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data sheets in this Compendium are prepared independently by each participating company and
h proof s checked and the text confirmed as correct by the participant concerned. Neither
apharm Publications Limited nor the Association of the British Pharmaceutical Industry (ABPI)
¢ 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
loss of profit or any liability to third parties incurred by anyone relying on the information con-

xes
alphabetical index of products, an index of
-Proprietary names and a directory of partici-
'ing companies (together with their telephone
mbers) are provided in the tinted section at the
of the compendium

sheets
3 . > .
sheets are supplied to practitioners in

" 10 comply with the requirements of the
ICines Act 1968.

e cz’:c Prepared by the individual com-
what lr?rned and, in consequence, vary
itements StY»le. All follvow, however, the
icines (b which are laid down by ‘The
Pa"'c'panoata Sheet) Regulations 1972".
°°mpan|e: In the compendtum IS open to
iMende r'nanufactunng medicinal pro-
on Or use under medical super-

ftl:., information

- "egula

r e:;ms which relate to data sheets

N Undey <::)e of the material which may be

~ " € heading ‘Further information’
w:se"'O" of the word ‘Nil' in any

in anele there is no entry under that

f lesg awau'ac'“'ers are, of course, none
Mation OHthW'“mg 10 provide additional

€ir produc
 shoy 1s upon request.

Ould be d )
NCerneg irected to the com

fequ;

Uiy

ee's |
"“Parag Ncluded in this compendium

”‘z"'QWGd during the first quarter
€ co i
in July 1980 mpendium itself was

ned in the data sheets appearing in this Compendium.

Trade marks

An asterisk by the name of a product indicates
that the name is a trade mark. The company
symbols which appear in certain participants’
sections are also trade marks.

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
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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 ¥ 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 5NQ,
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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Code of Practice for the

Pharmaceutical lndustry

‘ditior ,D.‘r”mru-' 1978)

cal Ing,
to be followed in the Marketing of med
superwsmn
The Code wa

account of ch
Publication

an

en regularly 'evised 1o take ™
A fifth edition wag 'Ntroduced i 1978 i
fol!owmg Consultation With the British Medica) Assocuatfon and t'he
Departmen! of Healsh and Socja| Secumy The Cod e€mbodieg the basijc prmcup:s -
and Procedyreg Which the Pharmace, ical Ndustry pe 'eves to he essentia| .for the
onduct of jrg Marketing aClivitieg and for 1 Mainte ance of ¢ andardsg Which are
In the INterests alike of € public, the edical and alligq prof SSIons ang the
rnduslry
On Occasion, he Criticism has beg Made tha; Memberg of the cal Profession
were noy aware of Provisiong of the Code and, Onseque tly, thay he Code had
been |egg effective than mighy Otherwise have pe the . To ensure thay these
Provisiong Come bettey know + the fifyh edition f the Code h en repvoduced
n its entirety below
hose Who feg) that th Promotion of 3 Medica| speciality UcCt hag fallen below
the Standarqg are requiy by the Code ay wri h Wish, to the
Secretary, Code of Practi Co Mittee, 1ation ¢ © British P armacemical
lndusrry,162 Regen Streer, | donW1R -and agk hem investigated. "
W
¥,
INTRODUCT!ON the ‘ Ciation p €S thap appyopnate sta':’:'::ﬂ: :-*u‘;
Mar t 3 n
This ¢ de of Practice fo Phar aCeutica Mean ¢ ,?Ig rease "ot bg de ";edh bnssociauoﬂ 5'.!«
dustry hag been, drawn Up after o Sultay th the e els' Of the ode of ¥
fitish Mg Ical Aggq 1ation nd De ent of have Urred | promulganon of the C L
Health an ial So rity Pracy; Submitteq 1o it "estraings. bl Y,
» . u g
The Coge owes s o in t Th Code ¢ asises the Portance in the pu
the Asgoq ation f the nngh 3 ag::ﬁ‘ralnat:joun 'of Nteregy f provig he m ical ang allied profeiﬂdz: _
t SeCure 4 ace tance d doot»on of hs "}; With 3 Curate, ¢ Irand op, cnveinfor ation on m be f‘::ﬁ
Standayg, of Ondycy vkehng of d‘g| products 50 thy rati Prescribin, €cisions C’"M ‘
Prodycyg designeq ¢ dical g, Medica Made. Mg, Ver, the CCepts the principle tw %
Medicy 'Sion Such Information houyl eSenteq in a form and o Ty
. c:"p ucts Usually Owe the;, EXistence to 3Ys ang ean Which Conforp, Not only 1o mns H
evelo "b 2Ut by their Man Clurers o, to th requuemems but 150 1o eqpy I Standargs and cano \
fore” M by the Of tesuir of ICadem;. '®Search  of 900d tagq. de W,
minr)\:ﬁacrumv:?vc\:l'l ﬁ?:“" 'S Placeg he markey the The dustry | ANises oo Obligation 1 D'°"'?: \
Cologicg) o armacg. ?g;:iu Ulat(:dc Siderapy tox;. nformg 'Onaboy '€l progy, 1S 10 the pharmacz““ 3,
will have t al egsm d clinic I evig and cal Profession an Principleg Set oyt jn this C”.d \
teitic Ulacrygg® St uto’k requi £ 1E7S for ‘thg 'he::'O' rorY €Qualy 1o OMMunications addm" ces '\
Compy Sive | islation ng" that Prodycy 0h 3 profesg;, we there may e mmcoda N
Quard 4 ubl; Y ensypin . a"'°d'uced 10 safa. e 9;3 comphance With ay ry Provision of the with
Standargg o« Quality, " g Prodycyg et woylg e 2 PPIOpriatg " snple in connection N
Jcceptable the ‘state o1 V’esm:"skmy Which are Promotiong) opterial the o ¢ Which is 1o Sonwey !
©XDerignce e Nowleq and  infq, ation of co "Cial natyre 10 pharmacsts %
d Dhafmaceuucal distribygys W,
5 Ceg a OWOVQ,‘ T f self- ',“‘
hpmahng 5 h 8 kogy) anufac[uye, e Code, therelore, "epresents an act of s\
o Serving Messiq for i Y mpetitiyg | dusyy, disciplip Acceplanceand Observancg of its prows"’m )
% essenyial to ¢ Mtonyjq eedom, of Choice 'Bacondmon of mem "ship of the OCiation of '“ Y
Naturg Partic,,| Prodycy.y 1O th Xistence and  Briygy, Pharm eutical |p, UStrY. Member compa""d \
Priatg o, Oliong 0asyrg énu' :x Ple, by apprg. alsg acknowl that Ode tself 'S 10 be apph
rther ot 99¢ ang oriey. e vssemmanon of In the Spint, a¢ Il as in the letrer n %
"Pread ygq *1C Qaineq " Wide. Phavmaceuucal COMpan;gg outside the Associatio \
° w are inyjy 10 accep, Nd obserye the Code because .
esting, Nufgey 'Dl6 1 legigyy isfacy Itis COnsidergq 9h ethica Standards shoyig be N
1 e ang €ontyg f me , Y for yp, follgy d lhvoug out the Industry if iy s 10 main N
i ‘ Oduc tain th nfide f all the {nterests which it serves Y
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CODE OF PRACTICE FOR THE PHARMACEUTICAL INDUSTRY

o 1S administered by a Committee estab- cines (Advertising of Medicinal Products) Requlati

! by the Board of Management of the Association 1975, i.e. catalogues, price lists or othgv dc?cun::nr::
S otee, with an independent legally qualified  issued with a view to wholesale dealing but not con-
o =an from outside the industry, consists of two  taining any reference to product usage other than a
P et members who are medically qualified  therapeutic classification.

o 101 engaged in the industry, and twelve 8y ‘whol L

hers who are drawn from the senior management y ‘wholesale dealing’ is meant the sale of a product
" onber companies, including at least four medical to a person who, during the course of his business or
s o medically qualified persons of equivalent professional practice, buys it for the purpose of selling
. it or administering it or causing it to be administered
e Chairman has general authority to obtain expert [0 @ne or more human beings.

saance i any field, and has an original and a cast- 1.2 The term ‘medical product’ means any unbranded
o vote or branded phar_maceutical product intended for use in
| s Committee meets regularly to deal with com- humans whnc_h is promoted to the medical profession
5ns 10 secure compliance with the Code, and to rather than directly to the lay public.

