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~-® Finished product specification (BP, Ph. Eur.)
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Test Items Specifications"lie!

@) Identification Meet the requirement

lv Assay (Potency test) NLT .& IU/dose

(61TVl'f'lJfl11~~ ID lil~(PleJ.:Jii potency 1:wueJc.Jfl11 o.(;Y}) IU/o.@) ml)
i;n Sterility Meet the requirement

c Water (moisture content) NMT rn.0%
& Pyrogens Meet the requirement

b Bacterial endotoxins NMT& EU/dose
(;Y}) Bovine serum albumin NMT cto ng/dose

Residual host-cell DNA NMT @Jo ng/dose

c Glycoprotein content Meet the requirement
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