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attn:mrs^henninger 

re change from LyophiLisation. to 

/429 //YS '/ 
t 

Y: 

uLtr•afiLtration in aLbumin. 

as you know we have not yet submitted these documents. we have now
considered -the position further and think it would be heLpfuL to 
also submit details of the testing methods used for sds. LirruLes 

U 

~. . aluminium and a.d. ' 

as a:"reason for this variation we propose stating
"to further reduce the Level of aluminium in the final product'' 
. , r...... .: 

you pLease~Let us know 
w

one final point -can f 
the safety %impLications of replacing the 

anyone nas considered 
LyophiLisation step? 

as you .know with ivig the Loss.. of a LyophiLisation step had a narked 
C 

, a impact on the transmission of nanb. with the british product. we 
~p I reaLise that the terminal pasteurisation is probabLy felt adequate 

D - 
but .would welcome any coriments 

. . on this. .  -

.. could we also please have a two further sets of originals for 
submission in ireLand. 

many. thanks, 
r;nichoLson = 
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attn:mrs _2:: 2: 
re

}------------------
re change from LyophiLisation to uLtrafiLtration in albumin. 

as you know we have not yet submitted these documents, we have now con§ider•ed, the position further and think 4g,t would be helpful jto • aL O'saabmi.t details of the testing methods used for sds, Limu ;es , • aL.uOinitjm and o.d.._ 

2 as a reason for this variation we ,propose statithg''to further reduce the Level of aluminium in the final produdt '' + ,(7 
S.

one final point - can you please Let us know If anyone has corsidaredthe safety: implications of replacing the LyophiLisation° step? '`ap you know with ivig the Loss of a LyophiLisation step had a markedimpact on the transmission of nanb,,with the british p + realise that the terminal 'pasteuris ation i s probabLy felt cadequate' 
ti

but would Welcome any comments on this. 

could we also please have a two further sets of orijins_trs for submission,, >n Ireland. f 

many thank 
■ r.»nichoLson 
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