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

Lh) Test items Specification
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5] «&.0 - @od.0% of the potency stated of on the label,
Assay expressed in USP insulin Units/ml
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o | Insulin in the supernatant Not more than .o USP insulin human units per ml

@ | Limit of high molecular weight protein Not more than m.0%
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a.@ Finished product specification: insulin human o iu/@ mL + isophane insulin eo iu/e mL
suspension for injection, @o mL

L) Test items Specification
® Identification test m‘i’z'-JB.i‘um’mﬁizq‘Lu finished product specification
o Characters (Crystal length, the @ — o pum
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ld pH D - old
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