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a.@. Finish product specification

Specification

U9 Test tem
USP &o BP woew Ph.Eur.c
® | ldentification test BTN RTIY AT
b | YSunmdinnddgy *&.o-aok.0 % RN AT
an Zinc Betermination o.ow-c.o& Mg Not more than o Not more than o
form every oo mcg/@moo U mcg/eoo U
USP insulin human
unit o
& | Product related Not more than Not more than sn.o % | Not more than s1.o %
Substances and m.o % (protamine containing) | (protamine containing)
impurities
- Physicochemical
analytical procedures
for insulins, limit of
high molecular weight
proteins
& | Soluble insulin & - & % RTIRETUY A3
human content
o | Related protein AT #5IDHIY MIITIU
o | pH .0 0.®-07.3 .ol
& | Preservative RS EeRIRM! MTITHI
« | Bacterial Endotoxin NMT co USP Less than o U per Less than @o 1U per
E/@oo USP @oo [U of insulin @oco U of insulin
insulin human
units
@o | Sterility Test HIINY ATV P3P
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e.la, Drug Sunstance specification
- 9 MNI97n recombinant-human insulin #zakaniwaniIn i residual host cell DNA
Wae residual host cell protein
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