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Benserazide 50 mg +Levodopa looo mg tablet
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1.1 :r.Juutrl u{.luurrfipr (tab[et) drvYliur]:vltuu.
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Benserazide 50 mg lu t rfier
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hanl:ni'taiun:rvfiqrunrl,lr{lulilnu flnjshed product specifrcation unv Specification of
''vd--ilvd

Active pharmaceuticat ingredient (APl)frdrcdlqrnund'toirflarilrfrurn'u frs'Lnqflflut!uurlo
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2.1 Finished product specification (in house specification)
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vt0 Test ltems Specifications

t Descri ption/Appeara nce Compl.ied with finished product specificatron

2 ldentiflcation Complied with finished product specification

3

Assay

A. Levodopa

B. Benserazide

90.0 - 1.1.0.0o/o of the [abeled amount of Levodopa

90.0 - 110.00/o of the l.abeled amount of Benserazide

4

Dissolution test*

A. Levodopa

B. Benserazrde

Not tess than 75 7o (Q) of the labeled amount is dissolved

in 30 minutes

Not less than 75 o/o (Q) of the label'ed amount is dissolved

in 30 minutes

5 Uniformity of dosage units Meet the requirement

6 Weight variation t5a/o

3. a.16o



2.2 Specification of Active pharmaceuticaI ingredient (APl):

A: Levodopa USP 47, BP 2016, Ph.Eur.8.0

I
1JO Test items

Specifications

USP 41 B? 20t6 /Ph.Eur.B.0

t ldentification

A. lnfrared absorption

B. HPLC

Corresponds to

standard

Corresponds to

standard

Corresponds to standard

2 Optical. Rotation -160" to -167'

3 Assay (on the dried basis) 98.0- 1.02.0 0/o 99.0 - L01..00/o

4 SoIubil.ity S[ightty sotuble in water,

practical.[y lnsotub[e in ethanol

(960/o).lt is freety sotuble in 1M

hydrochloric acid and

sparingly sol.ub[e in 0.1M

Hydrochtoric acid

5 Residue on lgnition /Sutfated ash NMT 0.170 NMT 0.1olo

6 Heavy metats NMT 10 ppm

7 Loss on Drying (at 105'for 4 hr) NMT 0.5% NMT 1.070

B pH 4.5 7.0

9 Enantiomeric purity (lmPuritY D) NMT 0.50lo

10 Organic impurities

- Levodopa retated comPound A

- L- lyrostne

- Levodopa related comPound B

- L-Veratryl.qtYcine

NMT 0.1olo

NMT 0.1%

NMT 0.570

NMT 0.10lo

lmpurity A NMT 0.1%

lmpurity B
NMT 0.50lo

lmpurity C NMT 0.2olo

lndividuaI unknown imPuritY NMT 0.1olo NMT O,O5%

TotaI impurities NMT 1.10lo NMT 1.00/o

1t Storage and packaging Comptled with standard
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B. Benserazide HCL BP 2016, Ph.Eur.B.0

143J1U[Un NMT = not more than
' 

,ccnlr rrinn LLag I lnifor 'l#rrultonal:ttao{:luautAuflila
" rXrrio Dissotution ttav Unrformity of dosage units
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v
lJO Test ltems Specifications

1 ldentification

- lnfrared absorption comn!1eo w111 thg $gndgld
PosltiveReaction of chloride

2 Assay

Benserazide HCI (on the dried basis) 98.5.0 - IO1..0o/o of the labeled amount

of Benserazide

3 Appearance Complied with the standard

4 SoIubility Freety sotuble in water, very stlghtly

soluble in anhydrous ethanol , practicalty

insotuble in acetone

5 Appearance of solution Solution S is ctear and not more

intensel'y cotoured than reference

solution BYo

6 pH Between 4.0 - 5.0 (for sotution S)

1
I Retated substances

lmpurity A NMT 0.5olo

lmpurity B NMT 0.5%

lmpurity C NMT 0.5%

Any other unspecified imPuritY NMT 0.170

Total. impurities (except impurity A) NMT 1.0%

B Heavy metal NMT 20 ppm

9 water NMT 1.00/o

10 Sul.phated ash NMT 0.170

TI Storage and packaging Meet the requirement
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3. nr:il:v tfi urirrj:vBvrBnrl^rsio:r nr (Price Perform a n ce)

:ruavldunrtrilroflal: rtor nr:!:vrfrurirrl:vfrvBnllnrrio:rnr (Price Performance)
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rluurrulururnurfikTlunr::-nurryirflu uavfinr::vtltionrrrLufiounr:'[riurti"LutonaririrriL]ur

2) rirrurronar:rrafl.idon?rilluaarnro{nrtuulJ::e (urzururuavnriorur) ,'.rufi16'fiurtlrluut{

