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carbidopa 25 mg + entacapone 200 mg + levodopa 100 mg film-coated tablet

1. Foen carbidopa 25 mg + entacapone 200 mg + levodopa 100 mg film-coated tablet
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21 juuuy Judedwsusuvssnurdandioud (Film coated )

22 dulszneu  Usenaumedien Carbidopa 25 mg, Entacapone 200 mg uay Levodopa
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3. pnuanUANIImALa
3.1 Finished product specification:

99 Test ltems Specifications
1 | Identification Complied with finished product specification
2 | Assay 95.0-105.0% of the labeled amount of Levodopa
95.20-105.20% of the labeled amount of Carbidopa
95.0-105.0% of the labeled amount of Entacapone
3 | Uniformity of dosage units* Complied with finished product specification
4 | Dissolution* Test
- Levodopa - Not less than 75% (Q) of the labeled amount of
Levodopa is dissolved in 45 minutes
- Carbidopa - Not less than 75% (Q) of the labeled amount of
Carbidopa is dissolved in 45 minutes '
- Entacapone -Not less than 75% (Q) of the labeled amount of
Entacapone is dissolved in 45 minutes
5 | Degradation products
- Levodopa, Total Not more than 0.3%
- Carbidopa, methyldopa Not more than 0.5%
- Carbidopa, Total Not more than 2.0%
- Entacapone, Z Isomer Not more than 0.5%
- Entacapone, Total Not more than 0.7%
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3.2 Drug substance specification:
Levodopa: USP 41

& Test ltems Specifications
1 Identification Meet the requirements
2 Assay 98.0-102.0% of the labeled amount of
Levodopa (dried substance)
3 Organic impurities
- Levodopa Related compound A Not more than 0.1%
- L-Tyrosine Not more than 0.1%
- Levodopa Related compound B | Not more than 0.5%
- L-Veratrylglycine Not more than 0.1%
- Individual unknown impurity Not more than 0.1%
- Total impurities Not more than 1.1%
4 Loss on drying Not more than 0.5%
5 Residue on ignition Not more than 0.1%
6 Specific rotation -160° to -167°

Carbidopa: USP 41

& Test Items Specifications
Identification Meet the requirements

2 Assay 98.0-102.0% of the labeled amount of

Carbidopa

3 Limit of Methyldopa Not more than 0.5%
Limit of Carbidopa Related Not more than 0.5%
compound D

a4 Loss on drying 6.9 to 7.9%

5 Specific rotation -21.0°to0 -23.5°

6 Residue on ignition Not more than 0.1%
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Entacapone: USP 41

& Test Items Specifications
Identification Meet the requirements
2 Assay 98.0-102.0% of the labeled amount of

Entacapone (on dried basis)

3 Organic Impurities
- Entacapone related compound A | Not more than 0.1%

- Any other unknown individual Not more than 0.10%

impurity

-Total impurity Not more than 0.2%
4 Loss on drying Not more than 0.5%
5 Residue on ignition Not more than 0.1%

NN - *szyiate Dissolution fiu Uniformity of dosage units....... HWuUlena1suaniseazidenna
N3nsI9 AT wmindilaudslilulu CoA
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