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qmﬁ’nwmmwmm&m Insulin human mo iu/a@ ML + Isophane insulin o iu/a ML
suspension for injection, e mL cartridge
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@888 Insulin human o iu/e mL + Isophane insulin &o iu/@ mi. suspension for injection,
o ml cartridge
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m.o AuENTAYIMATiavamAnfuderduiagy (Finished product specification) :
Human Insulin isophane suspension and Human insulin injection USP {Online official as of

oe-Jan-bos)

94

/0] Test items Specification
®. | |dentification meet the requirements.
b, | Assay «&.o-eod.0% of label amount of insulin,
an. Other Components o.0-0.0& Mg for every moo USP insulin
Zinc determination Human Units.
. Product-related substances and
impurities

limit of high molecular weight proteins | Not more than e.o%

& | Soluble Insulin Human Content o to m@ IU/ml (Wasiduduas Soluble

Insulin Aisgyluaain +& )

PH oo0.e

o, Bacterial endotoxin test Not more than @o USP Endotoxin

units/eoo USP Insutin Human Units.

. Sterility test meet the requirements.

ao.AuENTANISMAiaTasamnIngAU (Drug substance specification) w8481 Insulin

Human USP {Online official as of oce-May-wolbe)

U0 Test items Specification
@. Identification meet the requirements.
. Assay NLT loer.& USP Insulin Human Units/me ,
on the dried basis.
a. | Other Components
Zinc determination NMT &.0% on the dried basis.

& | Product-related substances and impurities

&® | Related substances
A-be desamido insulin Not more than b.o%
Total impurities (without A-oe Not more than le.o%

desamino insulin)

&, | Limit of high molecutar weight Not more than @.0%
proteins
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Test items

Specification

Process-related substances and Impurities

&5

Single-chain precursor content

The single-chain precursor content of
Insulin Human produced by recombinant
DNA technology, or the proinsulin content
of Insulin Human derived from porcine is
NMT @o ng/mg, determined by a validated
method.

&l

Host cell protein.

The residual host cell protein content is
NMT @o ng/mg, determined by a validated
method or demonstrated by a validated

process.

Insutin Assays,Bioidentity

Meet the requirements.

Loss on dying

NMT @o.0%

Bacterial endotoxins test

Not more than o USP endotoxin

units/me.

Microbial enumeration tests and

tests for specified microorganisms

The total aerobic microbial count does
not exceed mxao" cfu/ g and the total
combined yeasts and molds count does
not exceed &0~ cfu/g the test being
performed on a portion of o.lb ¢,

accurately weighed.
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a.on AENURMIAMATAYaIRNAININGRY (Drug substance specification) UBeen

Isophane Insulin Suspension USP (Online official as of ca-May-no )

19 Test items Specification
ldentification meet the requirements,
@, | Assay «&.0%-90&.0% of the potency stated on

the label,expressed in USP Insulin Units/mL.

o. | Other Components

Zine determination @o-&o g for every oo USP iInsulin.

Product-related substances and impurities

&a { Limit of high molecular weight NMT en.0%
proteins
&. Insulin in the supernatant NMT @.0 USP Insulin Unit/ml.
PH @0 - o.@
o). Bacterial endotoxin test NMT @o USP Endotoxin Units / oo USP
Insutin Units.
. Sterility test Meet the requirements.
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o, drunuanedausd (Indications) wagnisvenedavsd (Extrapolated indications) (613)) léun
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