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- Benserazide hydrochloride ﬁam&aﬁ'v benserazide &o mg

- Levodopa boo mg
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Finished product specification :
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Test ltems

Specifications

Identification

Complied with finished product specification
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Assay
- Benserazide

- Levodopa

@o.o - emo.o% of the labeled amount of
benserazide
«wo.o - amo.c% of the labeled amount of levodopa

Uniformity of dosage unit*

Complied with finished product specification

Dissolution®

Complied with finished product specification

Related substances

Complied with finished product specification
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&la  Drug substance specification
(@) Benserazide hydrochloride BP/Ph. Eur
49 Test ltems Specifications
@ | identification Meet the requirements
b | Assay &c.& - @oe.0% of the labeled amount of
benserazide hydrochloride (anhydrous substance}
en pH &0 - &0
e | Water Not more than &.0%
& | Sulfated ash Not more than o.e%
v | Related substances
- Impurity A Not more than o.&%
- Impurity B Not more than o.&%
- Imipurity C Not more than o.&%
- Unspecified impurities Not more than o.a% (for each impurity)
- Sum of impurities other than A | Not more than e.0%
() Levodopa BP/Ph. Eur
io Test Items Specifications
@ | Identification Meet the requirements
b | Assay det.o - @oe.0% of the labeled amount of levodopa
(dried substance)
m | pH <& - .o
& | Loss on drying Not more than .0%
& | Sulfated ash Not more than o.e%
o | Enantiomeric purity (impurity D) Not more than o.&¢%
¢ | Related substances
- Impurity A Not more than o.@%
- Impurity B Not more than o.&%
- Impurity C Not more than o.2%
- Unspecified impurities Not more than o.0&% (for each impurity)
- Total impurities Not more than @&.c%
() Levodopa USP
Bl Test ltems Specifications
@ | Identification Meet the requirements
b | Assay a0 - @ob.o% of the labeled amount of levodopa
{on the dried basis)
m | Residue on ignition Not more than o.@%
& | Loss on drying Not more than o.&%
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1) Test items Specifications

& | Optical rotation -a90° to -ebw °

© | Organic impurities
- Levodopa related compound A | Not more than c.a%
- L-Tyrosine Not more than o.®%
- Levodopa related compound B | Not more than o.&%
- L-Veratryslycine Not more than o.e%
- Individual unknown impurity Not more than o.a%
- Total impurities Not more than &.e%
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