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@@ Finish Product Specification: e/o%
USP&g

D

ldentification

Human Insulin Isophane Suspension and mo%

Meets the requirements

Human Insulin injection

Assay

®&.0% - @o&.0% of the potency stated on the

label, expressed in USP Insulin human units/mL

Zinc determination

0.0 - o.o& Mg for every @oo USP Insulin Human

)
Units
14 Limit of high molecular weight proteins NMT en.0%
& Soluble Human content Meets the requirements
l % pH o.o - 0.
o Bacterial endotoxin Test NMT <o USP Endotoxin Units/@oo USP Insulin 1
Human Units
’ & Sterility Test Meets the requirements
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on the dried

Individual impurities:

Total impurities:

I - D . SN ///
dentification Meets the requirements
Assa
y NLT oe.& USP Insulin Human Units/mg,
basis
M Zinc determination NMT 0.% on the dried basis
& Related substances

NMT l©.0% of A-be desamido insulin human

NMT ©.0%, excluding a-we desamido insulin human

& Limit of high molecular weight proteins NMT @.0%
Process-related impurities
Single-chain precursor: NMT @ong/mg
Host cell protein NMT @ong/mg

[ 1] ’ Insulin assays Meets the requirements
L < Loss on drying NMT @0.0%
L & Bacterial endotoxin tests NMT @o USP Endotoxin Units/mg
@0 Microbial enumeration tests and tests for specified The total bacterial count does not exceed moo

microorganism

cfu/g, the test being performed on a portion of o.lo

g, accurately weighed.

a.en Finished Product specification: Biphasic Isophane In

sulin Injection BPwoeb

! Identification

Complies with the test

& Assay

The amount of protamine is based on the known
isophane ratio and is not less than the equivalent of
o.en mg and not more than the equivalent 0. mg
of protamine sulfate for each eoo IU of insulin in

the insulin-protamine complex.

) Total zinc

Not more than @o.o0 mcg per @oo IU of insulin
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& Finished Product specification: Injectable Insulin Injection BPaoab

Less than <o IU per oo IU of insulin

Identification Complies with the test

Assay Complies with the test ‘
o pH o.&¢ - #.@, unless otherwise prescribed in specific

monograph.

I Impurities with molecular masses greater than that of | Complies with the test

insulin
& Related proteins Complies with the test \
) Total zinc Complies with the test \
o Zinc in solution Complies with the test \
I Bacterial endotoxins \

o
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§n.¢' Drugs Substance Specification: Human Insulin BPeoeb

|dentification

Complies with the test

5] Assay

«&.0% to @od.0% of human insulin plus Awe
desamido human insulin (dried substance)

By convention, for the purpose of labeling insulin
preparations, o.om&e mg of human insulin is

equivalent to @ IU of insulin

by Host-cell-derived proteins

The limit is approved by the competent authority.

& | Single chain precursor

The limit is approved by the competent authority.

Use a suitably sensitive method.

& Solubility

Practically insoluble in water and in ethanol (x©%).
It dissolves in dilute mineral acids and with
decomposition in dilute solutions of alkali

hydroxides.

D Impurities with molecular masses greater than that of

insulin

The sum of the areas of any peaks with a retention
time less than that of the principle peak is not
greater than @.0% of the total area of the peaks.
Disregard any peak with a retention time greater

than that of the peak due to insulin.

o Related proteins

Complies with the tests

= Proinsulin-like immunoreactivity (PLI) Maximum eo ppm, calculated with reference to the
dried substance
« Zinc Maximum @.0% (dried substance)

®0 Loss on drying

Maximum @o.0%, determined on o.woo g by drying

in an oven at @o&°C for b h

®6 Sulfated ash

Maximum o.&%, determined on o.woo g (dried

substance)

o Bacterial endotoxins

Less than eo IU/mg
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