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18015 .......Isophane protamine insulin @oco IU/mL (@0 mL)
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o.lo. duUsenau

o.n. NYULUTTY

.. AN
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Isophane protamine insulin @oco IU/ml (eoc ml)

Huheuvausenou Useanide

Useneusmne Isophane insulin human YiatsduAs1ERnIBNITUIUNTT
recombinant DNA Wagiimnaudavsiisuin insulin 98ia mono-component
Tulsina eoo 1U/ml

vssglunmrurussgedauTmn@euuy multiple doses V31193 eo ml uag
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(avoid freezing) UUUTIYIUIUALNIYULUTIY

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

Bacterial endotoxins

L) Test items Specification
Identification mw;iwmuﬁizu'lu finished product specification

o «&.o - mod.0% of the patency stated of on the label,
o expressed in USP insulin Units/ml

en Not more than @o USP Endotoxin Units per aoo USP

insulin Human units

Sterility test Sterile
pH w.o-ad
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o | Zinc content o.0lbe - o.0& mg for each @oo USP insulin human units

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

@ | Limit of high molecular weight protein Not mare than e.c%

a.l. Drug substance specification
§1v111197n recombinant human insulin ABILARINANTIATIV residual host cell DNA uag
residual host cell protein
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AUIENATMINYUAITIYSTH

. Youn Biphasic isophane (sno/eo) insulin @oo IU/ml (o ml)
o, AuaNUANY
0.0, JUMUY Huthewusgneu Usimnnde vy

olo. dauUsEnBY  UsENaUsIY Isophane insulin human YUaTEduATISARIENTEUIUNTS
recombinant DNA LLEIzﬁﬂ'J”anU%qw%LﬁHUMﬂ insulin ¥l mono-component
Usznausedugiula (soluble insulin) $away mo wag Isophane insulin Yoay
oo (151 ae) U3 @00 1U/ml
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a.e. Finished product specification: Biphasic isophane (;mo/eo) insulin @oo IU/ml (@o ml)

¥e Test items Specification .
@ | ldentification test mi'mi‘lumu'ﬁi‘izuiu finished product specification
lo | Characters (Crystal length, the @ — lbo Um
majority of crystals)
@ | Assay w&.0 - eod.0% YTTARMUA
& | pH b — ol
& | Sterility test Sterile
o | Bacterial endotoxin < &o U of Endotoxin/eco 1U of insulin
w | Pyrogen test w'i?mhumuﬁssqiu finished product specification
& | Zinc content < o pg/ml
« | Related proteins (A lbe Desamido < &.&%
insulin)
@o | Total dissolved insulin lo¢ - end% of total insulin
@@ | Identification of preservative msw;i'mmuﬁ'iquu finished product specification
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@lo | Metacresol a.ad - a.o& mg/ml

@ | Phenol o.&a - ol me/ml

@c | High molecular weight proteins Release: < @%
Shelf life: < en%

en.lo. Drug substance specification
61911311970 recombinant human insulin ABILARINANTINTIA residual host cell DNA way
residual host cell protein
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