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AUANYULIANIZYDIYN
Insulin human 30 iu/1 mL + isophane insulin 70 iu/1 mL

Suspension for injection

1. Faen Insulin human 30 iu/1 mL + isophane insulin 70 iu/1 mL suspension

for injection, 3 mL cartridg

2. Auautinaly

21 juuwy Juhewvausgneulmmntedunu
22, dulsenau Usgnaume insulin human 30 iu/1 mL + isophane insulin 70 iu/1

mL TutSunee 3 mL cartridge
23, 1YUBUTTY Ui‘ig‘iunmuzm‘éqmﬁmﬂ'ﬁﬁmm%mmu multiple doses U3uns 3
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Finished Product specification (USP36)
1 Identification test mjﬁ]&humm‘?z*}sﬂu finished product specification

2 Ysunuiegndegy 95.0-105.0% of the labeled amount of Insulin human

AMIENTIUANSATVUARANEN YL

8999 Onies ‘(/ ............. UsEEunTIms  aede Qm‘sum* aﬁa_....,,.p AS5UNT3

s

(w3 aswigns daian) (we InTa Aviand) (U fiaui dnwasaw)

Wt indensufusing wmsnuAdEn I



3 pH 7.0-7.8

4 Sterility test AN

5 Zinc content 95114 0.02- 0.04 mg/100 IU of Insulin
6 Volume in container Laitfoundn 3 mt

7 Bacterial endotoxins Liiifiu 80 endotoxin unit/100 1U of Insulin
8 Limite of high molecular weight proteins laitAu 3%

9 Microscopic evaluation (shape, size of crystal) AU

10. Preservative m'ﬁmmumuﬁiw’tu finished product specification
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