
"' l ..., ..: 
~ru6'lf1M1J~bt.J'j!'j1~C.J1 Levodopa l9oo mg + bens.erazide cto mg tablet bJ'.:J'j!'jC.Jl'U16'l'i"eJ()beHi1 

d 
'11€1 C.J1 C.Jl Levodopa l9oo m~ + benserazide cto m~ tablet 

b ~e:Jf11'i"'lhuV1-rmj1~tl1 C.J 1 'W h.:J'j!'jC.J1'U16'l~e:JC.Jd)V1 l\?111'\.b~?l'lrl 
'\J 

~I ..: 0 
"' "' a I C9l. b u'Wt.J1b:WV1?11Vl'i"'UTU u'i"~'Vll'W 

h th~f1e:JU~1C.J\?l1C.J1~?1:W~6'lnu C.Jl Levodopa l9oo m~ + benserazide ~o m~ l'ie:J (9) b~Vl 
m. ~umm~ul'W[:..J~\?1 l'WVl:WV1mC.J bWU~[:..J~\?1 b6'l'lJ~'Vl~bUC.J'W(ih-rumH'irV1b"il'W U'W.fl1'1J'W~'U'i"'i""ilC.J1 

' ' ' 

Finished prgguct specification : Levodopa l9oo m~ + benserazide ~o m~ tablet 

(9). Identification 

®. '\.J~mrul'11 m6'11r1't11 

m. Uniformity of Oosa~e Unit 

cs:. Dissolution 

ct. De~radation product 

- Levodopa 

- Benserazide HCL 

' 1?1'i"1'<\J[!..J1'W 

~ct.o-C9!C9lct.o% L.A 
' 1?1'i"1'<\J[!..J1'W 

bb?lV1-:J[!..J6'lf11'i"6'l~mC.Jhh:le:JC.Jf1l1 mJct% 1'W mo 'W1Vl 6'11Vl-ru Levodopa 

bb?IV1-:J[!..J6'lf11'i"6'l~mC.J 1~1:le:JC.Jf1l1 mJct% 1 'W mo 'W1Vl 6'11Vl-ru benserazide 

' 1?1'i"1'<\J[!..J1'W 

Drug substance specification : Levodopa BP l9oC9lm 

(9), Identification 

h '\.J~:w1rul'11 C.J16'11r1't1J 

bTl. pH 

cs:. Related substances 

-Impurity A 

-Impurity 8 

-Impurity C 

- Unspecified impurities 

-Total impurities 

ct. Enantiomeric purity 

b. Heavy metals 

ml. Loss on dryin~ 

~ . Sulphated ash 

......... ~.~ ... '\.J'i"~51'Wf1'i"'i":Wf11'i" 
('W1'l?l11t1J1V11 fl!~61'i"'l?ll?l~) 

1?1'i"1"il~1'W 

~~.o-C9loC9l.o% L.A 

CS:.ct-ml.o 

NMT o.C9l% 

NMT o.ct% 

NMT o .\9% 

NMT o.oct% 

NMT C9!.o% 

1?1'i"1"il~TU 

Maximum C9lo ppm 

Maximum C9l.o% determine on o.ctoo ~ by dryin~ in an oven at C9lo~ C 

Maximum o.C9l% determine on C9l.o ~ 

............ 1~~ ................ f1'i"'i":Wf11'i" 

('W1-:J?I11UC.J~'V'l'i" Vl.:J~~C.J) 
' 



