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‘
the following amendmenis are prnposed for the pack 1nsert used for {
our Last uk variation, . . '

~ , >’
1. page 1 deLeTe everytning under composition and properties that i
‘ follows ... ’’'not more that 64 mg fibrinogen per 100 iu ‘factor
Twiiive, N : .
el . .
replace with your new standahd text as given to mr, coombes in i
‘relation torplasminogen./ plLease however substitute ausiria\and 1
germany for centrat europe;,, - , _ : '4
2. page 5 under‘precautions and warnings delete Last two senienceszfi!
ie '’the careful selection of donors . . , transmission of ¢ - ¥
hepatitis cannot be;enilrety”ruted out,"? L -.:
we propose 1o replace thiq~Wixh'- ) i a
=t ¢ N ‘ “g :
*'the Plsk of transmission of virat infection cannot bhe exctuded‘ ;
with absoluté ceriainty foLLowing the use of human bLood or o
blood products., o, ; _ o
note . . “ ’ !
= - N . ‘
jnis is a new proposal under 2, fwe believe this pést describes the ¢
Current situation in view of all matters inclLuding current - .
regulatory Pequiremenis. . ' 3 \§
. H . \‘1
we tterefore suggest tnis be used on the following data:- %
| L g
[(Kryobulin/ ;’ - eire.and y,K, 7 . . : ¢
feiba D= Uk, K R R )
Droihromgtex - u«k. " - S - n
J" ' . B ' ' . { ):;
‘ if yow appﬁbve/we w1L£ atso notify the ndab that'we wish to use this' g
. wording for the two albumin pPoducis in ireland. ~ (
L > § B SN .
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