:,‘,;:‘,:t'gf‘:h"‘e"‘egd?"'O"S -t deems fit for the 4.3 The terms ‘medical profession’, ‘practice of medi-
provisions of the Code. cine’, ‘practitioner’ and ‘doctor’ should be interpreted to
1FA» oustanding feature has been the success of ©Xtend to the dental profession and be construed
“tiry compliance with the provisions of the Code  2ccordingly.

#ceptance : , ’
1% 1ot been lo\z:dt?\eec': lings of the Committee. It 1.4 The term ‘medical representative’ means a repre-
“secompliance becay ssary to apply sanctions to  sentative whose duties comprise or include calling
# Wmioys se members of the Association  upon members of the medical profession.

s 10 ensure that the i iviti
o 1o the highest 8t ir marketing activities

|y andard.
L) .
:,",‘ml;moonam. therefore, that the Code should 2 Methods of promotion

™e Cod

teflect that . Ul
s O€I CONStant '::?;\:a{,d a:d for this reason itis  Methods of promotion must never be such as to bring
b';';. aMmended f vy the Board of Manage-  discredit upon, or reduce confidence in, the pharma-

'om time to time where nece

it ssary

dance of "d bring it up to ¢

4 me j ate. Notes for the : ;

“He them im':":' Companies are issued periodically  1he issue of rubber stamps to doctors for use as aids

t;; o the Commity of the rulings and recommenda. {0 prescription writing is one of methods of promotion
g €€ and of any alterations to the  Darred by this clause.

ceutical industry.

Ths ey
; on of
1 ang !be Code ‘
?';hed :: :hse fuhllt\ Qditiozu‘;?rrnizdf:em(‘::é:vaz: 3 Nature and availability of information
Q,Q::'S'Ons which e:“ bodies the basic principles 3.1 Upon reasonable request, the company con-
s 5 Ssential for 1h° phar maceutical industry cerned shall promptly provide members of the medical
n e for the "\aime conduct of its marketing  profession with accurate and relevant information
digg METESIS )i enance of standards which about the medical products which the company
Professions e of the public, the medical markets.

and the indyst,
o 3.2 Information about medical products should accu-
rately reflect current knowledge or responsible opinion.

S|

e 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-

ENtary to

x .

“ Quidancy 'Ch appears in italics, is in-
S to the interpretation of the

on of ingless and best avoided unless they can be linked with
The term Certain terms some practical advantage, e.g. reduction in side-effects
af"mu: W'!motio"' mea ) or cost of effective dosage.
) iy dor o, "1ties, undetrt‘:kt:: s: informational 3 4 |nformation must be capable of substantiation,
oty '"duc,"t'r"lh his authority 4 the product  gch sybstantiation being provided without delay at the
,"*m,;:'“ed‘ € Prescribing, Sl'lppl: gr‘"a%?:fmgf request of members of the medical profession

Ical prod b
Y o s .:’D'mea::‘:' Itincludes, for example,
iy Of mms": 10urng| ans"éQ"Ous aspectsof sales  , o, nd comparisons
%"“n y‘ ang 3‘: Other 4. eCt Mail advertising ; aims @

Thy T Provi audio-visual material and 41 Claims for a medical product must be based on
- S

' ' H . -
| By, POm On of samples, gifts or an up-to-date evaluation of all the evidence and must
"2 .Mag Otmn.

d i idence accurately and clearly
nr:" q(,qs " 985 not extend to- reflect this ev ,
Vi Mcqge? OF tm '%Sponge i s 4.2 Exaggerated claims should not be made and all-
' %"‘:‘m“’ W:\) 12Plies i 10 enquiries from par-  embracing claims and superlatives avoided Claims
’) Ay Pubjigp et of en“m'm"se to a specific  should not imply that a medical product, or an active
) shed in n? uiry or comment, in-  ingredient, has some special merit, quality or property
':"""\a '"'“;:'“’“ta of edical journal. unless this can be substantiated
L o 0 Pac ;
' , T ”"’GUC: Tecal| of :,gsm"“' adverse re-  Claims such as ‘agent of choice’ should be avoided un-
o Yo gy, NiMS, ucts provided they fess they can be clearly substantiated

Vonigg,
menty . tement about side-effects should be spe-
ad defined in the Medi- :“3“: ::\%v;‘a:od on data submitted with the licence

vii

-
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mEicaner 3r Tenfied T the censing aurhanty or an a The number of the relevant product licence
nupishee cata o samch efersncas are given. [t should name and address of the holder of the “Cencgw J
8 FEME Tar & Srecuct tas e fce-2Tects. owc husiness name and address of the part of his o'
responsible for the sale of the product

tEoHTs Ir eXE of adiicnon. The wond safe must not
.

T LiSS wmIMeur gu@mneanen
B A guantitative list of the active ingredients, gt

approved names where such exist, or other xgil
sropnetary names; alternatively. the non-propr;

&2 The song Tew SNCuIC NP D8 used o gescroe
HTW mmeueT Ir Sresentancr wimch tas been generaily
a@igoie I 3y herspeutc ncicanen which tas Seen ~ame of the product if it is the subject of an acey
el gromores. or more ihan Peeive mentns in the monograph
mmee dngoom ’

. Asrention is drawn to the fact that the l
&3 Companscns cf procucts must Se f@ctual. far Aavertising to Medical and Dental Practiti
e cganie of sucsTannancn. It prasanung 3 comoarn- Segulatons 1878 (SI 1978 No. 7020) may
K217, cER TIUST 3 T@kan T 2nsurs that it cces Not mis- adcitional raquirements which relate to the positen. 1
gEc v disToracr, By ancug @mpnass, or (n any omher rype size of this information. :
w3

e Arleast one authorised indication for use conss: ]

—TPITG CIMBAHFRNES. MICH TIarely claum (hat 3 pro- aith the data sheet.
fucr o Semer or mrooger C. showla ot e used »
: - 4 A succinct statement of the information in thes

&% Sranc tames of pmducts of cther companies  sheet relating to the dosage and method of use
o the indications guoted in the advertisement

usT Ter 2e usec uriess e gror consant of he pro-
eI Tas Seen corairec. whers not otherwise obvious, the route of ad:

ton .
. e A succinct -statement of the side-effects. PR
3 Ompariging refsrsncas autions and contra-indications relevant to the 0%
§1 The crecucts cr saricas of cther companies  0O7S 7 the advertisement. giving. in 30 S0/
Srenies Ter S discaraged sther dirsctly or By imgiica- form. the substance of the relevant information " S
S cara sheet |
SuGTaTTARE CIMEArAtye C@ITS AWItnG fir comgan - £ Any warning issued by the Medjcine: Cfot bl
s w3 GrIGE of Grodicts or with other products 2 committee appcinted under Section © O Ly i g8
e same “mict are arismibin. provided that such =083 Act 1988 ov the "“::'"9.““""""' . '
s are AGr Sresanted o« 3 way which is ikely (o quired to be included in advertisements.
et meater By Sstoruce. sndue emphaus or g The cost of a product, except in the case of ¥
ST ErmgE Ssements 0 journals which have an apprecior

gortion of their circulation outside the Uni

value ¥

$2 The dimcal ang scientfic comions of members
feqscns should not Se dis- The cost of a productis the cost (excluding ¢