Dru~ substance specification : Levodopa USP mb 

@>. Identification ' 
IW~1"il~1'U 

\v. 'IJ~mru~-:w1G'l1At1J ci~.o-@>o\v.o% of levodopa on the dried basis 

m. Related substances 

- Levodopa related compound A NMT o.@'J% 

- L-tyrosine NMT o.@'J% 

- Levodopa related compound B NMT o.ct% 

- (9)-Veratrylglycine 

- Individual unknown impurity 

-Total impurities 

((. Heavy metals 

ct. Residue on ignition 

b. Loss on drying 

b'JI. Optical rotation 

NMT o.@'J% 

NMT o.@'J% 

NMT @>.@)% 

Maximum lvo ppm 

NMT o .@'J% 

NMT o.ct% of its weight 

- @'Jb0° tO - @>~ 

Dru~ substance specification : benserazide Hydrochloride BP \vo@'Jm 

@). Identification 

\v. '\.J~lJ1tu~1 tnG'l1A't~J 

m. pH 

((, Related substances 

-Impurity A 

-Impurity B 

-Impurity C 

- Unspecified impurities 

- Sum of impurities 

ct. Heavy metals 

b. Water 

b'JI. Sulphated ash 

b~eJ'U1'1J~'U1 

' 
m1"il~1'U 

ti~.ct - @'Jo@'J.o% L.A 

((.o-ct.o 

NMT o.ct% 

NMT o.ct% 

NMT o.ct% 

NMT o.@'J% 

NMT @'J.o% 

Maximum lvo ppm 

Maximum @'J.o% determine on o.ctoo g 

Maximum o.@'J% determine on @'J.o g 

@). ~ b61'Um1fi1MB'I ~'UG-11 b 'U1m'V'1~1mmwn~ 'V'I~Bllm t!~B~B~\J~B'~ beJf1611~ bV'l t!~~el1'U1"il~1 t!~~ bBt!V'l~'~d ~ ~ ~ ~ 
@).@) beJf1611~f11~ 1~~'\.JeJ'U ru11?l~'U'Vl~bD tJ'U~1~'\JtJ1b ~mhVlt11tJ 1 'U'IJ~~b'Vll"11 'VltJ bb~~G'l1bbV'l'l(declare)bbVl~'l~~l?l 

'"' . 
@).@).@) 1uG'l1At1Jf11~~'U'Vl~bDtJ'U~1~'\JtJ1 ('VltJ.lv 'VltJ.m 'VltJ.(() bb~1bb~mru, tJ1~~~1?11'U'IJ~~b'VlV'11'VltJ 

(VllJ1t!~'~ 'Vlt! .~vl,tn'l11 b .U1 b ~m tl'Um~bb u-:Ju~~"il(Vlmt!~'~ 'Vl t!. m), tn'l11b -ir1"il1n~1'1'\.J~~ b 'Vll"l (VllJ1 t!~'~ 'VltJ .(() 
' 

t?r 
.. ...... .. .......................... m~lJm~ .......... .i~ .................. f1d~lJf11~ 

('U1'1611151~tJ ~'l~tJ~'\JV'ltJ) 
' 

('U1'16111Ut!~'V'I~ Vl'~~~t!) 
' 



C9l.C9l.lv 1LJA1'1lel~'W'Vl~b'iJt.J'Wt.J1 'Vlt.J.@l 'VI~el t.J.@l '1lel'lt.J1~bG'I'Wm1A1 Y-l~mJ'.i1t.J!;l:;:b~t.JI11VJ'doVelnT~m'Ufl:W 
fJtu.fl1Y-l'Vel'le..J~I?l.!lrusv1m:w~~'W'Vl~ b ut.J'W (finished prodt1ct. specification) mruel~'.i~'VI'h,m1'.i b\J~t.J'WbbU!;l·mm 'V 

b~:Wb~:W"il~~el'lbb'W'UbelnG'!1'.i'VI~m11b'W1.f11Y-l~1t.Jn1'.i'Vmbm'1J (t.J.ct) :W1Y-l~m.J finished product specification bb!;l~/ 
'VI~el Drug substance specification bl1lt.J'Vmbm'Vnel'Wl'WU'.i~m1"1'\J'.i~ml11'.i1A1~b~n'Vl'.iel'Wm1 bb!;l~hjbi'i'W 1v tJ ru l'W 