3) a'ruu'rrirrofluvryrfluusirYlu^ ("rurJ vr.u.1 uEo u.1)Fr:lJUnrarjr vliol:ruavtAuoqru

dnua:vravrrvtorurriruEq:lrrasdorirvuorrn:firuroriBnrr4,.rrr,rlu', (Finished product

Specification and Anatyticat. proceorr"r)fifiuvr?ufluul{ Ierufroldrl6lsirYlurfitJ:vnrrt

fl i v vr i ? { a r D 1 i tua ? Y1r : o r ra1 o"tv ri n'i r | : v n r o

r4rrlurum: n:fifroei:vy'ixtouJfiuuur]arurfrtrisiun:rvliuavriorirvunun:tru"l#aonn6,ol''---- -i' n

nrloir:rurfil:vnrnYr:ory6osir:rurrirqoriorirrin{runeuufl::rflr:olvr:uavur"Lritruurtrrur
rirroruffhur]fiuuur]ar:runr:luysurluursrYrur (uul v.u. g)v6o rir,u"ri'rtotrffltrr]fruurrr-la:

: r u n r :luu s rC u u sir Yr u r ( ur r.; u. 5 ) I r v'r YorL fiu fr: u

4) r{rrurhr{rn'rynr:duvrsr,luusiri!e;r (urrrlr vu.2 r.16o vru.3 r,16o vru.+ uia u.z ulfrrurrin:rfl)

4. l. l.n:fifi urzu6n"lur]:v rvohr u (vta.2)

+. t . z. n : fi fi u rrir udr ufi o n r : ur-i t! : : q"lul : v uvr nht u (vr u. :)
q. t.:.n:flifi urrir uriror nrixl:v rvrt iro.+l
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uillutyq: r:njfrnr:tr.Jfruuutr]a rrrrttfrYlor*ru^rrLLnufifl'ruf 2frn "hi'turri"uurrirr'otti ttl

uil6uuuu]al:runr:"LuyvrCuuoirYlur (tult y.u 9) vEo ;irturrirtouurilt1116uu*ilal:runr:"lu

lu s rfl uu oir Yr u r lfi ur ril rj:-l o 1.J rU r Ft ra v a n rufi r.r fr n ( ltw u. 4)

5) i{ruuru#sfiofuio{}.rrnrlrunr:zufrFrurFr''r}.rv#nunruqii6nr:fi6"lunr:zufrfl€.lr (Good

Manufacturing Practices (GMP))"tur.rrrnfiifiu':qjolfiuurfitauo (arjlci'raorlr:.1:oun1:rrl'laao1]

1 n u u-r o u"[u ri'x t': a r n r : :-u : o I ) 1 pr u fr o I | : v n o I 6l u
!

5.1. rirrurnrirfioYl:orrrn:6runr:,.,rfrnurnrrr,rdnrnruqiiSnr:fifi"lunr:r.rfrorl-nqfrlri':urrirfrrp
(Certiflcate of GMP Active PharmaceuticaI lngredrent (APl))

5.2. riruuryrjrfioY!:ocurnio'runri,.Jfrnurn'uy#nrnrudiEnr:fifflunr:zuFnzufrrr:Yeuciur6{ruEt;rJ

(Certificate of GMP Finished Product)

6) tun:fifiu{luurrjru{rornp"rr!:vrva frzuFnfro lfl;{ruu^rrrjlfrofu:olzuFpr:iruci (Certiflcate of

pharmaceuticat products, CPP) r.16oyrilfioYu:olnr:qirlailltt (Certificate of free sa[es, CFS)

o i - -oun'r:n:rqaou1FrafizuaYr:orfiriut]:vnrrtrj:vn?fl:lrl'lLu14}]?ourvtfl uo1j.u auLalaar^1]:

7) 11rn:firufloldoiiryuflq[uJr']v\{orqfr:.;6'rurr{rrirp (Active PharmaceuticaI lngredient

Specification) uavzufr nfrrue{arrir rEo;rJ (Flnis hed Product Specification)
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7.1. drrurlrn:rruinq6l6'rur;{rn-ry (Actlve Pharmaceutical lngredient Specification) ttav

ilrn:g1uirAnfiru'i4urr{ru5o;rJ (Finished ProductSpecification)1ou:vloir:rur

(pharmacopoera) filddrrdlnr:irn:rvr.ilnurrn:gruodxrjoufro{t{luliln1}rdoriruunuav

ilrpifiruflo{nr:iln:rvflupir:rur"Lnsir:rurvfir nrlrJ:vnr6n:v11i':{4lfir:euqt ulos:v11

oir:rur

7.2. dtr!r drug monograph ururiufr'lurr{rfiry (Active Pharmaceutical lngredient) ttav

zufr orfiruviurr{r rio;rJ (Finished Product)
-;-7.3. n:rufrSorqnloirurdrfrrp (Active PharmaceuticaI Ingredient Specification) v6ozufimfiruvi

ur;iruEo;,-l (Finished Product Specification) trirl:rnX"[usir:rur (Non-official.

