
G RO-C 

rte:,

IP1 

Department of Health and Social Security RECEIVED 1 8 JUN 1975 
Finsbury Square House 

UfISS 33/37A Finsbury Square, London EC2A 1 PP 
Telex: 22106 Telegrams: Healthmin London SE1 

Telephone: 01-638 6020 ext 

G. Ucardx E Pt, : D, AR t C Your reference 
c ri dtc rac32t' RA is i 

'»c,c, -cZc c rcx,or L4d. Our reference 

Cmu4or, Way PL onc/cc t1 

~,rr_4~ord 
Date 

N - k IP24 35E TJLn 975 

Dear Sir/r adgm 

1tOTIFICATION OF CHANGE(S~) IN PARTICULARS RELATING TO 
PRODUCT LICENCE($) NoO: o tt r /o0 1 I 
NAME ($) OF PRODUCT): 

nr~t~ I p.n~i~-to~tv~o7~~~ic ~-c c4or 

Thank you for your letter of 30 M., , IC)75 detailing changes in 
the particulars relating to the above product licence(). 

The licensing authority agrees to amend the particulars specified in the 
application as detailed in the attached documents. 

Please retain this letter with the formal documents rela 
licence (~l) nmmmber() 011 as evide 
change. 

PLN 1 

to product 
of approval of the 

GRO-C 

p. W. OTLtT 

A person authorised to 
sign, on behalf of the 
Secretary of State for 
Social Services 

S H P L0000276_185_0001 



toece f' "e^- n ~` l1 v i i w Y2: _  r Rc~oa; Y.r~. 191 r E;f. 

i2.fte of ?ro3ICt H-MC IL !. TU.AE? CF'HILIC FACTCR (HeW N) M=TeD FOUR 

Jive the ; "e a :. a-tiC'Jra s a"s1 the cbage Cr. Yr o;Cstd Ctr _e. If the 
D~.*i:C lY: ;ear  or. the ..ce.ce .O C' :ert iteeif f, J .. St:u.d ! ve tt ex .iy = 
as the; e riven on the licence, or _ yo-. rrc se they chc~?d be given. (:'he 
lte.:e in he .efth-and. Col. .n of (3) are ua.l y enecif_ed C9;r iict 11Ce ce.) 

reeet 

l.h Finished Product Jeclficattor5 

I i) rP:otitis 

The conce_ntrte is prepared free:: larce 
pools of fresh human piesi;a. Such 
Alas-t r-sv contain the ca _a=i;'e ace -
of viral `e'atitis. Fn ever, each unit 

of plas-t has been fou-d'to be necative 

for Hepatitis associated Antigen by 
counterelectrophoresis. 

1L Add:-

Each  LOT of product. ,after reconstitution 

as for use, is tested for the pres=nce of 
Hepatitis B antigen by the rdici r_ac- 
essay technicue, using Ausria kit 2. .'. 
nonreactive test result rust be obtaired 

for each LOT of pred_ct before it can

released for sale. 

(cot in':e on a ee:nr2 e Etect if nsts_Cary) 

The radioi-no-assay techni5.:e for the detection of Hepatitis B Antigen is -:cre 

sensitive tr.an the counterele.,roo-oresis tethniye previously used. 

Each unit of plas-a is tested for _ _ by co :ereleC_rc "oresis and the ir.'^.l. p o'uc: 

!s t?  gain. tested for t':_:''a u=iro the ra oi no-assay technique. 

ere '-ke ic tcn fcr the .._..ie licence to be v".. ied in .no niece with 

the € ab: e• 

GRO-C 

_._._._._._._._._._._._._._._._._._._._._._._._._._._._._._.-_._._._._. 

Date: • f , 
leflr 
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