-f tre mecical are #lied ore :
saragee ater SinecTly o OV mphcancn rax) of either a specified package of the Tl R,
3 specifiad quantity or recommended daily do5% !
latad by reference to any specified package of the F
Prumtad promaoticaal matanal duct. o
* Artention is drawn to the fact that the Voo,
§1 Tre Macicres Act 1362 requires 3 charmacauti- s smzng to Medical and Dental Practit®”
crar with 3 2312 SPeSt .o ianons 1578 (SI 1978 No. 1020) impose *

-3l comCATYy 15 Srowice 3 oracth
ractiy 1o P, The content  go caguirement to that oroportion of the Circ

mfiore cromenrg grocuet (-] p

f uc® Zara hees 1 Catarminec By Pagulauons mace s 5 ,ournal which has to be outside e

seger Te Wadicres AcT Kingdom in order to qualify for the exceptio”
pron products e requrrement of

Cacs Saests for many r{m': =
Zllignas . e AZPY Daca Srwet Camuor’,dlx .Z a:': . 6.3(ii) The information required by Clause &%
- (@), (e) and (f) must be printed in such

s igused € regular Wtersais C
sl are sopohed 1o members of the medical 308 o0 3 cosition that its o e nship 10 the Raims
prarmpca el prolessons \ndications is readily appreciated by the
i cm eperad maranal (nclucing ournal ot #

?nr:alrr’ ::.r,:r s ausc for promoucaal purposes ‘0—4“:& The ';?";'n’".""“ :fma.:uu 6.3 do N’
v. e ;r')“.ix: (carca RCicer Cr wth fud authonty must ’ ;‘: - “Obbf g ommtho u“"xl “'d"

dr z o At scacfiec 0 s Coce aborew isement’ 1S ), ,.;M"
cleds CTo o contains n relauon to the product no Mo

Tre res o dCb«méJwé‘ 83 IDOTOPNALE
f-:’::’:' :—,;:«4‘4 wiCh i ATy B rErUIING directed to- ® The brand name of the product.

s . e ical Crofession even 4.2 /3 of 2 general b The approved names of the active in9"7
e where such names exist, Of other no e of

o prss T 4
srestgt s seruserments isung 3 company s

"::"’.l; - names alternatively. the non-propnetary ”

o groduct if it 13 the subject of an accepted MO

et whech would not Stheraise conform
:’,,y{:;ﬂ'f‘;;‘:;;,q ot be regarded a3 doing 30 By Artention is drawn to the fact that lh;” o
,.,',,,,' sty of s fact (hat the contant of the data sheet (Advertsing to Medical and Dental 020) :
3 rapedaind 88 DT of the advertisement of pecause Regulations 1978 (S§/ 1978 No ;" g v

cs shaet i3 sert with he adsartisament sddmonal requirements which relate to the p i
e B s it s’ 29 type of this information

L s ’

2"‘14 :’:.‘Ku":l e (oiloang nformaton must ¢ The name and address of t
o e Clwarty #el come Aty on pnaied promatonal holder or the business name a
e of his business responsible for the
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indication
r use, Or more ghan one indica
4 One '":;f:r::,sr; 'ac:e related, consistent with the data
dedf

t ith the data sheet,
i ment, consistent wi

‘°°"°,':§:371'5th the product is recommended for

. ut\:i.éauon or indications.

such

hich indicates clearly that further
f AfO'?“: '»,‘s”’°;3§n‘:b|e on request to the licence
ma;ﬁs 10 be found in the data sheet relating to the
- d advertisement’ must always
‘abbreviated adverti )
ntain thAeninzormalion required by Clause 6.4(i) (a),
f:) (c) and (f). The information required by Clause
§4(i) (d) and (e) is optional. An ‘abbreviated adver-
nmement’ must not include any illustration which is
ikely to convey any information about the proc_iuct or
mply claims which are additional to those provided in
accordance with Clause 6.4(i) (a) to (e) inclusive.

84(iii) An “abbreviated advertisement” directed to-
wards a doctor is permissible only when it constitutes
anadvertisement appearing in a publication sent or de-
ivered wholly or mainly to doctors. A loose insert in-
w insuch a publication cannot be an ‘abbreviated
isement’.
Attention is drawn to the fact that the Medicines
dvertising to Medical and Dental Practitioners)
Regulations 1978 (S! 1978 No. 1020) impose
“ional requirements which relate to the maximum
permitted size of an ‘abbreviated advertisement'.
84(iv) An‘abbreviated adverti & i
4 vert =
sble where the Medicines Cor\"nsr:?‘sseig:\.'sangér?\en'\?t‘t.:e
m“".w under Section 4 of the Medicines Act 1968
bei u“"s,'ﬂs authority, have required a warning to
Poduct ml: a:v advertisement relating to the medical
::icxion thet "abi ’I;censmg authority have issued a
'Ssued

‘ viated advertisements’ should not
b5 py

omoti .
m°“9s’;3' Material, such as mailings and
‘T’zms. Must not be designed to dis-

Doctors .

L 2 b5

?. Quise g;,z:r'?m; "eceiving promotional material in

: e engl MMmunications, as when adver-
ddy n teaf o,olsed_m_ @ plain envelope or are

Er::“," acsimile handwriting on letters or

¢lopes

D1omens: shoulg ;

: M&(;M., ”'"elialn?; ?;;' used for the dispatch of

# °°nlm,, ;‘:"lqnts are nop. :’); ’:"e‘qr words implying

"'Ndy.,:w“ inform 1onal, e.g. that the

ation relat;
COmp, e 10 use 4; Ng to safety.
D] ticqpctions of non-geSS mail only for important
v ;.“” o .of Warnin Omaotional nature such as

"VOni;,,,,:"’d"c" 98 or cautions or the withdrawal
L to ’ nts in ]
e Journ X
' Semble edirorinlaf;"‘;"’:"l’d not be designed
liygy "OtiONg)| '
' sty Mater ‘
“%nm 1:::" 10 can al should conform, both in text

'Ons of 0
A%.“m Dfof.mo“' staﬂ od taste and should

o nding of the recipients.
0
. " Paryy, clo: Nude female form (even in sil-
0 1y O e ot Materiy, . '9Ures should not be used
the , “Motjq &' in sye
Ojfext. 0Nl regp, @ way as to arouse a
x.,,‘::h" NSein order to attract attention
e, W, ary
°"::':"07. Dloe ::1’0',',':,," ",":d body which are neces-
Oy ey, nd"'dod th.(ygh,: 'C':,“’Saye of the text are
Oog taste nform to the dictates

R R TRR
F
=
—
=
o
P~

of
"'o:,

-

0% of
Photographs must not be used

CODE OF PRACTICE FOR THE PHARMACEUTICAL INDUSTRY

In a prominent manner in promotional m
other way that is contr
medical profession

aterial or in any
ary to the ethical code of the

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 shouid
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 Inamulti-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

Promotional material should 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 Mnistry of
Health 'Freely inthis 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 10 exercise
due economy

ix
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8.2 Reprod
prescription f

motional purposes unles
priate Government department has

The term ‘reproduction’
simulates or might be ta
in question

been received.

