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1 Levodopa 200 mg + Benseraside (HCI) 50 mg tablet
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Levodopa 200 mg + Benseraside (HCI) 50 mg tablet
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3.1 Finish product specification
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1. USunmasurdagy

. p ,
AT mMaaNszylu Finished product specification

2. ldentification

@529k wATiszylu Finished product specification

3. Weight variation

730 Uniformity of Weight (mass)
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A7 mumu‘n‘squu Finished product specification

4, Dissolution

' a . . .
asaarManaNszylu Finished product specification

5. Related compounds

/ Impurity

m’J’-Mhumuﬁi:qlu Finished product specification

3.2 Drug substance specification

3.2.1 Levodopa

(3]
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1. YRanmaendegy

98.0 - 102.0% of Levodopa

(Calculated on the dried basis)

99.0 - 101.0% of Levodopa

(Calculated on the dried basis)

2. Identification AT AU

3. Appearance of solution - AT9HIU

4. pH - 45-7.0

5. Specific rotation -160° to -167° -
6. Loss on drying NMT 0.5% NMT 1.0%

7. Residue on ignition NMT 0.1% -
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3.21 Levodopa“”“’

8. Heavy metals

NMT 20 ppm

NMT 10 ppm

9. Related compounds

- Levodopa related compound A : NMT 0.1%
- L-Tyrosine ; NMT 0.1%

- 3-Methoxytyrosine : NMT 0.5%

- 1-Veratrylglycine : NMT 0.1%

- Individual unknown impurity : NMT 0.1%

- Total impurity : NMT 1.1%

- Levodopa related compound A : NMT 0.1%
- L-Tyrosine: NMT 0.5%

- 3-Methoxytyrosine : NMT 0.2%

- Unspecified impurities : NMT 0.05%

- Total : NMT 1.0%

10. Enantiomeric purity

Impurity D : NMT 0.5%

11.Sulfated ash

NMT 0.1%

3.2.2 Benserazide Hydrochloride“’

1. USunmeandney

98.5 - 101.0% L.A. of Benserazide HCI (Anhydrous substance)

. Related substances

2. Identification AU
3. Appearance of solution AT
4. pH 40-5.0
5

- Impurity A : NMT 0.5%
- Impurity B : NMT 0.5%
- Impurity C : NMT 0.5%

- Unspecified impurities : NMT 0.10%
- Sum of impurities other than A : NMT 1.0%

6. Heavy metals NMT 20 ppm
7. Water NMT 1.0%
8. Sulfated ash NMT 0.1%
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1. Boen Pyridostigmine bromide 60 mg tablet
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2.2 dwlsznay  Usznaudaséaen Pyridostigmine bromide 60 mg u 1 1iia
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3. amaaliGMInana

3.1 Finish product specification

(2)

1. YSnouaaendngy

95.0% - 105.0% of the L.A. of

Pyridostigmine bromide

92.5 - 107.5% of the L.A. of

Pyridostigmine bromide

2. Identification

ATIHYU

AT

3. Dissolution

eane'littaendn 80%(Q) of the LA.
of Pyridostigmine bromide u 60wl

azanelaistaundn 70%(Q) of the LA.
of Pyridostigmine bromide 11 45 %17

4. Uniformity of dosage units

AU

ATITNB

5. Related substances

-Pyridostigmine impurity B : NMT 6%
-Pyridostigmine impurity A : NMT 04%

-Sum of the areas of any other

secondary peaks NMT 0.4%
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3.2 Drug substance specification : Pyridostigmine bromide'"?

1. Wanmdamddy 98.5% - 100.5% of Pyridostigmine bromide | 98.5-101.0% of Pyridostigmine bromide
(on the dried basis) (on the dried basis)

2. Identification ATIVU AU

3. Appearance of solution - ATTHIH

4. Melting range 154° to 157° -

5. Loss on drying NMT 2.0% NMT 0.5%

6. Residue on ignition NMT 0.1% -

7. Ordinary impurities ATIWIB -

8. Acidity or alkalinity - ATIWN

9. Related substances - - Impurity A,B : For each impurity NMT 0.4%

- Total impurity : NMT 0.5%
10. Heavy metals - NMT 20 ppm
11. Sulfated ash - NMT 0.1%
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