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e.e Drug Substance Specification: Insulin Aspart USP&e

g

U9 Test Items Specifications

® Identification Meets the requirements

& Assay ®o.0 — ®o&@.0% on the dried basis

o Residue on ignition NMT ©.0% determined on o.lbg (dried basis)

et Product - related substances
- Individual impurities NMT @.0% of BoisoAsp insulin aspart; NMT b.0% total of

the peaks due to Alee Asp insulin aspart, BeAsp insulin
aspart, and BemisoAsp insulin aspart
- Total of other impurites NMT &.¢%

& Physiochemical analytical procedures for insulins
- Limit of high molecular weight proteins NMT o.&%

D Bacterial endotoxins test NMT @o USP Endotoxin Units/mg of insulin Aspart.
Bacterial Enumeration tests and Tests for The total aerobic count does not exceed moo cfu/g, the
specified microorganisms test being performed on a portion about o.lbg.

< Loss on drying NMT @o.0%
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on.lo Drug Substance Specification: Insulin aspart BPwoe®

i) Test Items Specifications

® Identification Complies with the tests

© Assay ®o.0 — @oa.0% of insulin aspart plus AeeAsp
insulin aspart, BenAsp insulin aspart, BmisoAsp insulin
aspart and BlbisoAsp insulin aspart (dried
substance)

o Host-cell-derived proteins Complies with the test

Single-chain precursor

Complies with the test

& Impurities with molecular massed greater than that of

insulin aspart

The sum of the area of the peaks with a retention
time less than that of the principal peak is not more
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 aspart monomer.

D Related proteins

- BoisoAsp insulin aspart

- Total of the peaks due to Aee@Asp insulin aspart,
BenAsp insulin aspart and BenisoAsp insulin aspart

- Total of other impurities

Maximum &.0%

Maximum ©.0%

Maximum e.&¢%

o Loss on drying

Maximum eo.0%, determined in o.boo ¢ by drying

in an oven at @o&°c for be h

< Sulfated ash

Maximum .0%, determined on o.boo ¢ (dried

substance).

& Bacterial endotoxins

Less than eo 1U/mg
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e.en Finished Product Specification:

49 Test Items Specifications

® Identification Complies with finish product specification

© Assay &Iz — omo nmol/mL

o pH 0o - o.ee

« High molecular weight proteins NMT o.«%

& BlowisoAsp insulin aspart NMT @.0

D Desamido insulin aspart NMT o.600%

o Insulin asp related impurities NMT @.:n%

[~ Zinc total @o.@ - bo. pg/mlL

« Bacterial endotoxin NMT <o IU/mL

®0 Sterility test Complies with finish product specification
AUBLG):
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