9 Artwork, graphs, illustrations, etc

9.1 |llustrations 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. e.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 speaker

10.2 Quotations from medical literature, or from per-
sonal communications received from doctors, must ac-
cutately reflect the meaning of the author and the sig-
nificance 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 rin
L. printed promotional
1.1 Promotional matenial should only be sent or dis-

tributed to those categories of persons wh.

: 0se need for
ot interest in, the particular information ¢ '
be assumed W Fesmansbly

1.2 Any information designed t

0 encour t
of medical products in clinics, industnal con::.nsh:l:;:
or schools must be addressed 10 the medical adviser
or medical officer or 10 medical auxihary staf

uctions of official documents, such as
orm FP 10, should not be used for pro-
s the agreement of the appro-

includes any depiction which
ken to simulate the document

11.3 Restraint should be exercised on the frequ,
of distribution and on the volume of promote;

material distributed.

The style of mailings is relevant to their accepta

to doctors and criticism of their frequency is mostfi
to arise where their informational content is limittdg

where they appear to be elaborate and expensie
higher frequency rate will be accepted for mailingi &

‘new’ products than for others.
11.4 Mailing lists must be kept up to date. Re
from doctors to be removed from promotional

lists must be complied with promgtly and no name
be restored except at the doctor's request or wih

permission.

*m e T W TR TS

. rm e W

12 Audio-visual material
. . - . "
12.1  Audio-visual material must comply with 2l
vant requirements of the Code, with the exception
Clause 6.3.
12.2 When audio-visual material is used 10 P
a product, copies of the relevant data sheet, of 2
ment with the same content, should be made avé==

to all persons present.

12.3 Audio-visual promo
the certification requiremen

tional material is subje
ts of Clause 13.

13 Certification of printed promot

material

13.1 No promotional material shall be issued

the final text and layout have been certified by two
sons on behalf of the member
ided by this Clause. One of the two persons °
shall be a pharmacist ' 22
other appropriately qualified person or a senior ©
of the company. The doctor, pharmacist of other ®
fied person must be a senior employee of the c0
or an appropriately qualified person whose servic=
retained for that purpose.

18.2 The names of those nominated, togethet
their qualifications, shall be notified in advance ©
licensing authority. The names and qualificatic
designated alternative si?natolies must also be &
Changes in the names of nominees must be P
notified.

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

13.4 Member companies shall pressrve all €
cates. together with the material in the form
for not less than three years and produce 1
request from the hicensing authonty or the

at the instance of the Code of Practice Com

13.8 The foregoing procedure shall apply.
necessary vanations. to the cemification of
matenal for representatives in accordance wi
1512 and to audio-visual promotional "
pared by or on behal! of member co e

14 Suspension of advertisements

In the event of the Code of Practice Commitieg
Ing & member company 10 withadraw an ag
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n a complaint by the licensing

pndind ':,g:::('?; (?\e safe or proper use of the pro-
oty e mber company shall at once make every
zf,',é:eend”"”' 1o comply.
" Medical ropruonutlvu

{ Medical representatives must be adequately
:,:ned and possess sufficient medical and technical

e to present information on the company’s

::ducts in an accurate and responsible manner.

Medical representatives should at all times
nantain 8 high standard of ethical conduct in the dis-

charge of their duties.

183 The requirements of the Code which aim at ac-
curacy, fairness, balance, good taste apply to oral repre-
wnations as well as printed material.

154 Unfair or misleading comparisons or com-
ssons implying @ therapeutic advantage which
s rot in fact justified must be avoided by medical
epresentatives.

165 Claims made for products by medical repre-
wnatives must be limited to the indications permitted
by the product licence.

158 Medical representatives must not em
: ploy any
inducement or subterfuge to gain an interview. No

mu .of a fee should be made for the grant of an

;’:’ ;’:lzl;fe /OI gaining or extending an interview on
T does ngr carrying out a survey is to be avoided.
b6 obw:rzclude the use of nyedrcal representa-
# essentiaf th ona fide survey information, but it
Conducteq at the survey should be devised and
nind that 11, 2 [0 leave no doubt in the doctor’s

at ) :
""Nmuionfhe survey will produce medically useful

15 Med:
"Wmncy“",';":‘ representatives must ensure that the
9 and duration of calls on doctors, or

% hogp;

pital .

¥ made :6"?09‘0ther with the manner in which they
i individya) doc:iause inconvenience. The wishes of
 Daicylay o O OF the arrangements in force at

" establi
dica| ropresenl?xmsshmem, must be observed by

Numbey of
::'nlelv./ calls made on a medical practitioner and
f

S betw, ;
¢ t; ,,,,na"one:’nhs:;uc:ss/ve visits are relevant to

anie. ncy.
Vigit S sh
the : :0 not cau;:,u,-lg arrange that intervals between
tich 7 Of cas ':oé’Ven/ence to practitioners and
Hree vi:' shoulq noga e by a medical representative
""ag:sw each doc’:g;ma”y exceed, on average,

dre to b .
€ calculated s
eparately for

visits €r members 4 genersl

of the medical profes-
alion g oy nade. .

"'"danc hould exclyde -
Y a medica) y .
of gor N audjq.y; representative at a scien-
iy ; V1sit <:vc;,°’s visual presentation given to
Gip s Nich
A')%de in ord':r’:,ques“’d by a doctor or a call
‘,:n 9 follgy ’:-‘pond to a specific enquiry.
™ eu'ca/,em P a report of an adverse
an, esentat;
.'C olhel ‘allvg Should >
b et with g ©YCal reprg not stay in a surgery
T t docto, Sentative is already wait-
c,o".zsenlan’ves fn?,’s;ecfpflonisr’s approval.
me w always endeavour to
ehe‘,a';za'he utmost respect and give
r u:; his time might have been
avoidable reasons, an

fo

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 only 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 (iif)).

(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 1o @ 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 more
than the company name and address. The form must
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be handed bya representa
then add al| other details.

Wherever Practicable, an individual
Not represent more than fo
Patient, When samples are provided
In the récognition or
demonstrate the use
equipment, only the m

INimum quantity necessary for
this Purpose shoylq be supplied.
16.2

Wh of products festricted by |ay to
Supply on Prescription are dlsnibuled by a
be handed direc
2 person authorised 10 receive
on his behalf. A similar Practice mysgy be
Products which it b
medical Supervision

tive to the doctor who should

16.3 Samples of Products restricted by law ¢
on Prescription, which are Made available ¢
Sentatives for d:smbution, shoul
quantity ang an adequate System
should be establisheq.

16.4 Samples Sent by post Must be pac
be 'easonably SEcure againgy the pa
by Young children,

16.5 Dostnbuuon of Samples in hospitals should
Comply with individyal hospital "egulations, i any,

O Supply
O repre.
strictly limited in
of accoumabilitv

ked so as to
ckage being Opened

17 Gifts and ind

171 Subject 1o Clause 172 no gift
ducement shall be offered or given to m,
medical Profession for

ucomontt

St the extent 1o which mailings
e opened ang read ang which involve 5 ward, e
a reward for the return of 3

Voucher includeq i;> !))é
mailing. are Unacceptaple jf th

€ giftis one which would
not come within Clayse 17.2.
17.2 Gifts in the

form of articles designeq as pro-
motiona| aids, whethar related 1o 5 Particular Product
or of genera| utility, may be distn‘buted 10 memberg of
the Medical ang allied Professions Provided the gift is
'Nexpensive gng relevant 1o the p
acy

ractice or medicine

and
€ reasonaple gifts. Gifs of
be in Contravention of the
ode as being irrelevant 1o ¢,
Y

€ practice of medicine o
Pharmac

1723 The 'equirements of Clayse 6.
do not apply if 3 Promotiong) aid of th
In Clayse 17.2 bears ng more than o
lollowmg Particulars -

(i) The Name of ¢

3 or Clause 6.4
e type mentioned
Ne or more of the

he Product.

