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m.@ Finished product specification
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- Capillary zone electrophoresis (CZE)

38 Isoelectric focusing (IEF)

- PACE+immunoblotting
- Peptide mapping/LC

- N-terminal sequence analysis

“HPLC
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- Biological assay (Potency) il Potency agseninedosas co-obe Un4
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m.@.& Particular matter: - UM 210 pm:

NMT i0,000 particles/container

- VUM 225 pm;
NMT 1,000 particles/container

m.e.¢ Bacterial endotoxins: Less than o IU/@o,000 IU of
erythropoietin
a.e..0 Water content: NMT 4%

am.e.e¥ Dimer & related substance Not more than ©%
of higher molecular mass
an.e.c Sterility: AT UMY Finished product
specification
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Insulin aspart 30% + Insulin aspart protamine 70%

sterile suspension 100 iu/1 ml (3 ml) 71U & o000 Viadn

P4
®. ATUABINTT : Insulin aspart 30% + Insulin aspart protamine 70% sterile suspension
100 iu/1 ml (3 ml) 99U & 000 DA
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blo @UUsENaU: Usznaunig Insulin aspart T988% mo waz Insulin aspart protamine
F08a elo (FnT1d mw) InediuSunamnududy 100 1U/ml TuuSunes 3 ml

.o AYULUTIY UTILRAUTIAINEBWUY multiple doses USums 3 ml
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3.1 Finished product specification
3.1.1 Identification test: mﬁ’mmummﬁ‘i:ﬁq‘lu finished product

specification

3.1.2 Assay:
- Biological assay (Potency) il Potency atiseninsieray 90-110
TeNaannIzy
- Human Insulin in solution 25-35% of total insulin
(Total dissolved insulin)
3.1.3 pH: 6.9-7.8
3.1.4 Bacterial endotoxins: NMT 80 endotoxin unit/100 U of.inqun
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3.1.5 Zinc content: NMT 0.04 mg/100 1U of Insulin
3.1.6 Dimer & related substance of higher molecular mass: NMT 0.1%
3.1.7 Sterility: ATIVMIUAY Finished product

specification
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