant. 

Uaa Treatment of sore throats caused by cold. 
;-s nasal drip and other irritants, and minor infec-
•a^s of the mouth and throat 
Dosage and administration Shake can before 
~stAduls.2 Shots every two to three hours if required 
Inotmorethan 16 shots in 24 hours or as directed by N. physician ) 
Chldrenaged 6-12: 1 shot every two to three hours ~rKu6red (not more than 8 shots in 24 hours or as irtned by the physician) 

Contraindications, warnings, etc 'effects Hypersensitivity reactions to benzocaine ':.e been reported. 

^ec+utions Avoid spraying into eyes. C"tents under pressure - do not puncture i(e<p away from heat and flames - do not throw shed container into fire. 
Comm indications, None known. 

rmeceutical 
precautions Store in a cool place. ie shelf -life. Shake can before use. opal catego 

pack ry P 
°9e quantities Each can contains 7.5 g with ed valve providing 60 100 mg doses (shots). F. der infor 

em0nstrmti
on Published clinical studies

h t'Cuc 
n the Popular 

ibacterial activity by the 
tr cal on 

muc a of pathogenic organisms
a°a with the s ry's entotactivrty this 

hastbeehern ffound of palue inlocal
preduet 

li 
oam0 and 

nce 
number 

infection 

`02 
tonsillectomy 

0231 5 
. 

krTMAR. 
GE 

p Aq l 
a 

,, 
'yntatiOn 

4c1h -u an'n v als 
Cdr 

Gel Corticotrophin Gelatin 

U as 0 I t  t  ° ph n 
jintrntmuscul

alnin 
ar0use on 

and 80 i u /ml 

ro 
gheu philised Powder

lect
rt 

BP in vials containingV

rMrYarW SV d eicGlntract  llagen 
diseases Asthma (e 

y~tG l̀ erl
•

r ae bar Neva tes of thel CNSv(e g 
e colitis

kf 
tor? olds (ed 

allergic ) Adrenal function tests ^4hl) 
^ay psoriasis andicertain a 

PO
and e$Ponsive to conventional 

Dosage and administration General information 
on dosage for therapeutic use The aim of treatment 
with Acthar Gel is to obtain a satisfactory therapeutic 
effect with minimal dosage, the clinical response being 
the sole measure of adequate dosage Therapeutic 
effects may appear within hours, although with some 
chronic diseases improvement may not show for several 
days 

Because patients adrenal glands vary in their sensi 
tivity to ACTH and because disease conditions vary in 
their response to corticosterords, no specific uniform 
dose can be equally effective for all individuals Some 
conditions, e.g acute exacerbations of asthma and 
multiple sclerosis may require high doses initially to 
obtain a remission Once the disease is under control 
the total daily dosage should be decreased as rapidly 
as possible Dosage reduction should be consistent 
with maintaining clinical improvement Some condi 
tions. e g rheumatoid arthritis, nephrotic syndrome and 
chronic asthma may need long-term maintenance 
therapy Again, the 'aim is to obtain satisfactory 
therapeutic effect with minimal dosage If the treat 
ment regimen is started on a daily basis when the 
smallest daily maintenance dose has been established 
(say 20 i u ), attempts should be made to lengthen the 
dosage intervals If at any step of dosage reduction 
symptoms reappear. a return to the previous effective 
schedule is necessary before a further attempt at dosage 
reduction is made. On occasions Acthar Gel can be 
completely withdrawn as the patient experiences a 
remission 

Instead of starting with daily injections, it may be 
more convenient to commence with an initial higher 
fixed unit dosage (say 401 u per injection) twice or 

thrice weekly 
Suggested practical regimens for specific conditions 

are given below These are guidelines only, the dosage 

should be titrated to the patients response 

Conditions needing maintenance therapy 
Rheumatoid arthritis Initially a dose of 40 i u should 

be given daily. Review the dosage at intervals of three 

days and adjust according to the clinical response The 

dosage should be increased or decreased bearing 
in 

mind that the ideal dosage is the minimum necessary 

to relieve symptoms 

Chronic asthma Initially a dose of 40-80i u should 

be given daily for a period of five days Reduce by 

steps of 10 i u until symptoms are satisfactorily con 

trolled On remission of symptoms. treatment may be 

withdrawn completely In some patients however. 