(ii) The Name of the Product licence holder of the
Name of thay Part of hig business "esponsible for the
sale of the Product

(iii) The addre

oduct licence holder
address of the pan of his by es;

or the
sin
sale of the Product

S responsib|e for the

(Mk An Indication that the Producy Name s 4 trade
Mark,

Ia Promotiony) ad Consists of a
ndividug/ Pages p

note pad jp which the
ar advertisp,
a

9 materig/ there /s no
s to ¢

omply
nlormonon "eQuireq by
einthe pag. for example, op the coye,
xii

in
6 providey that the
IS given elsewhe

INDUSTRY

18 Hotpiulity

Emenainment or other h

ospitality offered 1o me;
of the medical and allie

d professions for PUrpOsss ¢

0 the occasion - s cost should not exceed tha;'z
which the
for themsely

©
8
@
@
a
3
e
o
s
=4
)
SEE TR R-Tee
k]

place if the advertising L #
'S Supported by a clear educ ;
tality 1s ottereq at meetings attendance should

restricted o members of the medical and
professions.

It follows, therefore, that invitations to suchl
and group meetings should not be extended to wi
or husbands unless they themselves are pra
members of the medical or allieq professions. ol
€N organising 5 meeting at which hospl_ldmft
be offereq, 4 factor to be taken into account is

Pression which iy be created in the ’"_”’7,‘ }
recipients or those who hear about jt. Hospitality
becomes little more th

an pure entertainment h"n"d
value jn terms of the Provision of information a
motion; sych hospital;

ore, as irrelevant and wasteful. :‘

ollection and analysis of
€ unbiased ang non-,
S€ 1o which the statistics or info

s put may well pe Promotiona/ The two phases shi
be kept distinet

191 Methogs

used fo, Marketing research must
never be sych 35 10 bring discredit upon, or to red
confidence in, yhe Pharmaceytica) industry. The follow:
'NQ provisiong apply whether the research is carried
directly by the com

! | oY concerned or by an o

tion acting on the Company's behalf, .
19.2 1, following Information myst be made aval
able to the Informant g first approach :

(i) The Nature of the Survey

(ii) The Name ang address of the organisation cany:
NG out the work.

-t
(7<)
-]
-
H
-2
3
(-]
]
-]
5 §
T
- -

-

and lengh of the interview.
The "equirement i Clause 19 2 (ii) does not mean that

'S also ob/igeq to reveal the identity

depend upon the contract
it and the organisation.

intended 1o solicit  disparaging

Competing products Or companies must
be avoided

t
194 Ay Written or oral statement given or made
an informan in

L in order to obtain co-operation must be
ot 1aclually Correct and honoured.

Id
19.5 Any incentives offered to the informants shou
be kept 1o ini

a minimum ang pe commensurate with the
work involved

reum-
19.6 Marketing research must nol' ‘2':"‘:':':‘ on
Stances be used as a disguised form of s
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ch per se must not have as a direct objec-
: ‘Mm:;"c‘"g of the opinions of the informant
1

The identity of an informant must be treated as
:‘{g confidential, unless he has specifically agreed
her m"" absence of this agreement it follows that the

N ton provided (as distinct from the overall
us of the research) must not be used as the basis
B which a subsequent approach is made to that in-
mant for the purpose of sales promotion.

198 Precautions should be taken 10 ensure that no
smbarrassment results for informants following on from
# interview, or from any subsequent communication
concerning the research project.

2 Relations with the general public and lay
communication media

%1 Requests from individual members of the public
i information or advice on personal medical matters
nust slways be refused and the enquirer recommended
10 consult his or her own doctor.

W2 Medicines which cannot legally be sold or
wpplied to the public otherwise than in accordance
with 3 prescription, or which are legally limited to pro-

motion for sale or supply only on prescription, must not
be advertised 10 the general public.

Posters or notices issued fo
genes, pharmacies or any
have access must not inc,
#ouse a demand for any

B3 Statements m

r display in doctor's sur-
where to which the public
lude any message likely to
particular product.

o ust never be designed or made for
&'Mm of éncouraging members of the public to
" doctor to prescribe a product,
m:”l'nlovmauon about medical products or matters
oes i '€10, including scientific discoveries or ad-
"ol;::!mem, should not in general be made

10y o "?oneval public either directly or through

T intention :
‘F'mwc’gt":;:p: 0 ensure that arrangements made for
1 o""?"- or the extent of a press release, are
Medic) p,oduc;’"! the disclosure of information about
9 are c‘p’bf Or matters relating thereto to persons
Bongipy, o\t ¢ Of evaluating the information re-
unmm,,.,,-” ’:"0:1 ::‘I;IL:;’:):: to exaggerate or even
Thej
of n.:'.ﬁ',;{:::ce of such information and the ex-
ally justis rl:ubl_lc Interest in acquiring it may
Y ‘L’d'"ﬂ a press conference or the
- :':”:d such a conference, or the distri-
ho arg °il;‘ 'oleagg, should be confined to
e tepraear. Medically qualified or estab-
Wki.n'i,‘?"mwn of the medical, pharma-
4 1680,

PIess, or as th i .
nsible mediym o0 C8l correspon

information may also be releasad
20.6 A further ex ion

3 genuine mutyal nﬁ::r‘esx or;‘ :vf:::cm o i
nature justifying the disclosure of lnmmmercm
mgdscal products or related matters privately or tom
stricted public. Examples are the interests of s:a::-
holders, financial advisers, employees and creditors -
When releasing information, it ;

mind the provisions of Clause 4.3‘.3::1;,31:’7” ;fniiuﬁ"m‘:
extreme caution required in any reference to s)de-
effects it should aiso be emphasised that the treatment
of a particular individual is solely a matter for decision
by his medical practitioner.

20.7 On all occasions the
written, or communicated by oth
sented in a balanced Way S0 as to avoid the risk of rais-
ing unfounded hopes of successful treatment or stimu-
Ia!‘;:g t!he demand for prescription of the particular
product.

information whether
er means, must be pre-

20.§ 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.

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

The other matters which take effect on 1 October 1979
are 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

i kes effect in rela-
21.2  Until such time as this Code ta :
tion to any particular advertisement or matter, !hE rg
quirements (if any) of the Fourth Edition of the Code
shall continue to apply to that advertisement or matter

xiil
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bott Laboratories Limited

Queenborough
Kent ME11 5EL

ABBOCIN®
entation Each yellow, sugar-coated tablet
contains 250 mg Oxytetracychne Dihydrate BP

Uses Organisms sensitive 10 oxytetracycline include
2 large number of Gram-negative and Gram-positive
pathogenic bactera Those organisms that are sensitive
10 tetracychne 1n the concentrations usually achieved
1 the body during treatment are Bacillus anthracis
pordetella spp.. brucella spp.. Escherichia coli. haemo-
ohilus spp.. klebsiella spp.. Proteus vulgars. staphylo-
cocci, streptococci, mycoplasma, Entamoeba histo-
’M:co, Tnchomonas vaginals, certain rickettsias and
arger viruses. Pseudomonas aeruginosa. salmonella
spp. and Mycobacterium tuberculosis are less

susceptible

cmldven. .hnd administration For adults and older
orally |n‘see dose 1s 250mg four umes daily taken
of trebled vere infections this dose may be doubled

