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Finished product specification : [ evodopa oo mg + benserazide ¢o mg tablet

Identification
YSanumendiAgy
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Dissolution

&. Degradation product

Uniformity of Dosage Unit
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Drug substance specification : Levodopa BP boeo

|dentification
USunausmiendnfgy
pH

Related substances

QG

- Impurity A
- Impurity B
- Impurity C

- Unspecified impurities

- Total impurities

- Disregard limit
Enantiomeric purity
Heavy metals

Loss on drying
Sulfated ash
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NMT o.@ %

NMT o.& %

NMT oo %

NMT o.o& % (for each)

NMT @.0 %

NMT o.om%

Impurity D NMT o.¢%

Maximum e@o ppm

Maximum @.0% determined on o.¢oo g by drying in an oven at eo&® C
Maximum o.@% determined on @.o g
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Drug substance specification : Levodopa USP &

@. ldentification
b, USunauedfy

o. Related substances

<. Heavy metals/Elemental Impurities

- Levodopa related compound A
- L-Tyrosine

- Levodopa related compound B
- L-Veratrylglycine

- Individual unknown impurity

- Total impurities

&. Residue on ignition

©. Loss on drying

¢v. Optical rotation

Drue su

MDY
&x.0-e0b.0% of levodopa on the dried basis

NMT o.@ %

NMT o.@ %

NMT o.& %

NMT o.e %

NMT o.e%

NMT @.@ %

Maximum o ppm/AsIaHIu
NMT o.0%

NMT 0.¢% of its weight
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bstance specification : benserazide Hydrochloride BP boso
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Identification
YSunausendingy

pH

Related substances

- Impurity A

- Impurity B

- Impurity C

- Unspecified impurities

- Sum of impurities other than A

. Heavy metals
Water
Sulfated ash

#
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NMT o.& %

NMT o.& %

NMT o.& %

NMT o.e % (for each)

NMT @.0 %

Maximum o ppm

Maximum @.0% determined on o.¢oo g
Maximum o.e% determined on e.o g
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