continued therapy may be necessary 

Still's disease 40 r u Acthar Gel daily for three days 

reducing to 20 r u on alternate days Suppression Of 

symptomatology without the appearance of -cush 

ingoid signs is the aim of therapy 

The administration of ACTH to children should be 

confined to early morning (appio■imatety 10 m 1 to 

ieduce the incidence of growth interference 

Conditions requiring short medium term 

theraAcutepeeacerbation of asthma 200r u Acthar Get 
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Bayer UK Limited g 
Pharmaceutical Division A 
Burrell Road, Haywards Heath BAYER 

West Sussex R H 16 1 TP
\•-._a , '

ADALAT• 

Presentation Orange, soft gelatin capsule contain-
ing a yellow viscous liquid Each capsule contains 
10mg nifedipine 

Uses Mode of action Adalat is a potent calcium 

antagonist Its most important effect is to protect the 

heart against excessive oxygen utilisation during 

physical activity There is a reduction in cardiac work 

and in myocardial oxygen demand Adalat also causes 

peripheral vasodilatation and thus reduces peripheral 

resistance and heart work load Adalat has no thera-

peutic • antiarrhythmic 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 

Dosage and administration For oral administra 

tion the capsules should be taken with a little fluid 

during or after meals The recommended dose is one 

10mg capsule three times daily If necessary, up to 

two capsules three times daily may be taken 

Treatment may be continued indefinitely If an im 

mediate effect is required, the capsule should be bitten 

open and the liquid contents allowed to remain in the 

mouth 

Contra-indications, warnings, etc 
Contra indications Must not be given to women 

capable of child bearing 

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 possibility of an additive effect resulting in postural 

hypotension should be borne in mind Adalat will not 

prevent possible rebound effects after cessation of anti -

hypertensive therapy 
Adalat should be used with caution in patients 

whose cardiac reserve is poor 
Ischaemic pain has been reported in some patients, 

commonly within 
 Patients experiencing0nts

ptes of th 
t

troduction of 
s Adalat therapy  h s effect

discontinue Adalat 
The use of Adalat in diabetic patients may require 

adjustment of their control There :s no known drug 

incompatibility 

Side effects Adalat is well tolerated Minor side -

effects, usually associated with vasodilatation are 

mainly headache. flushing and lethargy These are tran 

sient and invariably disappear with continued treatment 

Overdosage Standard measures such as atropine and 

noredrenaline may be used for resultant bradycardia 

and hypotension Intravenous calcium gluconate may 

be of benefit 

Pharmaceutical precautions The capsules should 
be protected from strong light and stored in the manu-
facturer's original container. 

Legal category POM 

Package quantities Adalat is available in foil packs 
of 100 capsules 

Further information Nil 

Product licence number 0010,0021 

ALRHEUMAT• 

Presentation Opaque 'off-white' hard gelatin 

capsules each containing 50 mg ketoprofen. Supposi -

tories each containing 100 mg ketoprofen 

Uses Alrheumat is recommended for the manage'
, 

ment of the rheumatic diseases 
arthritis osteoarthrosis. ankylosing spondylitis 

acute t
other forms of non- infectious arthropathY 

articular and pert -articular disorders- bursitis 

tendmrtis synovitis. tenosynovitis. capsulius of the 

shoulder. painful musculoskeletal conditions 

Dosage and administration Alrheumat is admen' 

stored orally and should be taken with food 
Do 

age 
This 

is usually 1 capsule (50 mg) three times daily
bedosage may 

ly 
to 1 capsule 

or decreased to capsule1cr u

} 

 twice daily depe ding
our times

aor' 

the weight and clinical condition of the patient and 

the severity of the disease. As an alternative to 
oho 

therapy, one suppository should be inserted
morning and before retiring. For the relief of night the 

t P 
in 

sh
and morning stiffness, one suppository rectal 
inserted before retiring Combined oral and 

therapy one suppository should be inserted before 

retiring, supplemented during the day with Alrheumat

capsules as needed. up to a maximum daily 
dosage

200 mg ketoprofen Paediatric usage has not been 

established. 

