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Insulin human eo IU/mL and Isophane insulin eo IU/mL suspension for injection,
' e mL cartridge
®. ¥981 Insulin human mo IU/mL and isophane insulin elo IU/mL suspension for injection,
en mL cartridge
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ae  JULUY \Wuasavansuiuszneunannde vy dmiuin
mlo @wlsenau  Usenaumidien Insulin . human  vlladiduasigisionszuiunis
recombinant DNA  uagflaa1uuianiidisuin insulin - ¥ia mono-
component Usgnaume Isophane Insulin 398ag wo wavBugduviiala
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(The United States Pharmacopoeia, Fortieth Revision, and The National Formulary, Thirty-
Fifth Edition and Supplements; USPeo-NFm@), sis1uiawviantally atu a.f. boeo i o -
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AUUNUNASIN oo wazaUuLNNLAY (The Seventeenth Edition of The Japanese Pharmacopoeia
and Supplements; JPow) TUsauuudnuLNduAnS U099

& Finished product specification: Human Insulin Isophane Suspension and Human
Insulin Injection USP&o

48 Test items Specifications

@ Identification Meet the requirements

©  Assay ®&.0 — @o&.o% of the potency stated on the
labeled, expressed in USP Insulin Human Units/mL

o Zinc determination 0.0 - o.o& mg for every @oo USP Insulin Human
Units

@  Limit of high molecular weight < m.0%
proteins
&  Soluble insulin human content & - =&% (The percentage of soluble insulin
(Method & or ) human is in the range L + &, where L is the
percentage of soluble insulin human stated on the
product label)
b  pH 0.0 - 0.a
o  Bacterial endotoxins < @o USP endotoxin units/@oo USP of Insulin
Human Units

&  Sterility test Meet the requirements

o Drug substance specification: Insulin Human USP&o

98 Test items Specifications

® Identification Meet the requirements

©  Assay > loe.& USP Insulin Human Units/mg
(on the dried basis)

o  Zinc determination < ®.0% (on the dried basis)

o Drug substance specification: Insulin Human USPeo (#9)
Y8 Test items Specifications
@ Related substances
@@ Individual impurities < .0% of Alee desamido insulin human
&.lo Total impurities < ©.0%, excluding A-be desamido insulin human

&  Limit of high molecular weight < ®.0%
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proteins

o  Loss on drying < ®0.0%
o  Bacterial endotoxins < ®o USP Endotoxin Units/mg of Insulin Human
& Microbial enumeration tests Total bacterial count: < moo cfu/g

and Test for specified

microorganisms

&an Finished product specification: Biphasic Isophane Insulin Injection BPwoe®

48 Test items Specifications

@ Identification Meet the requirements

©  Assay ®o.0 - ®@®0.0% of labeled amount of Human
Insulin

o pH L& - o.a

« Impurities with molecular masses < m.0% (protamine containing preparation) or
greater than that of insulin < ©.0% (non protamine containing preparation)
& Related proteins

&.e A-we desamido insulin < &o%

&lo Other related proteins < 0.0%
o Zinc < @ pg/@oo U of Insulin
Bacterial endotoxins <o IU/e00 U of Insulin
=  Sterility test Meet the requirements

&« Drug substance specification: Human Insulin BPaoe®

v

9 Test items Specifications
® Identification Meet the requirements
o Assay &&.0 - @o&.o % of Human Insulin

o Impurities with molecular masses < @.0%
greater than that of insulin

@ Related proteins

&.@ Aoe desamido insulin < ©.0%
human
@ v Other related proteins < 0.0%
& Zinc Maximum @.0% (dried substance)
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ASNYUZIANIEYBIYT Insulin human mo IU/mL and isophane insulin eJo 1U/mL suspension for injection,
o mL cartridge %1 /o



o Loss on drying Maximum @o.0%

@  Sulfated ash Maximum ©.&%
& Bacterial endotoxins < ®o IU/mg
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&n.o mamimamLﬂswsmmmwwamnmv‘lmmﬁmgﬂmmc&wam (certificate of analysis of
finished product) lugnjuiidadusegn
a I3 U a L o @ = .
Ealo WNANTATIVUATIZVAUNNINGAUVDINIL ALY (certificate of analysis of drug
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Good Storage Practice/ Good Distribution Practice (GSD/GDP) 9SUN133UTRMINTIIU
Good Storage Practice/Good Distribution Practices (Certificate of GDSP)
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qma"nwzuzmwwuaqm Insulin human emo 1U/mL and isophane insulin sio IU/mL suspension for injection,
o mL cartridge Wi &/
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