Yoo &1 Levodopa boo mg + benserazide &o mg tablet

w € = & w ar o 7]
Taguszasd  wenstidndnwdtae Tulsimeuiaiosidn

AANUR

= ] L] @ e

Jusdedmiuiulsenu

Usenaushesieniiauyaiu &1 Levodopa oo mg + benserazide &o mg 8 @ Lin
flnanseyTundn Tuvueeny wweiingn waninzlouiniueTlidnau vunuuzussgen

& 9

3

AuaRNIuNALA

Finished product specification : Levodopa oo mg + benserazide &o mg tablet

®. Identification MU
. Ysunusiendrany ®0.0 - @®0.0 % LA
. Uniformity of Dosage Unit  #15730HU
Dissolution - uanawansazatslidosnii oie% T mo U d15U Levodopa

wamsnan1sara1slinoeni 0% Tu mo UM @msu benserazide
&. Degradation product
- Levodopa MUY
- Benserazide HCL AN

Drug substance specification : Levodopa BP bwoem

@. Identification AT
. Ysuasienddgy ax.0-00@.0% LA
e, pH &.&wl.o
&. Related substances
- Impurity A NMT o.@ %
- Impurity B NMT o.& %
- Impurity C NMT oo %
- Unspecified impurities NMT o.o& %
- Total impurities NMT @.0 %
& Enantiomeric purity MIITUY
o. Heavy metals Maximum eo ppm
o. Loss on drying Maximum e.c% determine on o.¢oo g by drying in an oven at @od® C
@. Sulfated ash Maximum o.e% determined on e.o ¢
™
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Drug substance specification : Levodopa USP o

@. Identification ATIANIUY
®. Usunshendfigy «c.0-e@0lb.0% of levodopa on the dried basis
o. Related substances

- Levodopa related compound A NMT o.@ %

- L-tyrosine NMT o.@ %

- Levodopa related compound B NMT o.& %

- L-Veratrylglycine NMT o.@ %

- Individual unknown impurity NMT o.0%

- Total impurities NMT @.0 %
&. Heavy metals Maximum lbo ppm
&. Residue on ignition NMT o.@%
o. Loss on drying NMT o.&% of its weight
. Optical rotation - @00° to - eeP

Drug substance specification : benserazide Hydrochloride BP boen

@. Identification AT
. USuamiedidgy ¢x.& - ©06.0% L.A
. pH &.o-¢.0
<. Related substances
- Impurity A NMT o.& %
- Impurity B NMT o.& %
- Impurity C NMT o.& %
- Unspecified impurities NMT o.@ %
- Sum of impurities other than A NMT @.0 %
&. Heavy metals Maximum leo ppm
o. Water Maximum @.0% determined on o.¢oo ¢
@. Sulphated ash Maximum o.#% determined on @.0 ¢
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olo.0 NsETRARsTUUsEIAlNY frdmasoddidiuinmanemisdeiusonnasgriunsndne
MUVENINEISNSHARTITUNINERET PIC/S (pharmaceutical Inspection Co-operation Scheme) lag
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o0 WANMINTIVNATIEVANAMNERAueis d1SagUvendn (Certification of analysis of
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