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3. AuanUAnumAlla

3.1 Finished product specification : Semaglutide tablets

49 Test items Specifications

1. | Identification m‘i’mrhumuﬁisqlu finished product specification
2. | Assay semaglutide 95.0 — 105.0% of the L.A. of semaglutide

3. | Assay salcaprozate sodium 276 - 324 mg/tablet

4. | Uniformity of dosage units ﬂﬁ?ﬂﬂiﬁumuﬁwﬂu finished product specification
5. | Dissolution NLT 75%(Q) is dissolved in 30 mins

6. | High molecular weight proteins NMT 0.5%

7. | Sum of impurities NMT 8.6%

8. | Microbial limit test Eli’mr-!"lumuﬁ'iquu finished product specification
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3.2 Drug substance specification : Semaglutide

D) Test items Specifications
1. | Identification ATIWIY

2. | Sum of impurities NMT 8.3%

3. | High molecular weight proteins NMT 0.4%

4. | Microbial limit test ATITWIY
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