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Entecavir 0.5 mg film-coated tablet

1. ¥ew1 Entecavir 0.5 mg film-coated tablet
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3.1 Finished product specification: Entecavir tablet

do Test items Specifications
Identification Meet the requirements
2 | Assay 90.0 — 105.0% of the labeled amount of
entecavir

3 | Performance tests
- Dissolution Test 1 Not less than 80% (Q) of the labeled
amount of entecavir is dissolved in 30 min.
Test 2 Not less than 80% (Q) of the labeled
amount of entecavir is dissolved in 15 min.

- Uniformity of dosage units Meet the requirements
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- Microbial enumeration tests

and Tests for specified

microorganisms

U Test items Specifications
4 | Impurities
- Oreanic impurities Disregard any peak less than 0.10%
O Individual impurities Not more than 0.5%
O Total impurities Not more than 2.0%
5 | Specific tests

The total aerobic microbial count : Not more
than 10° cfu/g
The total yeasts and molds count : Not more
than 10° cfu/g

The test of E. coli : absence

3.2 Drug substance specification: Entecavir

Organic impurities
O Furoentecavir

Entecavir 1- epimer
Entecavir 3- epimer
8-Hydroxy entecavir
Entecavir 4-epimer
8-Methoxy entecavir
4-Dimethylsilyl

entecavir

o o0 0O O O O

O

Any unspecified
impurity
O

Limit of Entecavir related

Total impuirities

compound A

U Test items Specifications
1 | Identification Meet the requirements
2 | Assay 98.0 — 102.0% of the labeled amount of
entecavir
3 | Impurities

Not more than 0.1%
Not more than 0.1%
Not more than 0.1%
Not more than 0.1%
Not more than 0.1%
Not more than 0.1%

Not more than 0.1%

Not more than 0.1%

Not more than 0.3%
Not more than 0.1%
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D) Test items Specifications

4 | Specific tests
- Water determination 5.5% -7.0%
- Optical rotation +24 ° to +30°
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Rabeprazole 20 mg gastro-resistant tablet

1. %Fown Rabeprazole 20 mg gastro-resistant tablet
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2.1 gUuuy \Wuenidin gastro-resistant wfinfulsymu

2.2 dwlsgneu  lu 1 tablet Usznaudiednen Rabeprazole 20 mg
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3.1 Finished product specification: Rabeprazole tablet

b Test items Specifications
1 | Identification Meet the requirements
2 | Assay 90 - 105.0% of the labeled amount of

rabeprazole sodium

3 | Performance test
- Dissolution Acid ph

Not more than 10% of rabeprazole sodium
is dissolved in 2 hours

Buffer phase

Not less than 80% (Q) of rabeprazole
sodium is dissolved in 30 minutes

- Uniformity of dosage Meet the requirements
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Test items

Specifications

4 | Organic impurities

- Pyridinone analog (rabeprazole
related compound A)

- Benzimidazolol

- Mercaptobenzimidazole
(rabeprazole related compound C)

- Rabeprazole sulfone N-oxide

- Rabeprazole N-oxide (rabeprazole
related compound B)

- Methoxy analog

- Rabeprazole sulfone (rabeprazole
related compound D)

- Chloro analog (rabeprazole related
compound F)

- Methoxy sulfide analog

- Rabeprazole sulfide (rabeprazole
related compound E)

- Any other individual impurity

- Total impurities

Not more than 0.2%

Not more than 0.2%
Not more than 0.2%

Not more than 0.2%
Not more than 0.2%

Not more than 0.2%
Not more than 0.7%

Not more than 0.2%

Not more than 0.2%
Not more than 0.2%

Not more than 0.2%
Not more than 1.7%

5 | Specific tests
- Loss on drying
- Microbial enumeration tests and

Tests for specified microorganisms

Not more than 3.0%
The total aerobic microbial count : Not
more than 10° cfu/g
The total yeasts and molds count : Not

more than 10% cfu/g

The test of E. coli : absence
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