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en mL cartridge
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QUUNUNASIN oo LazaUuliuLey (The Seventeenth Edition of The Japanese Pharmacopoeia
and Supplements; JPam) TUsaLuUANUILAFUINSUNTYTE1989

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

48 Test items Specifications

® Identification Meet the requirements

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

e 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)
o pH 0.0 - 0.
@  Bacterial endotoxins < &o USP endotoxin units/eoco USP of Insulin
Human Units

s  Sterility test Meet the requirements

&lo Drug substance specification: Insulin Human USP&o

49 Test items Specifications

® lIdentification Meet the requirements

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

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

&l Drug substance specification: Insulin Human USP&o (#9)
49 Test items Specifications
@ Related substances
&.® Individual impurities < b.o% of A-ee desamido insulin human
&b Total impuirities < .0%, excluding A-we desamido insulin human

& Limit of high molecular weight < @.0%

ANENITUNIINNUARAENHULANIZUDIE
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proteins
©  Loss on drying < ®0.0%
¢  Bacterial endotoxins < @o USP Endotoxin Units/mg of Insulin Human

@  Microbial enumeration tests Total bacterial count: < moo cfu/g

and Test for specified

microorganisms

. Finished product specification: Biphasic Isophane Insulin Injection BPeoe®

U8 Test items Specifications
® Identification Meet the requirements
©  Assay ®o.0 - ®®0.0% of labeled amount of Human
Insulin
om  pH b - 0.
& Impurities with molecular masses < m.0% (protamine containing preparation) or
greater than that of insulin < .0% (non protamine containing preparation)
& Related proteins
&.e Abe desamido insulin < &o%
&lo Other related proteins < 0.0%
b Zinc < @o Pg/@oo U of Insulin
o  Bacterial endotoxins < wo lU/@oo U of Insulin
Sterility test Meet the requirements

&« Drug substance specification: Human Insulin BPwoeb

98  Test items Specifications
® lIdentification Meet the requirements
©  Assay x&.o - @o&.o % of Human Insulin
Impurities with molecular masses < @.0%
greater than that of insulin
@ Related proteins
&.® A-oe desamido insulin < ©.0%
human
&lo Other related proteins < ©.0%
& Zinc Maximum .0% (dried substance)
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o  Loss on drying Maximum &o.0%

o  Sulfated ash Maximum lo.&%
@ Bacterial endotoxins < ®@o IU/mg
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