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Insulin aspart 30 iu/ 1 ml + insulin aspart protamine 70 iu/1 ml suspension forinjection, 3 ml

cartridge 97u2u 19,000 cartridges
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4. s1uaziBunnag)
4.1 Foen Insulin aspart 30 iu/ 1 ml + insulin aspart protamine 70 iu/1 ml suspension forinjection,
3 ml cartridge
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4.3.1 Finish product specification : insulin aspart + insulin aspart protamine suspension for

injection

LG Test ltems Specifications

1 | ldentification m‘i'lilci”lumuﬁizq‘lu Finish product specification

2 | YsunaushendAgy 94.0-105.0 U/ml %58 564-630 nmol/ml

3 | pH 7.20-7.44

4 | Sterility test m‘i’mﬁ’mmuﬁixﬁlu Finish product specification

5 | Bacterial endotoxins NMT 80 IU/ml

6 | Zinc content 16.4-22.9 ug/ml

7 | High molecular weight protein <1.3%

8 | lnsulin aspart in solution 24.2-36.0%

9 | Insulin aspart related impurities < 1.9%
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product specification uag Drug substance specification
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