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3.1 Finished product specification:

v

VD Test Items Specifications

3.1.1 | Identification Meet the requirement

3.1.2 | Assay 90.0-105.0%

3.1.3 | Uniformity of dosage unit Meet the requirement

3.1.4 | Dissolution Test 1: Not less than 80%(Q) is dissolved in
30 minutes

Test 2: Not less than 80%(Q) is dissolved in

15 minutes
3.1.5 | Impurities
-Each individual unidentified impurity Not more than 0.5%
-Total impuirities Not more than 2.0%
3.1.6 | Microbial enumeration tests The total aerobic microbial count: NMT 10° cfu/g

The total yeasts and molds count: NMT 102 cfu/g

Escherichia coli: Absence
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3.2 Drug substance specification:

4o Test Items Specifications
3.1.1 | Identification Meet the requirement

3.1.2 | Assay 98.0-102.0%

3.1.3 | Water determination 5.5-7.0%

3.1.4 | Optical rotation +24 to +30

3.1.5 | Limit of Entecavir related compound A Not more than 0.1%

3.1.6 | Impurities

-Furoentecavir Not more than 0.1%
-Entecavir 1-epimer Not more than 0.1%
-Entecavir 3-epimer Not more than 0.1%
-8-Hydroxy entecavir Not more than 0.1%
-Entecavir 4-epimer Not more than 0.1%
-8-Methoxy entecavir Not more than 0.1%
-4-Dimethylsilyl entecavir Not more than 0.1%
-Any unspecified impurity Not more than 0.1%
-Total impuirities Not more than 0.3%
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4.2 In-use stability N/A
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