AIO00076 " la

AI000076

CTo C Bishop
" From: AS Clark Date: JU]Y 1&, 1936
Subject: FACTORATE LABELLING Ref: ASC/CL/1995/86
Copmétm
W Brzeski
E R James
R B Christle We now have approval from the Department of Health and Social Security

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

& We still await approval from the National Drugs Adviscry Board.

GRO-C

A S Clark

Inter-office memorandum

ARMOURO002997

ARMOO0000556_0001
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AIO000077 . .

6. Name of Produc::

. Licence Numbéz-: .
FACTORATE HEAT TREATED 0231/0038

7. ~Acuress for reply: ' o o
A1000077 '

Miss A S Clark B
Armour Pharmaceutical Company Limited : . @,ﬁ)
St Leonards House Qe e

St Leonards Road 4

EASTBOURNE ‘East Sussex -BN2} 3YG

8, Give the present product particulars and propesed change. If the chamge refers
- ta particulars on the Schedule of' the product licemcs you should give  them |
exactly as they currently appear oo the licance and hew you propose they should
be stated (continue om a separate sheet if necessary).  Flease attach supporting
evidence to the application and indicate the oumber of ;volumes anc copies.

. Bresent . Provosed
un the outer, ccntainir(g 10 vials, As at present but additionally a sticker with
labelling as per attached sheet. - the following wording:

“AT1 units of source plasma are tested for
antibodies to human T cell lymphotropic virus
type 111 (HTLV i11) and found to be negative."

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

0

.I hereby make applicztion for the above licesnce to be changed in accordance with
toe proposals given above and certify that the changes will not adversely affect
the quality of the product.

Sizned GRO-C Date June 17, 1986

‘Status Registration Officer

10. The licensing authority *comsents to/acimPwledges your request to change the
product licence as cutlined at § above. . )

Plesse retain this form with the formal documents relating to the product
Licence as evidemce of *approval/notiffeagicn of the change.

=9 JUL 1986
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AIQ000078 S . =
e seane ) Product: Licence Number: .
i s HIGH POTENCY FACTORATE ?EQZTED 023170044

7. ' Address for reply:

' Miss A § Clark Z T2 pe ‘41000073
' Armour Pharmaceutical Company Limited : S

St Leonards House

St Leonards Road

EASTBOURNE East Sussex BN21 3YG

8, Give the present product particulars and proposed Ghange. If the charge refers
ta particulars on the Schedule of the product licemce you should zive: them
exactly as they currently appear on the licence apnd how you propose they should
be stated (continue on a separate sheet if necessary). Please attach supporting
evidence to the applicaticn and indicate the number of volumes and ccpieé.

[
' fresent Procesed
__0n the outer, containing 10 vials, As at-present but additionally a sticker with
va iabelling as per attached sheet. the following wording:

DALl units of source plasma are tested for
antibodies to human T cell lvmphotropic virus
type t11 (HTLV [I11) and found to be negative."

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

9. I hereby make application for tlj.:e above llcence to be changed in acsordance with
the propesals given above and cartify that the changes will not adversely arfect
the quality of the produce.

Signed GRO-C Date June 17, 1986

“Status Registration Officer

10. The licemsing authority *consents to/acimowledges your request to change the
product licsmce as cutlined at 8 above.

Please retain this form with the formal documents relating to the product

GRO-C

Signed:

-~ A perscn authnritse&tn stz
on behalfief| the Secretary of
State for\Social Services

Date: -
: gt

et

#Delete as aPPropriate . o - W0
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AT000079 - '
»  waws we oroduct: HIGH POTENCY FACTORATE Licence Number: . 0231)/0044
HEAT _TREATED
"Ade. .ss for reply: o
: L] 7000079
Miss A. S. Clark R .. A1000
i

Armour Pharmaceutical Co.
St.
St.
Eastbourne,

Leonards House,
Leonards Road,
East Sussex BNZI 3YG

Dried Human Antihaemphilic Fraction -

Give the present product particulars and propesed chang=, If the

change refers

ta particulars on the Schedule of the preduct licencs you should give them
exactly as they currently appear on the licsnce and how you prnpcsel they should

be stated (continue cn a separate sheet Lf necessary). Please at
svidence to the applicaticn and indicate the number of volumes and
Sresent Prooosed

Under section on presentation : As at present but additionally
. i i i :
B entation nformation to be included
(serum alanine aminotransferas
to be less than twice the estab
normal value for the test kit',
Reason

A1l units of source plasma are

Factorate Heat Treated is a stable
lyophilised concentrate of Factor VII!
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 VII| content of Iml aliquots of
167 samples of fresh normal plasma, as
cont'd/....

supporting

copiss.

the following

“"In addition all units are tesjed for ALT
)

and found’
lished upper

now ALT tested.

I hereby make application for the above licance to be changed in acesrdance with
mmmm;mammmmammummmmuyaﬂect

the gquallty of the product.
GRO-C

Date el

segned

“Status Registration Officer

.

The ucmsi.ng authority *consents to/acknowledges your requat Lo ¢
procduces licencs as cutlined at 8 above.

Flease retain this form with the formal documents relating to the §
J..cancg -a3_evidence of *aoproval/gotification of the change.

GRO-C

8
(14
®
-
1

1

2\

4 perscn autiowised td ::tsn\ z,

on benalf of| the: Se:r-tzry off>

State for Sotd iS‘ervic.s L ,!

"elete as appropriate \ .o, - /

N QL '\JY‘“"L b
B .

hange the

Toduct
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