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Insulin degludec 100 iu/mL -Exi_f_\aglt’é‘tygde 3a6°“’rr{1g/mL suspension for injection
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Insulin degludec 100 iu/mL + Liraglutide 3.6 mg/mL suspension for injection in

3 ml cartridge
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18 Test items Specifications
1 | Identification test - Complied with finished product specification
2 | Assay
- Insulin degludec - 570-630 nmol/ml
- Liraglutide - 3.40-3.78 mg/ml
3 | pH - 7.90-8.40
4 | High molecutar weight proteins - Not more than 0.7%
5 | Total Impurities - Not more than 7.2%
6 | Zinc content - 52.7-60.5 pg/ml
7 | Bacterial endotoxins - Not more than 80 1U/ml
8 | Sterility test - Complied with finished product specification
9 | Identity of phenol - Complied with finished product specification
10 | Phenol - 5.30-6.20 mg/ml
11 | Particulate matter - Size 2 10 m not more than 6,000 /container
- Size 2 25 Ilm not more than 600 /container
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1. o8 Semaglutide 4 mg/3 mlin 3 ml injection wila prefilled-pen
2. aaudanaly
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%9 Test items Specifications

1 | ldentification test - Complied with finished product specification
2 | Content - 1.27-1.41 mg/ml of Semaglutide

3 | pH - 1177

4 | Limit of high motecular weight proteins | - Not more than 0.7%.

5 | Impurity - Complied with finished product specification
6 | Bacterial endotoxins

Not more than 80 1U/ml
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i) Test items Specifications

7 | Sterility test - Complied with finished product specification
8 | Phenol - 5.0-6.0

9 | Particulate matter - Complied with finished product specification
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4.3.
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) Test items Specifications
High molecular weight - Complied with finished product specification
proteins (HMWP)
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