pharmacopoeia) 6'oluaolufingru'lrurflrLrn:orutolnr:itn:rvtiu{luhlnrudovfildoler
t q,&

rloLUu

z.3.1.fidoriruuflLrau!rni6rullo{nr:iln:rvr.{turir:rurtottJ:uLilflfit{Juailrfrntol The

lnternational Conference on Harmonrzation of TechnicaI Requirements for

Registration of Pharmaceuticals for Human Use (tCU) raio

7 3.2.ilarimuntLayxrr6ioruflo.:r-rriita:rvr.ifrzufrn (ln-house process) fiaoprnfroqril tcH

Guidetines u6o

7.3.3.ilodtttunLLay[.]rF,r:firufr'rh]rornr:irn:rvr.ifirirvunlilusir:rur sir:rur'Lq gir:rurvfll

p1ril!:unrfln:vvr:iraror:ruqr 160{ :vurir:rur ;{rrail:rJtruuoltYu1 (GeneraI

requirement for dosage form)

iiululraq: riorirlruFlnrunrvlinq6l6'turrirdry (Actlve PharmaceuticaI lngredient

Speciftcation) urayzufrnflruq,{urrirrio:l (Finished Product Specification) rloldrl6tornoir:r

ldurriuuavarilrdurfiu unu{urrrin:nifirir:rurfi{orirvuorravl'rFl:-qruto{nr:itpr:rvvltavlrv

fm q fr u 6'r u r i{r drg raG o zu fr n n'ruqi Er r 6{r i5 o ;rJ

B) drruryrjlfioYrr:olzuanr:iun:rvr.i (Certificate of Analysis (CoA)) loufrolr-J:vnor-lriru

8.1. r{rruryrilf;oil:olzuanr:iro:rv#inqFlfr'rurr{rdry (Certificate of Analysis of Active

PharmaceuticaI I n gred rent (APl )) 1o ufr'otrJ:vnoupi'l u

8.1.1.r{rrururjrfioYu:ornanr:irn:rvliinqFtfr'rorrirfiey tolrl'2finr-nq6l6'rurrirdcp

(SuPPIier)

8.1.2.r{riurrarilfioYl:oszuanr:iro:rvd':-nnfrr6'rur;{rdry rLol{nFnr'rFn:icuq{urriruSogf

(Manufacturer)

8.2. druurvrrilfioYl:olr.ranr:iun:rv,.izufrmfiru'fiurrir15o3r.J (Certiflcate of Analysis of Flnished

Prod uct) t ol fr zu 6 n zufr m flruq'i urrir 15 o ;l (Ma n ufactu rer)

8.3. ronfir:6rflu.r',11fr'r1v(ud:vr.rixlunr:zu6rtor{nq6l6'rurr{rdrp (drug substance) urav !l
n r : zu 6 p1 "u o r n fi sr firuvtir r* o ; rJ (fi n i s h e d p rod u ct) f irTlu n r : zu fr n u r 

1 
ufi ri w ol

g) r{rrurtonar:ttanlzuanr:fin:grn':rlnl6'r (Stabitity data)

9.1. iiruuruonfitiLLafl{rlanr:fiflurnxt}LFr.:Fl-l:vuvur? (Long term stability data) o"ruru E iu

nl: r'rfro',

9.2. druurronal:rraa{r.Janr:finvrn':untfi'l"luantrvtil (Accel.erated stability data) siruru 3

iunr:2frn
q
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9.3. rirrurronariLrao.:zuanr:finurfilraovjrurar:rr:n#nur,ilrffourtfr 111o /r{rtur*an'l

r.J:vBvrEzuanr:Ynur (n: rfl ur ufi er) (frrfl )

g.q. n:6rir{lut,'',dfrrooraru/u6otrrriouhil,ir{ruurtoflfir:,.raflr:finurnrunlfrrva'rnr:nvaru

ruav/u6o 16oqx/ya'lrtlntri 1u6'u{ravarurirrl n:ufiruunvaonn6olriltonar:rirri'uur (ln

use stability data)

