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@.a.Finished product specification: Isophane protamine insulin @oo IU/ml (@o ml)

Test items USPa BPwoem
«d.o - @od.0% of the potency
SR @o.0 - @0.0% label amount of
USinudiendAgy stated of on the label, expressed in
insulin stated on the label
USP insulin Units/ml
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Bacterial endotoxins

NMT @o USP Endotoxin Units per
NMT <o IU/eoo IU of insulin
@oo USP insulin Human units
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Sterility test AT ATITTY

pH w.0 - o.& o - o.d

o.0be - o.0& mg for each oo USP L
Zinc content NMT &o mcg/@oo IU of insulin
insulin human units

NMT @.0 USP insulin human units o
Insulin in the supermatant : NMT .¢% of the total insulin content
perm

Limit of high molecular
NMT en.0% NMT e;.c%

weight protein
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