Contra-indications, warnings, etc  

Contra -indications Ketoprofen should 
not be

given to 
en to

patients known to be sensitive to a agentswhich are 

prostaglandin inhibitors a In suc

to

non.stero,dal anti
ohYpatients. and in those 

with a history of bronchial asthma or allergic 
disease 

severe broncho-spasm may be precipitated 
gents with

Ketoprofen should not be given to P
active peptic ulceration 

Side effects Occasional gastro-intestinal disturbances 
dosag

e

occur and in some such cases a reduction other ante 

has been helpful In common with most 
rafe reports 

inflammatory agents there have been very 
fires have 

of gastro-intestinal haemorrhage 
Skin

or 

Precautions Patients with a history of Pepl m C n i  
ored 

ben rare. 
r 

d 

chronic dyspepsia should be carefully 
history 

Care should also be taken in patients with 
On 

of impaired hepatic function Alrheumat, m 
coma' 
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Immun° Ltd 
Arctic House, Rye Lane 
Dunton Green, Nr. Sevenoaks, 
Kent, TN14 5HB 

HEpARIN-INJECT 5,000 BP 'IMMUNO' 
Presentation Heparin-Inject BP is a sterile solution 
of 50001 u Heparin Sodium (mucous) dissolved in 
03m1 Water for Injections BP It is a clear liquid vary-
ng from colourless to straw coloured Each pre 
boded syringe contains 2 7 mg of Sodium Chloride in 
03m1 of injection. 
Uses Prevention of thrombosis following surgery 
Dosage and administration Heparin-Inject 5,000 9P -Lsr be administered by the subcutaneous route oreferab"y through the adipose tissue of the abdominal •all The following dosage is recommended Pre-operative administration. 1 pre -loaded syringe wntarning Heparin-Inject 5,000 BP to be given two hours before surgery 
to -operative administration. 1 pre -loaded syringe curtaining Heparin-Inject 5.000 BP to be given at rrttevals of 8-12 hours up to the 7th 12th day 
Contra•indications, warnings, etc Heparin s"oijd not be used in patients with the following wdaons 

I S 
eparin allergy 

a the
2 

 rgery carried out on the central nervous system

h 
ye 

o3mboc ope and when 

 e orrhagic diseases including haemophilia and 
with endocarditis 4 Advanced stages of kidney edliver or pancreatic "cease 

5 Post operative seeping haemorrhage p, Precautions are necessary in g 
et 'r g sit 

peptic 
ulcetents es such as  pa with potential 

pre r, ulcerative colitis 
h 

gnant
also n PreOn y and in patients with persist-

ymutane0us or cerebral thrombosis; also during
administration of Warfarin, Aspirin. other gulattaand 
medicaments having an impact on blood vw,Exper,eflce in 

Heparin 
tier a 

risk , 
indicates that Hepa 

can be used with tror, bleed in n the 
Prophylaxis of thrombosis If, how-

r
'~kr 9 

complications Occur during or after an asp" uhe pat'ent's thrombin time or partial throm-F se tests me should be determined If the results of

r, ~eeparinar0 Within the normal range it is unlikely

alit t 
is the cause It mun vey st, however, be 

in mind that

nrh°Ihaemo°hatoPontaeandeethus couldsbet he
H

f 
ca

n
nTTu ollowm ge. If noutrahsation must be carnet+ rr I t b' 

otam;netsul of Heparin Inject 5,000 

fha rie~ 
tallyithedoso1ow (10min h ) intravenous 

ate Injection

equired 

4f b do hthe tlo If her i insuff
ShOuld 

icient true tto 

rO iMerva/ 
dosage scale is recom-

a 
M~fo/%wl ~WrU 

of %f parrs Dose of protnnrrne
M tl,~l Su/phefa /n/er:fron 
Gr en y Sr 10rnt7 era 1 In, • fur Mktat,,ter 50mj 

2 5 ml 
1 2fi nH 

1 1 11 M ti, j 

Pharmaceutical precautions It should be stored at a temperature not exceeding 25'C when it will have a shelf life of three years 
Legal category POM 
Package quantities Pre-loaded syringes contain-ing 0 3 ml solution of 5-000 t u Heparin Sodium sup-plied in packs of 10 and 100 pre-loaded syringes 
Further information An increased tendency to-wards 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 syringe which enables an accurate dose to be ad-
ministered The hazard of overdosage car Therefore be 
avoided 

Product licence number 0215,0017 

HUMAN ALBUMIN FRACTION (SALINE) BP 4.3%'IMMUNO' 
HUMAN PLASMA PROTEIN FRACTION BP 4.3%'IMMUNO' (PPF) 
Presentation Human Albumin Fraction (Saline) BP 4 3% Immuno is a clear amber liquid, presented as a solution for intravenous administration to human 
beings. It is prepared from the plasma of suitable human donors' whose transaminase levels are con-stantly checked and whose donations are shown by RIA to be free from HB5A9

