
B . Give the p _.e product pa^.icu;ars and proposed c-a--ge. f the change refers to particulars or. the 
Schedule of the product licence you should give them exactly as they currently appear on the ficer•.ce and 
how you propose -they should be stated (continue on a separate sheet if necessary). Please attach 
supporting e.•dence to the application and indicate the 5er of volur-i-es and copies. 

Present Proposer! 

SPECIFI ION OF SOURCE NTEPIPJ SPECIFICATI T OF SOURCE MA C 

Cutter S_stem of Plasnapheresis Cutter Systan of ?iasnapheresis 
incorporates all FDA rewire- incorporates all EDA require-
ments fcr Source Plas:ra. merits for Source Plasm. In 

a ition, HB A.n. _ibody test ne e 
' c luded in the C~ _ter- S• rs tr- 

(Details attached, 2 conies)

9. I hereby make application for the above licence to be c a - ged in accordance weft the proposals given above 
and certify that the changes will not adversely affect the ality of the product. 

GRO-C: M W Tatt 
Sly-,ed Date 10-th flay 1984. 

Status Re istration Manacer. 

10. The licensing authority 'consents to/acknowledges your request to change the product licence as outlined 
at 8 above. 

Please retain this forte wi h the form 1 doc .e%Is j la  the product licence as evidence of 'approv-al/ 
notification of the---- -- -------------ii D ̀  

S gned GRO-Ci 

A person sut?icnst 'fd digrti---- i.r 
on behalf of the Secretary `;~ . f' 
of State for Social Services • ~=Wm' 

'Delete as appropriate Page 2 of 2 
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)IE I0INSS ACT 1968 
7 u  y7ti •,'

.

PRODUCT LICENCE NO. 0055 0065 has been granted under and 

subject to the provisions of the Medicines get 1868 to 

; : Miles Laboratories Ltd 
T/A Cutter Laboratories Division of Miles "Laboratories Ltd)

- , - Stok e Court
Stoke Pages
Slough ,.,. >a r 
SL2 4LY t

in respect of the products, particulars of which are set out 

in Part 1 of the attached Schedule. The Licence is subject to

the further provisions set out or referred to in Part 2 of the

said Schedule. - ` .. 

This Licence, unless previously suspended, revoked or varied 

as to the period of its validity, shall continue .n. fcrce until 

the end of a period of five years from the date on which it 

was granted.



..Vu Vld—.LIIU-LLQ VIUS,S Vontra~'?alcatlons 

a . Precautions and War.r V
There a e no specific contraindications
to the use of Antii ae=ophilic Factor 
(Tama±.) . 

Precautions 

t ~s 1. Ant ihaemophili_c"Factor (Human), KoateR, 
-- is intended for treatment of bleeding 

= disorders arising from a deficiency _ 
in Factor VIII. This deficiency 
should be :proven prior to administering 
Koate, since no benefit may be 
extected from its use in treating :- 
other causes of haemorrhage. 

2. After reconstitution, administer 
promptly (within 3 hours). Do not
refrigerate after reconstitution. 
NOTE: The recommendation to 
admiziister promptly after reccnstitu- 
tion is intended to avoid the ill 
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MEZICIN . -ES ACT: .196:8 j 

Product Licence go. •0O 5, / 0065 

SCHEDULE r 

Part 1 - PARTICULARS :OP THE PRODUCTS TO WB ICH THE LICENCE 5 

6. 'Contra- indications effect of an possible bacterial 
Precautions and Warnings: .,;contamination occurring during 

reconstitution. goats is t`u13,y 
., stable, without. potency loss for at .'

"... least 24 hours at room j~.emperature 
after reconstitution 

3. : Ad, in; Ater only by the intra;reacws 
_. ..route. 

Q. A filter needle shcuid be used prior 
to ,administering 

5. Koate contains levels of blood group' 
soagglutinins which are not 

clinically significant when controlling 

relatively minor bleeding episodes. 
When large or frequently repeater 
doses are required in patients c= 
blood groups A, B or A3, the possibi-
li ty of intravascuu? ar haemoi y sic should 
be considered. 

6. A m nistration equ__ient and any 
reconstituted Koate not used s cu d 
be discarded. 

Warn

1 oate concentrate is a -purified drici 
fraction of pooled pla n obtained r__r 
many paid donors. The presence of he _;a- 
titis viruses should be. assumed and the 
hazard of administering Koate concentrate 
should be weighed against the medical 
consequence of withola:g it, panic`=arly 
in persons with few previous transftcions 
of blood or blood products. 

7. Legal Category: •- PRESCRMION OIMY MEDIC12TE 

- = 8. Method of retail To haemophilia centres as a prescription 
• sale or supply: item. 

9. Manufacturer of Cutter Laboratories Inc 
dosage form: 

A. Antihemophilic Factor (Human)
- Berkeley, California, USA 

Clayton, North Carolina, USA 

B. Sterile Water for injection 
Chatanooga, Tennesee, USA 

1 . 
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° f.~t .•:. MEDICINES ACT-  1968, 

Product Licence No. 0055/ 0065 rry r

. . . .e. SCHEDULE

Part 2 — p't3TiTEFIR PROVISIONS SUBJECT TO WHICH THE LICENCE HAS BEEN GRANTtfl) 1rN- e ' 

1. A11 the 1,rovisiona of Part I of Schedule 1 of the Medicines (Standard

Provisions for ,Licences and Certificates) Regulations 1971 (Si 1971 3}~ 

No 972) as amended by the Medicines (Standard Provisiona for Licences

and Certificates) Amendment Regulations 1972 (SII 1972 No 1226), the tiY ' 

Medicines (Standard Provisions for Licences -and Certificates) men&nent

Regulations 1974 (SI 1974 No 1523), The Medicines (Standard Provisions 

fc Licenses and. Certificates) Amendment Regulations 1977 (5= 1977 

f. - Nc 675) and the Medicines (Standard Provisions for Licences and

Certificates) Amendment (No 2) Regulations 1977 (Si 1977 No 1039). shall a' 

apply. 

2. Leaflets issued with proprietary medicinal products shall comply with

the requirements of the Medicines (Leaflets) Regulations 1977 (Si 1977 
r~ 1055). Labels of medicinal products shall comply with the 14ed1cines -: 

(labelling) Regulations 1976 (o1 1976 No 1726) as amended by the 

._ ;;cines (Labe___.) Amendme_ . Regulations 197 (sI 1977 No 96) 

3. The product(s) shall not be reco=ended to be used for any purposes 

-her than those specified in =art 1 of this Schedule as Uses. 

4. e specification of the constituent and of the finished product shall 4-

'e in accordance with the information contained in the application for
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