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To: C Bishop 

From: A S Clark Date: July 14, 1936 

Subject: FACTORATE LABELLING Ret: ASC/CL/1995/86 

Copies to: 

W Brzeski 
E R James 
R B Christie We now have approval from the Department of Health and Social Security 

for the use of a label relating to HTLV I I I antibody testing on 
Factorate outers. The wording Is as per that on the data sheet. 

We sti ll await approval from the National Drugs Advisory Board. 

G RO-C 
A 5 

Clark 
- ----------------

inter- office memorandum 
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ARM 00000556_0001 



AI000077 
6. Name of Product:  • Licence Number: 

FACTORATE HEAT TREATED 023i/0038

7 , ' aauress for reply: LI 
AI000077 

Miss A S Clark 
Armour Pharmaceutical Company Limited

St Leonards House r a~ 

St Leonards Road
EASTBOURNE East Sussex •.BN2), 3YG 

8, Give the present product particulars and proposed Change. FS the change refers 

to particulars on the Schedule oil the product licence you should give. them 

exactly as they cnxr tl7 appear on the licence and how you propose they sheuLd 

be stated (continue on a separate sheet if necessary).' Please ,attath supporting 

evidence to the application and itdicate the number of ;volumes anc copies. 

?resent Preoo~Pd 

vn the outer, containing 10 vials, As at present but additionally a sticker with 
labelling as per attached sheet. - the fol lowing wording: 

"All units of source plasma are tested for 
antibodies to human T cell lymphotropic virus 
type I I I (HTLV I I I) and found to be negative." 

This wording has previously been approved for 
use on the data sheet. 

9. 2 hereby make application for the above licence to be changed in acccrdanee with 
the proposals ,81vem above and certify that the Changes will mot adversely affect 
the quality of the product. 

She -- G RO-C Date June 17, 19B6 

Status  Registration Officer 

10. The Leensiag alithorit; ttonseata to/acka edg s your request to change the 
product licence as outlined at 8 above. 

Please retain this for= with the formal docents relating to the product 
licence _as evidence of ;approval/noti ion of the change. 

NT 
Of 
H 

Signed; GRO-C ~ti~F f9l Date: 

a p~:-pan 
ate , =9 JUL 1986 

a,v 
on beaJats r br t i  5'4 o 
State for o ea 

*Delete as appropriate \ 
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AI000078 
HIGH POTENCY FACTORATE HEAT Licence Number: 

TREATED 
0231/0044 

7. •Address for reply: 

AlooOO78 Miss A S Clark
Armour Pharmaceutical Company Limited

St Leonards House 
St Leonards Road 
EASTBOURNE East Sussex BN21 3YG 

8, Give the present product particulars and proposed_ change. 
Imo• the thange refers 

to particulars on the Schedule of the product Licence You should 3ive them 
exactly as they currently appear on the licence and how you propose they should 
be stated (continue on a separate sheet if necessary). Please attach supporting 
evidence to the application and indicate the nlcber of volumes and copies. 

Present 

On the outer, containing 10 vials, 

,e .abell ing as per attached sheet. 

Pr aced 

As at- present but additional ''y a sticker with 

the following wording: 

"All units of source plasma are tested for 
antibodies to human T cell lvmphotropic virus 
type I I I (HTLV I I I) and found to be negative." 

This wording has previously been approved for 
use on the data sheet. 

9. I hereby make application for the above licence to be changed is accordance witb 
the proposals given above and cartif7 that the cbaagee wi.U. not adversely arrect 
the quality of the product. 

Signed G RO-C Date June 17, 1986 

IS to Registration Officer 

10. The Lecensiag authority *eanseata to/atatowledges your request to change the 
product Lcance as outlined at 8 above. 

Please retain this fors with the formal docsZeata relating to the product 
L' ceaea.__as._evidenc;°:._ of _*anpz aaLnpt!ficaticn of the orange_ 

Signed` 
GRO C Dates 

A person asithcrisei' to :si3n 1:
on bebal.t of the Se etarg of 
State for s\ocia?. Services 

*Delete as appropriate
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AI000079 
Product: HIGH POTENCY €ACTORATE C-zcence 

Adr- .as for reply: 

Miss A. S. Clark 
Armour Pharmaceutical Co. Ltd., 
St. Leonards House, 
St. Leonards Road, 
Eastbourne, East Sussex BN21 3YG 

goer: 02311/0044 

Cive the present product particulars and proposed Change. If the refers 
to particulars on the Schedule of the product Licence you should gifre-the= 
exactly as they currently appear on tae Licence and how you propose the' should 
be stated (continue n a separate sheet Lf necessary). Please atr.a supporting 
evidence ro the app=icaton and indicate the number of volumes and spies. 

Present 

Under section on presentation 

P. 4entat1on 
Dried Human Antihaemphil ic Fraction 
Factorate Heat Treated is a stable 
lyophil ised concentrate of Factor Vl l l 
AHF, AHG) prepared from pooled human 
plasma. 
Each vial contains the labelled amount 
of antihaemophilic activity in Inter-
national Units (one International Unit 
is the activity equivalent to the average 
Factor VI I I content of iml al iquots of 
167 samples of fresh normal plasma, as 

cont'd/.... 

Prate

As at present but additional ly 
information to be included ; 
"In addition all units are tes 
(serum alanine aminotransferas, 
to be less than twice the ests. 
normal value for the test kit" 
Reason 
All units of source plasma are 

I hereby make application for the above lioance to be changed in 
the proposals given above and cartif7 that the changes will not 
the ua.1.ity of the product. 

r. ~d  GRO-C Date at 

'S tgr~g Registration Officer 

C. The licensing authorit7 " Zeeate tola=inciiledges your request to 
product Licence as cut.Lined at S above. 

Please retain this form with the formal documents relat sg to the 
}aAP._? aa./ncti£ tioa of the change_

Sigeedi GRO-C  Date: 

------------------ -- ~1~'~ 
perean autt '+ edr-&to• •std 

on behalf of f the • Sense erg
State for Sc i ervices 

'delete as appropriate r,. "L.

c1.1~U1t ,, - /

he following 

d for ALT 
and found 
ished upper 

ALT tested. 

e :ri th 
affect 

the 
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