Human Albumin Fraction (Saline) BP 4 3% Immuno 
contains albumin and heat stable alpha - and beta - 
globulins prepared from human plasma As stabilisers sodium caprylate and sodium acetyftryptophanate have been added both at a concentration of 0 004M 
Suitable human donors as described in the British Pharmaco-

poera Addendum 1978 under Dried Antihaemophilic fraction 

Uses Human Albumin Fraction (Saline) BP 4.3% 
Immuno is indicated for volume replacement in hypo-
volaemic shock (e g following crush injury, severe 
trauma. surgery, burns or abdominal emergency) and 
for use whenever a predominant loss of plasma fluid 
has occurred 

Dosage and administration Adult dosage of 
Human Albumin Fraction (Saline) BP 4 3% Immuno foe 
hypovolaemic shock is in the range of ,'50-500m1 A 
flow rate of up to 16 ml min (1 litre hr) has been 
well tolerated in adults The rate of infusion which 
can be increased in emergency treatment depends on 
response In hypoproteinaemta the usual dosage 
range is 1,000-1.600ml daily (equivalent to 43 70g 
plasma protein), but larger amounts can be given in 
severe hypoproteinaemta with continuing loss The flow 
rate should not exceed 5 8 ml, min 

Dosaqu for infants and young children in whom 
Human Albumin Fraction (Saline) BP 4.3% Immuno is 
indicated for shock due to dehydration or infeetoon 
should be in the range of 24 30 ml kg body weight 
infused at a rate of 10 ml'min The infusion rate 
should be adjusted in accordance with tho clinical 

►1 

J 
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IMMUNO LTD 

Package quantities Human Albumin 20% BP 
Immuno is supplied in rubber capped vials of 10 ml. 
5p ml and 100 ml 

Further information Human Albumin 20% 8P 
Immuno 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 
subsequent blood investigations 
Product licence number 0215/0009 

PROTHROMPLEX• 

Presentation Prothromplex is a white amorphous 
freeze dried powder or friable solid without any 
characteristic odour It is packed in rubber capped vials 
containing 200 units or 500 units each of Factors II. 
IX and X 

It is prepared from the plasma of suitable human 
donors whose transaminase levels are constantly 
checked and whose donations are shown by RIA to be free from HB5A Pooled plasma and the final product are also tested by RIA for freedom from HBSAg. Pro-
thromplex is also tested to discount the likelihood of causing disseminated intravascular coagulation. 
Suitable human donors as described by the British Pharmaco-

poeia Addendum 1978 under Dried Antihaentophilic traction 
Uses Treatment of cases of Factor IX deficiency 
(Haemophilia B). 

By administering an appropriate dose of Prothrom 
plex, It is Possible to achieve a prompt and sufficient 
rise of Factor IX in the patients plasma 

The effectiveness of treatment can be checked by 
simple laboratory tests The activity of Factor IX is 
assayed through determination of the Partial Thrombo-
plastin Time (PTT), however the most reliable results are obtained by quantitative activity assays of Factor 

Prothromplex Dosage Table 

GinicN Therapeutically wanted 
manifestation minimum Factor IX level 

Surface bleeding  sof the and mucosae 
Superficial or deep haematoma

5 10% 
Ilaema 

b  eed slight 
gs following

es 

n o,Plicated dental actions 
Sere 

muscle heematoma 

Dosage and administration Immediately before use Prothromplex must be dissolved in 10ml of the solvent provided 
After sterilising the cap of the solvent bottle remove 10 ml using the disposable syringe and one of the needles provided Next sterilise the cap of the Pro. thromplex bottle and introduce the solvent using the 

second disposable needle Reconstitute by gently shak-ing to and fro. thus avoiding frothing Withdraw the 
reconstituted Prothromplex, then remove the synnge 
from the needle and attach the third disposable 
needle 

Prothromplex is now ready for slow intravenous injec - 
tion taking about 10 minutes 

Only general directions can be given for the dosage 
of Prothromplex It is dependent upon the severity of 
the coagulation defect and the degree of the traumatic 
and haemorrhagic tissuedamage The suggested dosage 
for the treatment of Factor IX deficiency is given in 
the guide below 
Dosage guide for the treatment of severe and semi-
severe cases of Factor IX deficiency Formula for the 
calculation of the necessary quantity of Factor IX 

One unit of Factor IX!kg body weight=1% increase 
of Factor IX in the patients plasma 

