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a.e. Finished product specification: isophane insulin @co iu/e mL suspension for injection

D) Test items Specification

® | Identification mwmumuﬁssu’l.u finished product specification

5] - «d.0 - @mod.o% of the potency stated of on the label,
expressed in USP insulin Units/ml

M —_— e Not more than go USP Endotoxin Units per oo USP insulin
Human units

& | Sterility test Sterile

¢ | pH .o - old

o | Zinc content o.0lbe - o.0& Mg for each @oo USP insulin human units

@ | Insulin in the supernatant Not more than e.o USP insulin human units per ml

& | Limit of high molecular weight protein Not more than en.o%

en.lo. Drug substance specification
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residual host cell protein
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e.e Finished product specification: insulin human mo iu/e@ mL + isophane insulin slo iu/e mL
suspension for injection, @o mL

7o Test items Specification
® Identification test m’;mf‘rumuﬁﬁsﬂu finished product specification
lo | Characters (Crystal length, the ® — o um

majority of crystals)
@ | Assay &&.0 - @od.0% veITuiivun
a pH bt - ol
& Sterility test Sterile
5 Bacterial endotoxin < @o U of Endotoxin/@co U of insulin
] Pyrogen test ms‘:amumuﬁisqlu finished product specification
[~ Zinc content < @o pg/ml
o Related proteins (A loe Desamido < .&%

insulin)
@o | Total dissolved insulin b — &% of total insulin
@® | ldentification of preservative ms’mchumu‘?l‘izq'lu finished product specification
el | Metacresol a.nd - @.b& mg/ml
@m | Phenol o.&e — o.silo meg/ml
@& | High molecular weight proteins Release: < @%

Shelf life: < e%
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residual host cell protein
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