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Finished product specification : L evodopa lboo mg + benserazide &o mg tablet

@. ldentification AIIVHL

&, YSuneasdey ®0.0 - @00.0 % LA

o. Uniformity of Dosage Unit m‘iwmumuﬁ@ﬁmmzp

<. Dissolution wanInan1saraulitpuni old% Tu mo U @MU Levodopa

wanananIsaraulitasni1 we% Tu mo U @1vSU benserazide
&. Degradation product

Levodopa RIITNU
- Benserazide HCL MTITHIU
Drug substance specification : Levodopa BP boam
@. Identification AT
0. Uiunausendidyy §e.0-006.0% LA
en. pH &0

@. Related substances

- Impurity A NMT o.@ %
- Impurity B NMT o.& %
- Impurity C NMT o.lo %
- Unspecified impurities NMT o.toér %
- Total impurities NMT @.0 %
&. Enantiomeric purity RTINU
o. Heavy metals Maximum @o ppm
o. Loss on drying Maximum @.0% determine on o.d¢oo ¢ by drying in an oven at eo&® C
@. Sulfated ash Maxirmum o.@% determined on e.0 ¢
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Drug substance specification : Levodopa USP &o

®. Identification P3ITHI
. ‘-JQS;J*|DJG-°1”JUT:§"‘-§\.’EQ «&.o-eol.o% of levodopa on the dried basis
om. Related substances
Levodopa related compound A NMT o.e % -
- L-tyrosine NMT 0.6 %

- Levodopa related compound B NMT o.& %
NMT o.@ %
- Individual unknown impurity NMT o.e%

- L-Veratrylglycine
- Total impurities NMT @.@ %

& Heavy metals Maximum o ppm

&. Residue on ignition NMT o.e%
o, Loss on drying NMT 0.&9% of its weight
o. Optical rotation oo 10 - @a®

Drug substance specification : benserazide Hydrochloride BP woaen
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®. |dentification

EpIARI

o. Usunuiagdnegy &z.€ - ©00.0% L.A
m. pH &.0o-¢.0
«. Related substances

- Impurity A. MT o.& %

- Impurity B NMT o.& %

- Impurity C NMT o.& %

- Unspecified impurities NMT o.e %

- Sum of impurities other than A NMT @.0 %

&. Heavy metals Maximum ec ppm

o. Waler Maximum e.0% determined on o.goo g

o. Sulphated ash Maximum o.6% determined on e.0 ¢
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@0 1ONANTTUTIWINTFIUNTTHENEN
o0.0 NiirERsTlulsEmalny dudrassiosfidnunnmirenilsdedusennnsgiunsndng,
PINMENINUTAS N sHARTluNISWERET PIC/S (pharmaceutical Inspection Co-operation Scheme) lag
I8 PIC/S participating authorities ﬁaﬂmﬂmﬁ%’mmmm‘sgwum‘mﬁmmmuwﬁﬂmmﬁLl.aﬁ%m'iﬁmu
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