'\J'.i~mi"1'\J'.i~mm1m~b~n'Vl'.iel'Wn~ 

(9).\v bel nG'!1'.i-r'U'.iel'I:W11?l'.i\i1'Wm'.ie..J~I?lt.J1 
"" 

(9) .\v.@) mru~e..J~ 1?1 m1 'WU'.i~ b 'Vll"11 'Vl t.J e:ie..J~I?l"il~~el-:~iJ?f1 b 'W1.fl1Y-l~1 t.J'VIU'I~el-r'U'.iel'I:W11?l'.i\i1'W n11 e..J~ 1?1 m 
~ "" 

m:w'VI~mnrusv116m'.ie..J~\?1~~1'Wm'.ie..J~I?lt.J1 PIC/S (pharmaceutical Inspection Co-operation Scheme) b\1lt.J 

'VI'l.ht.J'I1'W PI CIS participating authorities 'VI~eliJ bel nG'I1'.i-r'U'.iel'l:w1\?l'.i~1'Wn1'.ie..J~ 1?1 t.J1Ml:W'VI~ mn rusv1 bb!;1~16m'.i~~1 'W 

n11e..J~ 1?1 t.J1'1Jel-:J6'11U' n-:~1'WA ru~ n '.i'.i:W n1'.iel 1'VI1'.i bb!;l~ t.J1 n'.i~'Vl '.i'd'IG'!151'.i ruG'!'IJ ~-:~ n1'VI'WI1l~'W 1111 t.JiJA'd 1:w G'!eli11Ail el'l bb!;l ~ 
. ' 

Vll1lb V1 t.J:Wn'U'VI~ mnru'V1bb!;1~16m'.i~m 'Wnl'.ie..J~ l?lt.J1 PI CIS 1 'W'VI:wd\11 t.J1~ bG'!'Wel'V1t.J u1J'U~1G'!I1lm:W'.iel'Un1'.il?l'.i'd"ilG'!el'U b\11 t.J~ 
' 

e..J!;ln1'.i-r'U'.iel'I~'I1'W'\J'.i~n11"1'\J'.i~n111l'.i1A1~b~n'Vl'.iel'Wn~ 

(9).\v.lv mrub U'Wt.J1tJ1 b oV1"il1 n~1'1U'.i~ b 'Vll"l e:r e..J~ \?] ~el'liJ'VIU'I~el?f1 b 'W1.f11Y-l~1t.J'VIU'I~el-r'U'.iel'l:w1 \?l'.i\i1'W 
~ "" 

n1'.ie..J~I?lt.J11?11:W'VI~mnrusv116~~1'Wm'.ie..J~I?lt.J1 PIC/S (pharmaceutical Inspection Co-operation Scheme) bl1lt.J 

'VI1..h t.J'I1'W PI CIS participating authorities QU'U~1~111Ml:W'.iel'U nl'.il?l'.i'd"ilG'!el'U b\11 t.JiJe..J!;l m'.i-r'U'.iel'l~'ll'WU'.i~ n11"1 

tJ'.i~ml1l'.i1A1~b~n'Vl'.iel'Wn~ 'VI~elmt.JI?l!;lell1l~Y-l bbil'dbb~mru 
' 

C9l.m.C9l e..J!;ln1'.il?l'.i'd"illbA'.i1~~Aru.fl1Y-le..J~I?lDru'V1t.J16'11b~"il'.iU'1Jel'le:ie..J~I?l (Certification of analys is of ' ~ ~ 

finish product) 1'Wt.J11'W~~'IbU'W\>l'del~1'1 
@l.m .lv e..J!;ln1'.il?l'.i'd"illbA'.i1~~Aru.fl1Y-lll?ltl~'U'Vel'l~1t.J16'11rl'ru (Certification of analysis of druo , , v :;, 

substance) ffim'Wm'.ie..J~I?lt.Jl~'W~~'IbU'W~'del~1'1~'1'1Jel'le:ie..J~I?lt.J1bb!;l~e:re..J~I?lll?lfl~'U 
'\ 'U '\.1 'I 