Contra- "
. ,:z’dicnlons. warnings, etc
cyelines cations = Hypersensitivity 10

Pre
"'C":l;';’smz; b:r)nd side-effects As with other teva.
care 1o md:v.dc"‘ should be administered with great
Because of th:a s with renal or hepatic dysfunction
development ls‘a'"'ng of teeth and effects on bone
wegnancy. o etracyclines should not be given 'f
T"'acvciuies' hto children under 12 years of age
ously with m:k ould not be administered simultane-
"on, cale antacids, or preparations containing
Side e;:m or magnesium
1oms ,esul‘?c‘s"ﬂdude nausea. diarrhoea, and symp-
“Ganisms "8 rom the overgrowth of non-susceptible
mouth may c"e’g'OW'h of Candida albicans \n the
txtend into ‘zuse glossitis and stomatitis which may
albicans in ?h"ac"ea and bronchi overgrowth of
Yowth of e bowel results in prunts an over-
m‘-‘um)fﬂonams's"’“' coliform orgamsms such as
?ccas»onall S’and proteus may also cause diarrhoea
¥ resistant staphylococci may give nse 10a

'Amm
ke 2NiNg @
ashes are ,a'z'e'OCohns Allergic reactions and skin

I“fm,n‘

":ao Portive ‘I’t’m:’: erdosage: Gastric lavage. Intensive

gy 018 Such e In cases of overdosage, aller9'c

Mad, May o':cu,s drug fever, anaphylactic shock an

0 administ For treatment of anaphylaxis im-
stration of adrenaline, oxygen and art”

Ingg '0:12::::;0" is necessary.

"Clion gp 0':9‘?'“" subcutaneously as Adrenaline
08 oy Sbvalent 0 0 1% adrenaline) at @

Mayg,,, 2N am-'hm‘"“' For dyspnoea, aminophylline.

v U188, such ihistamines must be given. General

b nf""‘" dru as administration of plasma plood,
Co38ary 9s or hydrocortisone (100 M@ V) may

the tetra-

Com
] Datib
¥og "'Mc'ug:e with alkalis and chlommphemcol
D.'-"nm.ﬂc::'q&"'c?u“on. Store below 25°C
o y closed
".Oory POM

;lckogo quantities Abbocin is supplied in Secun
iners of 1,000 sugar-coated tablets (List No. C945)

Further information Metaboli

sable ca
content approx. 0.29g per tablet. Do
Product licence number 0037/0095

ABBOKINASE* V

Presentation Abbokinase is a highly purifi i
lyophilised formulation of urokinasegob{aﬁ'led f?gnswt ectulle
tures of human kidney cells. Urokinase is 3 plasminogen
_actqv;nor excreted in the urine of normal healthy
individuals. Each vial of Abbokinase contains in excess
of 250,000iu so that, following reconstitution with
5.2ml sterile water for injection, each ml of the 5mi
whu;h can be withdrawn will contain 50,000 iu
urokinase, 5mg mannitol and 5mg sodium chloride.
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 plasminogen levels are
reduced, the effect being dose-dependent.

Abbokinase s virtually non-antigenic to humans
and. in therapeutic doses. is !hlomboplastin-free.

Thrombolytic therapy is indicated in the treatment of
vascular occlusions caused by forming of recently

formed fibrin clots. Theoretically the pest results will
] than 24 hours old.

be obtained with thrombi less |
Abbokinase is indicated as 3 thrombolytic agent in
pulmonary embolism.

Dosage and administrati
ministered intravenously by continuous
usually for a peri of 12 hours. _ »

Itis racommended that Abbokinase be given in 3
solution of normal saline by constant infusion. An
initial loading dose to be given during the first ten

y is advocated.
should be equal to the amount

administer over each succ

ing period of one hour. |deally. an infusion pump should
‘1 a constant rate of infusion.

onstituted with 5.2 ml sterile water

thout reservatives.
e 4 (uted solution should

on Abbokinase is ad-
infusion,

N inje%tlon. :an the reconst!

ra ministration
beFl?mher dilute with normal saline. It 18 strongly
recomme ded thatthe total volume after dilution shou

195 ml jrrespective the number © wals‘ us
since this provud lus dose of‘lsnoﬂ 'hsa 'O:w

| per hour © er urs.
:votrh 2»:3:3 'gfn :r? " cﬁ: sible, the phyesz‘cua:
i t
considerat ons of po

P ?l:nl arger Vo umes nd phvsncal d Hac:u:tav.ﬁ
iy pasuv ith smaller volumes. Ach d'sfunhc'

03 tailing umes of roconsmuuonl n‘l g
ble de { (on the is of final vO L\‘k i
dilution for b g ¢ Abbok
1960 Jable is than ! t required for 1
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1AA* MOUTH AND THROAT SPRAY

tation Each can contains 7.5g with a
~stered valve providing 60x 100 mg doses.

fanzocaine PhEur 1.5%w/w
ceakonium chloride  0.0413% w/w

a #n inent flavoured propellant.
Uses Treatment of sore throats caused by cold,

wst-nasal drip and other irritants, and minor infec-
sens of the mouth and throat.

Dosage and administration Shake can before
st Adults: 2 shots every two to three hours if required
‘"ot more than 16 shots in 24 hours or as directed by
¢ physician).

Eﬂddlen aged 6-12: 1 shot every two to three hours
[*qured (not more than 8 shots in 24 hours or as
“rected by the physician).

t:""‘"-imiii:.tiom, warnings, etc

slde.‘”eas. H set o
A - Aypersensitiv i i
¢ been Notrtad ity reactions to benzocaine

‘autions : Ayoi
Nents unde,

e,
L

d spraying into eyes.
' pressure — do not puncture.

rom heat and flames —
container intq -y es — do not throw

MR- indimas:
ntra indications - None known

\ ical
"definira she"-lif:';:::“

b Category p
® qua

* Metereq valv:tm”. _Each can contains 7.5g with
Furthg, . oviding 60x100 mg doses (shots)
e g, "Mformag; ; :

qd”","Onmat w:r on  Published clinical
0N in the bo antibacterial activity by the
tcal myeoPulation of pathogenic organisms
atmgpy C ACivity, this Pgether with the spray’s local

ons  Storein acool place.
€ can before use.

studies

[ Pain ang ins. 25 Deen found of value in th
“ne."d infection following tonsillectortnye.
Number 0231/5026.
Ay
AR.
Ac‘hga. GE
oy, At
""xﬁﬁ? ep°":‘ Actha Ge/ 3
ley Nange Vidls co, €/ Corticotrophin  Gelatin
90 Cop U8 OF ingran "9 20, 40 and 80 |
. i ramy Lu./m
o o o o 52 0Nl
», p €ctio

s
espa:d'cenam eczemas and
Ve 1o conventional

Dosage and administration General information
on dosage for therapeutic use. The aim of treatment
with Acthar Gel i1s 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
ghronic diseases improvement may not show for several
ays.

Because patients’ adrenal glands vary in their sensi-
tivity to ACTH and because disease conditions vary in
their response to corticosteroids, 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 20i.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 patient’s respohnse
Conditions needing maintenance therapy
Rheumatoid arthritis: Initially a dose of 401.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: \nitially a dose of 40-801u 5"0“::’
be given daily for a period of five days Red‘uce -
steps of 10i.u. until symptoms are satisfactonly c~°be
trolled. On remission of symptoms, lrealmenlh may -
withdrawn completely. In some patients, howev
continued therapy may be necessary =
Still's disease - 40i.u. Acthar Gel dallvsfo' '::;::ona:ﬂ
reducing to 201.u. on alternate days LiDD ek
symptomatology wnhoul'l‘!"\‘e :‘?::earame 0

igns’ 1s the am O er )
mg‘a:g :c?mnmsnauon of ACTH to chnld'eﬂ‘soh;’::di t(‘:
confined to early morning NDD'“""‘"“""‘
reduce the incidence of ‘growth interference
Conditions requiring short - medium term

therapy

Acute exacerbation of asthma Acthar Gel

2001 u
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Bayer UK Limited
Pharmaceutical Division

Burrell Road, Haywards Heath

West Sussex RH16 1TP
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ADALAT* ¥

Presentation Orange, soft gelatin capsule contain-
ing a yellow viscous liquid. Each capsule contains

10 mg nifedipine

Uses Mode of action: Adalat 1s a potent calcium
antagonist. Its most important effect is to protect the
heart against excessive oxygen utilisation durnng
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
10 mg 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.

|schaemic pain has been reported in some patients,
commonly 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. There is 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-
bly disappear with continued treatment

sientandinvarna
Overdosage Standard measures such as atropine and
noradrenaline 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 many-
|

facturer’'s original container.
Legal category POM.