It is suggested that a high initial dosage be chosen 
to ensure a rapid and sufficient increase of Factor IX 
thus achieving a reliable cessation of bleeding Here. 
as well as with the subsequent maintenance therapy. 
the initial short half- life of the coagulation factors 
has to be considered Depending on the in vivo half-
life of Factor IX. which is approx 12-30 hours, a 
successful result will be achieved by repeated admrnis 
tration of Prothromplex at intervals of 6-12 hours To 
assure absolute control of treatment, determination of 
the PTT should be made and, where possible. quantita 
live assays of Factor IX activity Treatment should be 
maintained up to the resorption of the tissue haemor 

Maintenance dose at 
intervals of 6-12 (24) 

Initial dose in units hours in units Facto, IX 
Factor IX per Ag body per kg body weight 

weight 

15U 7 15U 

Moderate 
- -- 

i 

iMlowi bleedings 
O'as' N niUries 

hseeFit 
hnd intestinal 

blrrktU ,,5 
H +1 hleedin 15 30% 20-30 U 15-30U 

r +s^i+funa gs

M.f 4,on; d dental 

`wfty
T 

Wrgery 
more than 50% 76 U 60 75 U 
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rhage or until the wounds have healed completely. 

thus ensuring a complication free post operative 

course The special advantage of Prothromplex lies in 

the fact that by application of small volumes of fluid 

and a slight amount of protein a high concentration of 

circulating coagulation Factor IX is achieved The 

danger of volume or protein overloading of the patient 

is avoided even with the administration of high doses 

Contra-indications, warnings, etc With patients 
suffering from disseminated intravascular coagulation. 
(DIC), Prothromplex should not be given unless con-
sumption of the coagulation factors has been previously 
interrupted by Heparin 

Side effects are rarely observed during treatment 
with Prothromplex though the following reactions may 
Occur 

1 Allergic reactions All forms of allergic reactions 
from mild and temporary urtrcarlal rashes to severe 
anaphylactic shock are possible when human plasma 
derivatives are administered If these occur, treatment 
with Prothromplex must be interrupted at once Allergic 
reactions should be controlled with antihistamines and 
glucocorticoids and routine shock treatment given for 
anaphylactic shock Careful and frequent recording of 
pulse rate and blood pressure is essential If the pulse 
rate increases and for the blood pressure falls a trans 
fusion of 5% Dextrose should be started 

2 Despite the precautions taken in the checking of 
donors donations and the final product, the transmis-
sion of hepatitis cannot be entirely excluded follow-
ing the administration of coagulation factors. This 
should betaken into account before using Prothromplex 
to control haemorrhage in non life-threatening situa-
tions in liver disease patients and those undergoing 
anticoagulant therapy. 

3 During every type of therapy involving blood or 
coagulation factor concentrates, the occurrence of a 
circulating coagulation factor inhibitor is a possibility 
The time at which such an inhibitor is produced 
cannot be predicted and depends neither on the 
amount of the plasma preparation administered nor in 
the frequency of administration 

As far as is known neither corticosteroias nor 
immunosuppressrve agents significantly influence the 
rormation of inhibitors 

Pharmaceutical precautions Prothromplex has a 
shelf life of one and a half years when stored between 
- 2'C and - 6'C it should be protected from the light. 

Legal category POM 

Package quantities 200 units or 500 units of 
Factors Ii IX and X in each container 

1 rubber capped vial containing lyophilised Pro 
lhromplex 

1 rubber capped vial containing 10 ml Water for 
Infections BP 

1 10 ml disposable syringe 
3 disposable needles 

Further information Prothromplex can be stored in 
a domestic refrigerator and can therefore be kept avail 
able for home treatment 

Prothromplex can be given in small volume inlec 
lions and is therefore suitable for home treatment 

Prothromplex can be moved in insulated containers 
to a refrigerator at some other location giving a patient 
a greater degree of mobility 

Product licence numbers 
200 units 0215/006 
500 units 0215!007 

KRYOBULIN• DRIED HUMAN 
ANTI-HAEMOPHILIC FRACTION BP 

Presentation Dried Human Antihaemophilic Frac 
tion is a white to yellowish amorphous powder or a 
friable solid without any characteristic odour 

It is prepared from the plasma of suitable human 
donors whose transaminase levels are constantly 
checked and whose donations are shown by RIA to be 
free from HBSAg Pooled plasma and the final product 

are also tested or freedom from HBSA9. 