1v . ~>heJ~1'1t.J1 

\v.@) e:f bG'I'Wm1A1~el'l~'l~'del ~1-:~ t.Jlel ~1-:JUel t.J (9) 'VI'l.h t.J'U'.i'.i"il ~-:~ b U'W~'d bb 'Vl'W bbG'!I1l'l'.i1t.J!;l~ b~ t.J 1111(?)A'.i'Ut;l'Tul?l1:W~ 
~ ' 

n1"Vl'WI111 'WVJ'd-iJelAtuG'!:WU~~'d 1 tJ-iJ1-:~~'W1 'Wl'W~'WbG'!'Wel'.i1A1bl1lt.Jellt.J'Vel'lt.J1'1lel'l Lot.~"il~ ~'WbG'!'Wm1m"il~~el'liJmt.Ju'U 
' ' ' 

"il1n1'W~e..J~I?l1~:w1nn11 (9) tJ 1'W1'W'\J'.i~mm1A1 
bTl. ~e:J'I~1'W n1'.i'Vl\11G'Iel'U(?)1'Wn1t.J.fl1'\Aj.fl1t.J 1 'W 1 '.i'IY-l t.J1'U1!;1 

cs:. m'.itJ'.i~ n'W A rumv-~'Vel'l t.J1~~-:~:wel'U 
' 

CS:.C9l mt.J'Vel'lt.Jl~~'I:Wel'U~el'l iimt.J1~:w1nn11 (9) tJ U'U"il1n1'W~e..J~I?l 
' ' 

cs:.lv t.Jl'Vln'l'd\11~~-:~:Wel'U "il~~el'l~-:~6'11 b 'W1.fl1Y-l~1t.J 1 'U-rmel'le..J!;l m'.il?l 11 "ill bA'.i1~~ t.J1~'W~~'I:Wel'U'Vme:f e..J~\?1 bb!;l~ 
' ' ~ 

1 'Ui bA'.i1~~-r \?] tl~'U'IJ el-:~e:r e..J~ \?ll \?] tl ~'Um -rre..J ~ \?] t.J 1~'\.J~~ 'I:Wel'U 
, 'U , 'I 

cs:.m 1 'Wmru~ml1 t.J'.i1'1JmTvh m'.i~:W~1el.t!1-:Jt.J1~~-:~:wel'U b ~el~'lm'd"ill bA'.i1~~A rumY-l 'VI'l.h t.J'.i1'1J m'.i"il~vh""" 
' ' ~ 

'VIU'I~el ~el'I'Vell9l''d el ~1-:~ m 1111 t.J e:i'V1 t.J"il ~ ~ el'l ~'~ m b ~:w~ nm:w-;;1 1'W'd'W~'VI'111 t.J '.i1'11 m 1~ '~ m1 "ill bA 11 ~~ bb!;l ~ b U'We:i-r'U ~ 111'11 el'U 
~ ~ 

rh 1 ~~1t.J 1 'Wnl'.i\?l'.i'd"ill bA'.i1~~Atu.fl1Y-l 1 'W mru~Y-l'U11t.J11~ b U'W 1 tJ Ml:WA ru~ n'Bru~ bQY-l1~ 'VI'l.h t.J'.i1'1Jn1'.i'VelG'!'I'd'W~'Vlt1~ 
' ' 

-ru~"il1'.itu1n1'.ibG'!'Wm1mm~-:~n~11'Vel'le:i'lJ1t.J bb!;l~/'VI~ele:ie..J~\?11 'WA~'I~el 1 tJ 
~ ~ 

~ ....... «..~ ..... '\J'.i~51'Wm'.i:wm'.i ~ ...... ...................... ........ n'.i'.i:Wnl'.i 'l ................................... n'.i'.i:Wnl'.i 