Package quantities Adalat is available in foil
of 100 capsules.

Further information Nil

Product licence number 0010/0021

ALRHEUMAT*

Presentation Opaque
capsules each containing
tories each containing 100 mg ketoprofen.

ment of the rheumatic diseases:
arthnitis, osteoarthrosis, ankylosing Si
arthropathy .

other forms of non-infectious
disorders — bursitis.

articular and  per-articular

tendinitis, Synovitis, tenosynovitis, capsulitis

shoulder; painful musculoskeletal conditions
stration Alrheumat s admini-
od. Dosage

Dosage and admini
stered orally and shou
is usually 1 capsule (50 mg
dosage may be increased to 1 capsule fou
or decreased to 1 capsu

the weight and clinical condition of the p
the severity of the disease. As an altqrnauvﬂ
therapy, one suppository should be.mseﬂ (
morning and before retiring. For the re_lnef of nig
and morning stiffness, one suppository sh
inserted before retiring. Combined oral and
therapy: one suppository should be inserted
retiring, supplemented
capsules as needed, up to a maxi
200 mg ketoprofen. Paediatric us

established.

Id be taken with fo

) three times dai!

le twice daily

mum
age has

Contra-indications, warnings, etc ¢ be given 10
t

Contra-indications : Ketoprofen should no

patients known to be sensitive
non-steroidal anti-inflammatory agents
prostaglandin inhibitors. In such patients. an
with a history of bronchial asthma or al
severe broncho-spasm may be |
Ketoprofen should not be given 10

active peptic ulceration. o
al disturbd

Side - effects Occasional gastro-intestin

occur and in some such cases reduction ";
has been helpful In common with most 0t
inflammatory agents, there have been very ’3;1
of gastro-intestinal haemorrhage. Skin ras

been rare.
Precautions Patients with a history of peptC
chronic dyspepsia should be carefully
Care should also be taken in patents wit
of impaired hepatic function. Alrheumat, 1"

‘off-white’ hard gelatin
50 mg ketoprofen. Supposi-

Uses Alrheumat is recommended for the manage-
rheumatoid
pondylitis, gaut,

¢ imes daily
depending 0"
patient a0

ed in th

p with A|rheuma'
during the day iy dosage of
not been

spirin or 10
to asp h

I
lergic dise”‘.

be pfec'p“atp’tignts with

packs

acute

of the
y This

to oral
ht pain
be

rectal
peforé

ces
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YEPARIN-INJECT 5,000 BP ‘IMMUNO"

Heparin—-Inject BP is a sterile solution
mt::ioaeparir? Sodium (mucous) d(sso_lved in
03ml Water for Injections BP. It is a clear liquid vary-
ng from colourless to straw coloured. Each' pre-
lzded syringe contains 2.7 mg of Sodium Chloride in
03ml of injection.

Uses Prevention of thrombosis following surgery.
Dosage and administration Heparin-Inject 5,000
8° must be administered by the subcutaneous route
peferably through the adipose tissue of the abdominal
wil The following dosage is recommended :
Fre-operative administration : 1 pre-loaded syringe
mt&r:%::z?g:'—ylnject 5.000 BP to be given two
Post-operative administration: 1 pre- i
tontaining Heparin-Inject 5,000 gpe t'gag:dgisvver:vnga‘:
nervals of §—12 hours up to the 7th-12th day.
-indlmlona,i warnings, etc Heparin
W\dmo::! be used in patients with the following

1. Heparin allergy.
: .
orthe WO:.'Y Carried out on the central nervous system

IR . )
Mmb;'c"v“ogngac diseases Including haemophilia and
Advang 13 and when linked with endocarditis.
stages of kidney, liver or pancreatic
Post. .
P,.cmigg:'a"“ Seeping haemorrhage.
b 09 Siteg :'e 'r:ecessary. In patients with potential
#C, alsg in r“:":‘ aS peptic ulcer, ulcerative colitis
en NSion ancy and in patients with persist-
"'“““‘"eous po or'cete_bral thrombosis: also during
:t.c,,m” o Ministration of Wartann, Aspirin, other
Qulatigy,  cdiCaments having an impact on blood
"Dtience i 4
::th. "‘?l:‘"‘dhlcales that Heparin can be used with
%“"dmo b :' Prophylaxis of thrombosis. If, how-
by 10, the Nﬁanlgcalnons occur during or after an
,,“:‘lm time sho(;}:’sghmmbi" time or partial throm-
thy h';"‘ 0 i "t: determined. If the results of
bomg ,,,"‘"'mion h, ® normal range it is unlikely
Chugg o ind thgy e © Cause. It must, however, be
 the p'OM Yiopen ©ry rare occasions Heparin can
“::‘""‘lgo "":‘ :3:1 tlhus could be the cause
! » falisation must b ied
{™Mung pW¥ing T _must be carrie
" 0 BP, Protan cClion of Hepann—lnject 5000

aming Sulph -
'd.."“""’" by 8'0\5 (81'3 Injection BP 10 mg in

min.) intravenous in-
titrago if Muired should be accurately
, th Iow' 16 15 insufficient time to
7 "9 dosage scale s recom-

Dose of Protamine
Sulphate Injection
. \\_} 2 mg in 1 ml
"fl“ h";"a"l" 5 0 ml
S i Smil
25 mi

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 5.000i.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 can 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 HBGA,.

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 acetyltryptophanate have
been added. both at a concentration of 0.004M
* Suitable human donors as described in the British Pharmaco
poeia Addendum 1978 under Dried Antihaemophilic fraction

Uses Human Albumin Fraction (Saline) BP 4.3%
Immuno is indicated for volume replacement in hypo
volaemic shock (eg. 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 ;1\ lmmunol for
hypovolaemic shock is in the range of 250-500mi A
flow rate of up to 16mi/min (1 ltre /hr) has been
well tolerated in adults. The rate of infusion which
can be increased 1n emergency treatment depend? on
response. In hypoproteinaemia the usual g;o.x:;?e
range 1s 1,000-1,600 m! daily (equivalent to 43-7C 3
plasma protein), but larger amounts can be ;’""",‘“‘
severe hypoproteinaemia with continuing loss he flow
rate should not exceed 5 8 mi/min _

Dosage for infants and young ch'!d;:‘l ‘x‘::“n“: :
Human Albumin Fraction (Saline) BP 4 3% Ir - u 7‘#
indicated for shock due to dehydration w'n e\x-\’;'
should be in the range of 20- 30 mi kg tm'” ::...\',N
infused at a rate of 10mi/min The n :‘nu \ ‘..“
should be adjusted in accordance with the chines

-
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IMMUNO LTD

package quantities Human Albumin 20% BP
immuno is supplied in rubber capped vials of 10 mi,
50mi and 100 mi

Further information Human Albumin 20% BP
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. Itis 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 HB,A. Pooled plasma and the final product
are also tested by RIA for freedom from HB,A,. Pro-
thromplex is also tested to discount the likelihood of
causing disseminated intravascular coagulation.
'Sq:uble human donors as described by the British Pharmaco-
poeia Addendum 1978 under Dried Antihaemophilic fraction.
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
n1se of Factor IX in the patient’s plasma.