It is packed in vials each containing approxiraeieiy 

250. 500 or 1 000 International Units of Factor VIII 

Separate vials of solvent are also provided these being 

Water for Infections BP 
One International Unit is the amount of Factor VIII 

activity contained in 12 745 mq of the 2nd International 

Standard for blood coagulation Factor VIII Human. It 

is approximately equivalent to the Factor VIII activity in 

1 ml of average normal plasma 

' Suitable human donors as described by the British Pharmaco-

poeia Addendum 1978 under Dried Antihaemophillc fraction 

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 
Haemophilia complicated by Factor Vlll inhibitors 

Dosage and administration Frequent tests of the 

patient s plasma level of Factor VIII must be made to 

allow correction of deficiency by Kryobulin administra-

tion, but for guidance an estimation of the required 

dosage can be made by the following calculation 

To achieve an increase of Factor VIII concentration 

of 1% it is necessary to administer 1 i u of Kryobulin 

per kg body weight. 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 extra 

vascular compartment 

Bleeding from skin, nose and oral mucous membrane. 

Initial dose should be 10 , u ,'kg at intervals of 6-12

hours 
Haemarthrosis Initial dose should be approximately 

101 u kg and the maintenance dose 5-10r u per kg 

at intervals of 6- 12 hours Combined with immob'nsa -

tion of the affected joint for several days. the treatment 

should be sufficient to restore function 

Bruising In most cases a single dose of 10 , u kg Is 

sufficient For widespread bruising repeated ad-

ministration of 5- 10 i u kg at intervals of 6-12 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 15-20, u kg should 

be given the maintenance dose to be 10 1 u kg at 

intervals of six hours from the first to the second day 
and at intervals of 12 hours from the third to the fifth 

day 

Haematuria Initial dose should be 15 20 , u ;'kg. the 

maintenance dose'to be 101 u kg at intervals of 12
hours 
Major surgery on haemophilic patients The initial dose 
should be at least 25-501 u /kg and the maintenance 
dose 20-401 u /kg at intervals of four hours from the 
first to the fourth day of eight hours from the fifth t0 
the eighth day and of 12 hours until all wounds are 
healed 

The effect of treatment must be checked daily Factor 
VIII activity should not be allowed to fall below 50% 
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of normal 100% average values. 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 VIII 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 10-20i u 1kg should be given Main-
tenance treatment with this dosage at intervals of 
six hours from the first to the third day and eight hours 
from the fourth to the eighth day after extraction, 
should be given If more than two teeth are to be 
extracted from patients with severe haemophilia a 
minimum initial dose of 20-30i u 'kg should be given, 
and a maintenance dose 10-20' u./kg at intervals 
of six hours from the first to the third day, and of eight 
hours for 12 more days The plasma concentration of 
Factor VIII should not be allowed to fall below 10% of 
the normal 100% average value 
Factor viii assay should be used to monitor the effec-
tiveness 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 intraven-ously, at a rate not exceeding 10 ml in three minutes. 
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 

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 
cort'costeroids and routine treatment given for ana 
Phylactic 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 VIII inhibitors The appearance of a circulat-ing Factor VIII inhibitor is possible Its appearance 
cannot be predicted as it does not relate to the af mount of Kryobulin administered- nor to the frequency 

administration As far as is known neither cortico 
steroids nor immunosuppressive agents significantly 
'nfluenee the formation of inhibitors 

errnaceutical precautions Kryobulin must be Slr~rH1J hel It Weeft 2' and 6"C, and protected from light then bet has a shelf -life of two years When stored 
wean + 20'C and 4 30'C it has a life of six months Lepe1 

gory POM 
Packke quantities Kryobulin Home Treatment 

a tainin Each Pack contains 1 rubber capped vial con 

Fraction19P 
or 500, u Dried Humeri Antihaemophilic 

Bp tubber -capped vial containing Water for Injections 

This pack also contains a syringe I/V needles, 
winged adaptor needle and filter needle. 
Kryobulin Hospital Pack Each pack contains 1 rubber. 
capped vial containing 1,0001 u Dried Human Anti. 
haemophilicFraction BP 

1 rubber -capped vial containing Water for Injections 
BP 

The pack also contains a filter needle. 
All three presentations of Kryobulin are available in 

red packs where the product is obtained from 
European plasma and blue packs where the product 
is obtained from American plasma 
Further information Kryobulin is especially suit-
able for Home Treatment. Packs contain all require-
ments and can be stored in a domestic refrigerator for 
two years and for up to six months at room tempera-
ture not exceeding 30C 
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