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Benserazide 50 mg + Levodopa 200 mg tablet

1. Foe1 Benserazide 50 mg + Levodopa 200 mg tablet
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3.1 Finished product specification: Benserazide hydrochloride 50 mg and Levodopa 200 mg tablet

h) Test Items Specifications
1 Identification Complied with finished product specification
2 Assay
Benserazide hydrochloride 90.0 - 110.0% of the labeled amount of of the
labeled amount of Benserazide hydrochloride
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k) Test Items Specifications
Levodopa 90.0 - 110.0% of the labeled amount of of the
labeled amount of Levodopa
9 Uniformity of Dosage unit Complied with finished product specification
4 Dissolution
- Benserazide Not less than 75% (Q) of the labeled amount of
benserazide is dissolved in 30 minutes
- Levodopa Not less than 75% (Q) of the labeled amount of
levodopa is dissolved in 30 minutes
5 Disintegration Not more than 15 minutes
6 Impurities
- Any other impurities Not more than 0.5%
- Total impurities Not more than 1.0%
7 Degradation product
- Benserazide Hydrochloride | Complied with finished product specification
- Levodopa Complied with finished product specification

3.2. Drug substance specification: Levodopa

BP

- Unspecified impurities

- Total impurities

h) Test Items Specifications
1 Identification Meet the requirement

2 | Assay 99.0 - 101.0 % (dried substance)

3 | pH 45-7.0

4 | Related substances
- Impurity A Not more than 0.1%
- Impurity B Not more than 0.5%
- Impurity C Not more than 0.2%

Not more than 0.05%

Not more than 1.0 %
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] Enantiomeric purity

- Impurity D

Not more than 0.5%

6 Loss and drying

Not more than 1.0%

7 Sulfated ash

Not more than 0.1%

3.3 Drug substance specification: Benserazide hydrochloride BP

¥

U Test Items Specifications
1 Identification Meet the requirement
5 Assay 98.5 - 101.0%
3 | pH 4.0 - 5.0 for solution S
4 | Related substances
- Impurity A Not more than 0.5%
- Impurity B Not more than 0.5%
- Impurity C Not more than 0.5%

- Unspecified impurities

- Total impurities

Not more than 0.10%

Not more than 1.0 %

5 Water

Not more than 1.0 %

6 Sulfated ash

Not more than 0.1 %

- 9729 Dissolution wag Uniformity of dosage units
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4) Injectable Drugs Guide, First published 2011, Published by Pharmaceutical Press
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