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Edoxaban 60 Egiﬁﬁwcaated tablet

1. Foen  Edoxaban 60 mg film-coated tablet
2. gauandiAvialy
2.1 suuuy Dusndandeuiiduriinsuuszniu
2.2 dwswnou  1u 1 Winuseneusiefien Edoxaban 60 me
23 nwusUssy  usIelunvususslnain
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3. auandAaniunaiiaves Finished product

wansasavinseiRanwuluau finished product specification &sldaanulouradinau
ANIZATTUNTTOIMIILAZET NITNTIEISITUEY

48 Test items Specifications

1 | Identification .| - Complied with finished product specification

2 | Assay . - 95.0-105.0% of the labeled amount of Edoxaban
3 | Uniformity of Content | - Complied with finished product specification

4 | Dissolution test - Complied with finished product specification

5 Retated substances - Complied with fi nished product specification
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1. Foen Prasugrel 10 mg tablet
2. auautanaly

2.1 gUuuy Jueudeeiaduussmu
2.2 dwszneu  Tu 1 Wiauszneusiodien Prasugrel hydrochloride #iauyaiiu Prasugrel
10 mg
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wamimsaaﬁLﬂﬁsﬁqmmmﬂulﬂmu finished product specification Wag drug substance
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(aassmelusmiaanpuniuil 12 nuanvius 2562)
3.1 Finished product specification: Prasugrel Tablets USP

48 Test items Specifications

1 | Identification test - Meet the requirement

2 | Assay - 90.0-110.0% of the labeled amount of Prasugrel
3 | Uniformity of dosage units* - Meet the requirement
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10 Test items Specifications

Dissolution test* (18N Test1 w38 Test2)

- Test1 - Not less than 80%(Q) of the labeled amount
of Prasugrel is dissolved in 20 minutes
- Test?2 - Not less than 75%(Q) of the labetled amount

of Prasugrel is dissolved in 30 minutes

Organic Impurities

“Procedure 1

- Prasugrel thiol analog - Not more than 0.33%

- Desacetyl hydroxyprasugrel - Not more than 0.40%

- Desacetyl prasugrel di- - Not more than 1.5%
astereoisomer-1

- Desacetyl prasugrel di- - Not more than 1.8%
astereoisomer-2

- Prasugrel diketone - Not more than 0.40%

- Any unspecified degradation - Not more than 0.2%
product

- Total degradation product - Not more than 3.5%

Procedure 2

- Thienotetrahydropyridinone - Not more than 0.3%

- Acetylthienotetrahydropyridine - Not more than 0.3%
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3.2 Drug substance specification : Prasugrel Hydrochloride USP

1o Test items Specifications

1 | Identification test Meet the requirement

2 | Assay 97.0-102.0% on the anhydrous and solvent-free basis
3 | Uniformity of dosage units Meet the requirement

4 | Residue on ignition Not more than 0.20%

5 | Organic Impurities

Procedure 1

- Desfluoro prasugrel

- 4-fluoro prasugrel

- 3-fluoro prasugrel

Procedure 2

- Desacetyl hydroxyprasugrel

- Prasugrel diketone

- Desacetyl prasugrel di-
astereomer-1

- Desacetyl prasugrel di-
astereomer-2

- Prasugrel chlorobutyryl
analog

- Any individual unspecified
degradation product

- Total degradation product

Not more than 0.20%
Not more than 0.15%
Not more than 0.30%
Not more than 0.15%
Not more than 0.20%
Not more than 0.20%
Not more than 0.50%
Not more than 0.30%

Not more than 0.10%

Not more than 1.0%

6 | Water

Not more than 0.50%
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3.3 Finished product specification: Prasugrel Tablets (In-house)

48 Test items Specifications
1 | Identification test - Complied with finished product specification
2 | Assay - 90.0-110.0% of the labeled amount of Prasugrel
3 | Uniformity of dosage units - Complied with finished product specification
4 | Dissolution test* - Complied with finished product specification
5 | Degradation product - Complied with finished product specification
3.4 Drug substance specification : Prasugrel Hydrochloride (In-house)
i Test items Specifications
1 | Identification test - Complied with finished product specification
2 | Assay : - 98.6-101.7% (Corrected for water and acetone)
"3 | Residual on ignition - Complied with finished product specification
4 | Related substances - Complied with finished product specification
5 | Water - Complied with finished product specification
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i Test items Specifications

1 | Identification - Comptied with finished product specification

2 | Assay - 95.0-105.0 % of the labeled amount of Ranolazine
3 | Dissolution test* - Complied with finished product specification

4 | Uniformity of dosage units* - Complied with finished product specification

5 | Impurities - Complied with finished product specification
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