The effectiveness of treatment can be checked by
Simple laboratory tests. The activity of Factor IX is
‘i‘saved through determination of the Partial Thrombo-
:r:slm Time (PTT), however the most reliable results
X obtained by quantitative activity assays of Factor

——

437

Dosage and ddministration Immediately before
use Prothromplex must be dissolved in 10ml of the
solvent provided

After sterilising the cap of the solvent bottle remove
10ml 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 syringe
from the needle and attach the third disposable
needle

onthvomplexlsnowveadvfmslowmtravemusm;ec-
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 issue damage. 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 patient’s plasma

It 1s 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 adminis-
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-
tive assays of Factor IX activity. Treatment should be
maintained up to the resorption of the tissue haemor-

Prolhlompln Dosage Table

Therapeutically wanted

Cl
"eal manitestation minimum Factor IX level

Maintenance dose at
intervals of 6-12 (24)
hours in units Factor IX
per kg body weight

Initial dose in units
Factor IX per kg body
weight

‘Skl::ace bleedings of the
Nd mucosge
1Cial or
zaematoma —
S:‘!"‘haﬂh'oses
" ght bleedmgs followiny
1uney v

Jnr,,
“OMmplic
"""af,honsm’d dental

5-10%

very
uscle
~ haematoma

15U 7-15U

M

"A't): ate bleedings
Jag Njuries

9 intesting
ages

16-30%

20-30U 15-30U
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438 IMMUNO LTD

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 urticanal rashes to severe
anaphylactic shock are possible when human plasma
denvatives are administered. |f these occur. treatment
with Prothromplex must be interrupted at once. Allergic
reactions should be controlled with antithistamines 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/or 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 1s 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 1s known neither corticosteroids nor
immunosuppressive 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 11, IX and X in each container

1 rubber-capped wvial containing lyophilised Pro-
thromplex

1 rubber-capped vial containing 10 ml Water for
Injections BP

1 10 ml disposable syringe

3 disposable needles

Furtherinformation Prothromplexcan be storedin
adomestic refrigerator. and can therefore be kept avail
able for home treatment

Prothromplex can be giwen in small volume injec-
uons, and is therefore suitable for home treatment

Prothromplex can be moved in insulated containers
to a refrigerator at some other location, Qiving 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 1s a white to yellowish amorphous powder or 3
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 HB4A,. Pooled plasma and the final product
are also tested for freedom from HBGA,.

It 1s packed in vials each containing approximaieiy
250. 500 or 1,000 International Units of Factor VIll
Separate vials of solvent are also provided. these being
Water for Injections BP

One International Unit is the amount of Factor VIll
activity contained in 12.745 mg 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 Bmish_ Pharrpaco-
poeia Addendum 1978 under Dried Antihaemophilic fraction

Uses Kryobulin corrects Factor VIl deficiency. and s
used in the treatment of bleeding due to such deficiency
n

Haemophilia A

von Willebrand’'s disease

Haemophilia complicated by Factor VIl 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 admmnstrea‘i
tion, but for guidance an estimation of the requir
dosage can be made by the following calculation ]

To achieve an increase of Factor VI concentra(l:)
of 1% it is necessary to administer 1i.u. of Kryobulin
per kg body weight. both for adults and children o

Initial treatment requires doses to be given at sho n
intervals than in maintenance therapy. 10 prowde"; ;
initial high level of activity and to replenish the ex
vascular compartment.

Bleeding from skin, nose and oral mucous '"e”’b?.';'z"
Initial dose should be 10i.u./kg at intervals of
hours.

Haemarthrosis : Initial dose should be approxamatily '
10i.u./kg and the maintenance dose 5-101.u. per 9

at intervals of 6-12 hours. Combined with cmmobuhs?“
tion of the affected joint for several days. the treatme
should be sufficient to restore function.

Bruising - In most cases a single dose of 101 u /kg dls
sufficient. For widespread bruising. repeated 23 .
ministration of 5-101.u /kg at intervals of 6-12 hou
may be required.

Heavy bleeding into muscles. Immediate treatment 3
required to prevent permanent deformity and 10SS &
function. and initial immobilisation of the affected a"Iz
is important. An initial dose of 15-201.u/kg shoum
be given. the maintenance dose to be 101u /kg
intervals of six hours from the first to the second dav.

gnd at intervals of 12 hours from the third to the fifth
ay

Haematuria - Initial dose should be 15-201.u /kg. ':‘ ;
maintenance dose to be 10i.u /kg at intervals of
hours

Major surgery on haemophilic patients - The initial dos¢
should be at least 26-501.u./kg and the maintenanc®
dose 20-401.u./kg at intervals of four hours from the
first to the fourth day. of eight hours from the fifth 1€
the eighth day. and of 12 hours until all wounds 3¢
healed

The effect of treatment must be checked daily. Fac'

VIl activity should not be allowed to fall below 5
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IMMUNO LTD

of normal 100% average values. It is important that
weatment 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

Dentalextractions : 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 10-201i.u./kg 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 20-301.u./kg should be given,
and a maintenance dose 10-20i.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 VIl should not be allowed to fall below 10% of
the normal 100% average value.

Factor VIIl 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.

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

In disseminated intravascular coagulation associated
with low Factor VIII levels Heparin should be given to
w'errupt intravascular coagulation before therapy with
Kryobulin is started.

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

rLiﬁllergic reactions: All forms of allergic reaction from

and transient urticaria to severe anaphylactic
shock are possible when human plasma derivatives
e administered. If such reactions occur, treatment
:’;“h_vaobulm must be interrupted at once. Allergic
c actions should be controlled with antihistamines and
omcosteroids and routine treatment given for ana-
:’ Ylactic shock Mom[onng of pulse rate and blood
Essure is essential. If the pulse rate increases and/or
b Pressure falls transfusion of 5% Dextrose should
€ Staned
2 Heparitis: Despite the precautions taken in the
of :Cluon and testing of donors and donations, the risk
fansmitting hepatitis cannot be entirely excluded

in F'F“O' VIl Inhibitors - The appearance of a circulat-
c.,,noacm’ Vi inhibitor is possible. Its appearance
amw' predicted as it does not relate to the
of ,d:" of K'YQbuIm administered, nor to the frequency
Stergige | SUAlON. As far as is known neither cortico-
nflye, $ nor Immunosuppressive agents significantly
':'c: the formation of inhibitors

Coutical precautions Kryobulin must be

o between 2° ';nd 6°C, and pvo!:cled from light
85 a shelf-life of two years. When stored
N 420°C and +30°C it has a life of six months.

Pacy.  TUSGOrY POM.
”Ock,-.g' Quantities Kryobulin Home Treatment

lammg ;c pack contains 1 rubber-capped vial con-

Fractigy, 2 500i.u. Dried Human Antihaemophilic

Bp 'Ubb"'“ppod vial containing Water for Injections

439

This pack also contains a syringe |/V needles,
winged adaptor needle and filter needle.
Kryobulin Hospital Pack : Each pack contains 1 rubber-
capped vial containing 1,000i.u. Dried Human Anti-
haemophilic Fraction BP.

1 rubber-capped vial containing Water for Injections

P

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 tor up to six months at room tempera-
ture not exceeding 30°C.

Product licence number 0215/0003.

* Trade Mark

ABPI10000039_0019