1O) drrurrarjlfioYl:olzu6mfieuq{ur;{r15o:l (Certiflcate of Pharmaceuticat Product) tal'lrsurdrutir

rrlul:vtuntvu 
u

11) drrurydnstuFttt!alrLarLolzufrm:iru'fiur (Bioequival.ence)Tnetzuanr:finvrnrrilailUnto.l

zufrorn'ru,?4ur (Bioequival.ence) u{iutrlnrrLdorirvuFt ASEAN Guidetines for the Conduct of

Bioavailabitity and Bioequivalence Studies r,tio {fionr:6nurfirrJ:vsvBzuatuavflrallatol
zufimflruviur fl:yvr:?{aror:ruqr lpruanrriuraior,rrjrurrufinr*rfirauqafiki:lnr:Yu:ostrn

r{r fin q r u n ru v fl : i il fl r : o I 14 r : tta v u r a riu fl q 
n 
riu ( n : erilrilti u r 6'u ul u )

12)riturr,rrilfioYu:ourrr:grunr:rJfrrifrotrrvdnunruqiiBnr:fifilu#olrJfrrifrnr: (Good Laboratory

Practices (G LP) lun : fi fi vir nr: 6nurfl r aUn fi rirll:v tv n

13) drruryrilf;oYr::owror:rrunr:uffrYn*',uurnrraruulF)'ttllrd'nrnrurii6nr:fi61unr:iffuYnul

rLayn:yaluu'r (Good StJage Practice / Good Distrlbution Practrce (GSP/GDP))

1 4) (ra u o : r o r fr'o s ri t fr'r o d r I u I o d r c fl o u 3 uil'l u tl : : 1 frrud

1 5) r{r uurr.nitfi oYl:ollr n:grurXorrJ fr 
r.rG nri l 5o/l EC fl a25 lu:r u nr : urfi rauo (fr'rfi )

16) r{rruruonar:uapxdolranr:tpiYunr:r::olu Green book to.tn:lilturoraninr:rrrryvrd (tirfi)

t7) du!rLonari,,o^oiirryunr:teiYrn',rurr11u orange book tol US.FDA. uBo European

Medlclnes Rgency (frrfi)

ra) n:rfllril.riur6'urrlurlolruantnr:6nurwxFrfrf,n (Cl.lnical tria[)tocur"tuil:vtuntuufiuuaolfilzua

urlnfrfrnroturtrlEulrfiuln'uurfrururlurnvfifirr.fftu'r:a'tivrr{nr:uuv'rlrri (firfi)

19) nr:ot:uqEuo::lrilfintrumrlt!:vn'rflnruvn::lJnr:viruur:vtlluruul4strfr uBoluncuq4oiuo::L]'j'l

fr'runr:rilraB!fl't:ll'tuulrolr]:vuvrnly a y.fl. 2559 vEooiuo:::t6u1 fiaonnfrolriutj:vnrflr (#r

d\

r.J )

.iu.i
5. [{0u[1J0u6l

1) urd'olfioruuv6olririoun'ir t fl rilqrniufiri{rro1rur
^ i , q v d Y- -: u 4 d

2) ullnrntnr:,.Jafllta{iloltr,lrrnqudnr:urt,rvdrqvfr'oli{rturufitfro:-1150'l,.lan1:rtn:rvv
(Certificate of Analysis (CoA))

v v dq J 5l Y +,.a - J

, firruoy6olfr"Ll0uuou:-lrrjFLuurrfrour'trnvuno',uv5otilotilnrr:tdolan11^Jfl0unrvuo0rxl
q;ruruo3.1

4) urnnudnr:rruvrrirnlflruy'rntuntnqrnzufrnfiru,viuavfrolnr:ciln:':ott^ioitn:rvlinrunrl^l fr
c!

riryrjru zufr mfiruq,iur ov r{lufiYl frnr ourjrl{cjr ulunr:i tn:r vlin tunrl\ur uuav eis ur"lusiru':ufi n n

d4 
-"" 

;- 
""-" 

;-
qlJi tn :r vvnu L!fl fl u ufl 'l: ltl l11 u "1

5) (rauo:rnr(rjtr s )0u uorl#u n uF n#ry rpr rioun:l rirvuor n-1fi

5.1. r,trnfinr:riilrl:rqirn:ry#qrnn:lrivrurnraminr:ttulreitt6:zuanr:itn:rvr"r't:-ir{luhlorrl
1rrn5g1u

etLr r r!r 1r -"ryt.o i- uay.6Lr "tl: ntud-nb[ut tavi I

t-.'/\"/ "lY / lArx
t ar6o ... ... . tL ,tr*5ru'rriu'r : , rrr, ?hJ--# 'rtlrn : 3 nr6o
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s.q. n:6flfin6uyn::iln1:rn#rn::lrravnr:riirjo6'nuroonornriryfiur nudnr:uvlvtrirtotrntFn
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nr:a{fl0u't Lua:{00l1J
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