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4180 Insulin aspart 30 1U/mt + Insulin aspart protamine 70 iU/ml
suspension for injection, 3 ml cartidge

1. %981 #73@ Insulin aspart 30 1U/ml + Insulin aspart protamine 70 fU/mt
suspension for injection, 3 ml cartidge
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3.1 Finish product specification: Insulin aspart + insulin aspart protamine
suspension for injection

3.1.1 identification Meet the requirement

3.1.2 Assay 94.0 - 105.0 U/ml w38 564 — 630

nmol/ml (Mengns) 1 unit = 6 nmot)

313 pH 7.20 - 7.44
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2.1.4  High molecular weight proteins Not more than 1.3 %

3.1.5 Related impurities Not more than 1.9 %
3.1.6  Zinc total Meet the requirement
3.1.7 Sterility Meet thé requirement
3.1.8 Bacterial endotoxins Meet the requirement
3.1.9 Insulin aspart in solution - 242-360%
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9130 Insulin aspart 100 IU/ml solution for injection, 3 ml cartidge

1. ‘?;aaﬂ g8 Insulin aspart 100 1U/ml solution for injection, 3 ml cartidge
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3.1 Finish product specification: Insulin aspart solution

3.1.1 Identification Meet the requirement
3.1.2 Assay 95.0-105.0% label amount of insulin aspart
313 pH 7.20 - 7.60
3.1.4  High molecular weight proteins  Not more than 1.5 %
3.1.5 Related impurities Not more than 3.2 %
316 Zinc total 16.3-24.5 pg/ml
3.1.7 Steritity Meet the requirement
3.1.8 Bacterial endotoxins Meet the requirement
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gifin Agomelatine 25 mg film coated tablet

15081 eudin Agomelatine 25 mg film coated tablet
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3.1 Finished product specification: Agomelatine tablet

3.1.1 Identification
312 Assay

Meet the requirement

95.0 - 105.0% labeted amount of agometatine

3.1.3 Uniformity of dosage units Meet the requirement

3.1.4 Disolutions

Not less than 80% (Q) dissolved in 45 minutes
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3.1.5 Degradation products

- Individual content of any degradation
product

- Total content of the degradation
products

3.2 Drug substance specification: Agomelatine
32.2.1 Identification

3.2.2 Assay
3.2.3 Loss on drying
3.2.4 Heavy metal
3.2.5 Sulphated ash
3.2.6  Impurity
- Individual Impurity

- Total Impurities

Not more than 0.2%

Not more than 0.5%

Meet the requirement

98.0 ~ 102.0% on dried basic
Not more than 1.0%

Not more than 20 ppm

Not more than 0.2%

Not more than 0.1%

Not more than 0.2%
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817 Semaglutide 14 mg tablet

18880 Semaglutide 14 mg tablet

2. anEuiAnalY
2.1 JUduy pfinailnfuusenu
2.2 drulssnay W 1 uin Ussneududaegn semaglutide 14 mg
2.3 AYUBUTTY usTluunuiameieaiiden
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3.1 Finished product specification: Semaglutide tablet

3.1.1 ldentification Meet the requirement
3.1.2 Assay
- Semaglutide 90.0 - 105.0% labeled amount of semagtutide
- Salcaprozate sodium 92.0 - 108.0% labeled amount of salcaprozate sodium
3.1.3  Uniformity of dosage units Meet the requirement
3.1.4 Dissolution Not less than 75%(Q) of label amount of semaglutide is

dissotved in 30 minutes
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3.1.5 High molecular weight protien Not more than 1.0%
3.1.6 Total impurities Not more than 12.2%
3.1.7 Microbial assay
- Total aerobic microbial count  Not more than 10° CFU/g
- Total yeast and mold count Not more than 10 CFU/g

- Escherichia coli Not detected

3.2 Drug substance specification: Semaglutide

3.2.1 |dentification Meet the requirement

3.2.2 Assay 0.75 ~ 1.0 mg/mg of semasglutide
3.2.3 High molecular weight protien  Not more than 0.4%

3.2.4 Sum of impurities Not more than 8.3%

3.2.5 Microbial assay Not more than 0.2%

- Total aerobic microbial count  Not more than 10° CFU/g
- Total yeast and mold count  Not more than 10% CFU/g

- Escherichia coli Not detected in 1 ¢ drug substance
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