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Finished product specification : Levodopa oo mg + benserazide &o mg tablet
. Identification NI
. Ysuasendfy G&.o-ea&.0% LA
. Uniformity of Dosage Unit ~ A579H
«. Dissolution wansnanisavanglaitiesnin eie% Tu mo w¥l dmiu Levodopa

wansnanisaratlitesnin @e% T mo W 13U benserazide

&. Degradation product

- Levodopa ATII
- Benserazide HCL ASIMY
Drug substance specification : Levodopa BP boe
®. Identification ATIIU
. Usausiendiey ®x.0-600.0% LA
o. pH &.&el.o
& Related substances
- Impurity A NMT o.@ %
- Impurity B NMT o.& %
- Impurity C NMT oo %
- Unspecified impurities NMT o.o& %
- Total impurities NMT e.0 %
&. Enantiomeric purity AT
o. Heavy metals Maximum @o ppm
o. Loss on drying Maximum ®.0% determine on o.&oo ¢ by drying in an oven at @& C
&. Sulphated ash Maximum o.@% determine on .o ¢
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Drug substance specification : benserazide Hydrochloride BP woee

®. Identification MU
. USunwshendfgy ®&.& - ©06.0% L.A
om. pH c.o-&.0
&. Related substances
- Impurity A NMT o.€ %
- Impurity B NMT o.& %
- Impurity C NMT o.& %
- Unspecified impurities NMT o.@ %
- Sum of impurities NMT @.0 %
&. Heavy metals Maximum bo ppm
. Water Maximum .0% determine on o.&oo g
o. Sulphated ash Maximum o.% determine on @.o ¢
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o.o.0 nsdinanuluUszvdlng uanazdesdidiunmareniidoduseannsgrunsuane
muvdninneisnsandinlun1sudne) PIC/S (pharmaceutical Inspection Co-operation Scheme) o
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o.on LBNANSARAINYBITLAUDIIAN |
o.0.0 WANMINTITNATIBRAUAMHERSMUTE1dNTIFUveENER (Certification of analysis of
finish product) lusnjuiidadusoeis
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