('W1'1G'I1151~tJ ~'l~t.J~'UI"16) 
' 

('W1'1G'I11Ut.J~Y-l'.i 'VI-:~~-.tt.J) 
' 



c(.c( ~b?l'Um1A1 (~'l11C.J) '<ll~~m~ub u~C.J'UCJ1b~e:JC.J11n~Vl~WrEJ1C.J Vl~m~mn~m'H~m.J?!Jll'r'l~'W'lb~m~ 1~., 
'\J 'tl , I 

ne:J'Un1Vl'U~ 1~C.Jhlijb~e:J'Uh 
~'l11CJ'<\J~~m?i\l~e:J'U 1 vfh:~v-~CJ1'U1~Jl1CJ 1 'U (9)~ l'U tJ'U~\Ibb~1~~'U 1 ui\l~e:J 
'\J 

~'l11CJ ~'UC.Je:J~ 1 ~~~e:JCJ f) b~ n~ruru1ne:J'U~ruru1'<\J~~'U?{~ 1 'Umru~e:J 1 ud 
'tl 'tJ v v v Ql , 

((. b.C9J b'U'U~1C.Jm~~ijm~~'<ll1~ru1~~CJ1BBn'<ll1mJqJ~'llm 1 ~\l'r'IC.J1'U1~ 
((.b.® ~~m~~m~n hJ~ 1~C.J~'U~'U~~ m~ 1i'<ll1n bb v-~'Vl~m .UC.Jlbb~~ij'v'l~ mi1'U~'U~'U'Vl1\l m~ bb v-~'Vl ~Vl~Bij 

'\J .. 

~1C.J\11'U ADR Bch\I~'Ubb~\l 
' 

((. b.Ql v-~uuru'v'll~n'ljru~~u bb uuC.J1Vl~e:JJl1'1J'U~u~~'<\J b u'U?llb VI~ 1 ~bn~fl11~fl~1~ bfl~e:J'U'Vl1\lC.J1~ v \1 . , , 

?I \I~~ m~'Vlu ~e:J m~~ f)'lj1 ~th C.J 1~ tJij~1 C.J \ll'Uu ru'v'l1'<1l1 n ~ b~ m.rre:J\1 nu m~ 1.U C.J 1 
'\J v '\J 

cr. b€1 n?ll~B'U 1 
~.(9) 1'Umru~'U'Vl~bUC.J'UC.J1m'U1'Un11 ID tJ '<ll~~€1\lij611b'U1Jl1v-1~1C.J~~m~f'in1j1Long term stability 

~1~~~'Ub~~b~~ 1 'U'Vl~b UC.J'UC.Jlmbb?l~\1 
~.® 1 'Umru~'U'Vl~ b u C.J'UC.J1~111B C.J n'i1 tD tJ '<ll~~B\lij611 b 'U1mv-~~1C.J~~ m~f!i f)'lj1fi11~A\1~1'lle:J\I C.Jlm~~~'U 

b ~~ b~~ 1 'U'Vl~ b u C.J'Um bb?l~\1 bb~~ hWum~~\I'Ul~~'U~€1\l bBn?l1~'<\J1 n~i1B1'U1'<1l'llmu~~'Vl 
'\J 

b m~u~~bil'U~1u~~~'VlBJl1'r'l~m1fl1 (Price Performance) ~1C.J~~bBC.J~I'll~bBn?l1~U~~mm1A1Bb~n'Vl~B'Wn~ 

.............. «.. .. ~~ u~~51'Um~~f)1~ 
('U1\l?l11t1J1~1 fl~L51~\I?l1?!~) 

) 

ffr 
......... ................... ....... n~~~n1~ 

('U1\l?l1151~'Ll ~\l'v1C.J~'Ufl~) 
' 

.............. J~ ............. m~~m~ 
('U1\I?l11DC.J~v-~~ Vl\I~~C.J) 

' 


