qmé’nwmmawqmaam LEVODOPA 100 MG+CARBIDOPA 25 MG+ENTACAPONE200MG.TABLET

1.3981 LEVODOPA 100 MG+CARBIDOPA 25 MG+ENTACAPONE 200 MG.TABLET

2. AnuauTAN 1Y
2.1 Juuuy
2.2 dwuusenau

2.3 APULUITY
2.4 aan

3. AugdulAnIsmaa

Jugnde dwsusuusnu

Tu 1 dinUsznausesien LEVODOPA 100 MG. , CARBIDOPA 25 MG

ke ENTACAPONE 200 MG

ussyluunalnain Uaafunnuiy

- szyiorn drudsznausedfyuasaiiuss Yunds iu?:umq \@uTinGn
waztaunzilouiiuen LTagednauuuussqiue

- vunwusUTIgEnedaosdnissydosviedonmsdn  daudstneunas
YUINAIULITIVDIL LavTINER "i’ugua”nqﬁsz‘?mﬁ]u

3.1. Finished product specification :

3.1.1 Identification test ATtz Uiy 0.8
3.1.2 Ysunusiedidgy AR uME DU 0.8
3.1.3 Uniformity of dosage unit avaE LT unsSeuiu 0.
3.1.4 Dissolution test pRIUAETTus ey .0,
3.1.5 Impurity ATRIUALTiTunsTeuiy 0.0,
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ANMANYASIANIZYDIYT LEVODOPA 200 MG.+ BENSERAZIDE HCL 50 MG.TABLET

1.3081 LEVODOPA 200 MG.+ BENSERAZIDE HCL 50 MG.TABLET

2. aaudEnaly
2.1 3duuv

2.2 d@uusznau
2.3 AYUBUITY
2.4 2a1n

Dugdle dmdusuusen
Tu 1 aUsznausesen LEVODOPA 200 MG, BENSERAZIDE HCL 50 MG.
ussgluunelnain Uostuniuiy
- wyeen duuszneuiiendfyuarauuse Sunde Tudueny wauiludn

uaziaunzilouduen Legedmauuuussytus

- UUNYUTUSTRRNe e datsEyTeuvsedennensan
YPINAIULSIVDET Laviingn TuFuorglidaau

3.AUANUANINATIA

druusznauway

3.1. Finished product specification : LEVODOPA 200 MG + BENSERAZIDE 50 MG TABLET

3.1.1 Identification test
3.1.2 Ysanusiendngy
- LEVODOPA
- BENSERAZIDE
3.1.3 Uniformity of dosage unit
3.1.4 Dissolution test
- LEVODOPA
- BENSERAZIDE
3.1.5 Impurity

ANNIINNTIVIUAANEN BaIZLAWY

o1 s S oo soeey Use51UNIIUNNT
(weandy Twyadua)

T -~
“/ .......... n33UNS
(Wenquat seaUseiasy)

............. W;;/ﬂ’iiumi

(WeTungy ungarlunw)

AT UMUNVUNZLDEURY .0,

ATV IUAUN

ASIIUAUN

Re 2he

=

G?ﬁ’NB\II’IUGl'liJVI‘UU‘V]%LUEJUﬁU B.8.

o

ATV IUANAVUNZLDEURU 9.9,

=

K%

7
AT IUANNVUNELDOUTU 0.8,
ATIHIURUNVUNZIToURU .9

unzieuiu 0.0,
ungeuny 9.v.
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4. Feulvdy
Jiuesmdasduuanmtiiiosuses wsamaamama%smamaﬂmﬂmaﬁ“ WA Teandunded
4.1 wransnslisueyeiunsdeuhiusitesminglutsanalng uasduns (dectare) wdswdn
4.1.1 Tuddynstunsifousnuen o ve. 8.3 Vw4 N30 8.2 LAIUANSEN
4.1.2 ludwetunsidou ne.1 ‘wsa 8.1 Y09e17IiauasIA wiaustgaziduaiidenisaruny
ﬂmmwmaawamnmﬂmmumumwau (finished product specification) Wagvaf1MunA
ANNNUBIINGAU (drug substance specification) ﬂimwagsswmmsLﬂﬁauLLUaaLLfﬂm
Wfegdesuuuionaisnisveudly (8.5) uawseou finished product  specification
Way/vsedrug  substance  specification  lagveuflunauiulseniauszninsian
ddnwseiingd warliifiu 2 ¥ o Sulsemavsemnsianddnvseiing

4.2 lBNANTIUTBINTFIUNMITHAN Y
4.2.1 nsalgwdnludsewalne guindasldnunnmaenidedusomnigiunisnineiny
winnasikarIinsaialunisudnen GMP-PIC/S wde mmmumswﬁmmmmé’mnm%
wardsnsiirlumInanewasdinnuAnEnsINTOMISUALEN NSENTNEET0UAY B
fvuntulaefaruaenndeuasinfisufundninasias ’Jﬁmsm’lumiwamm
Pharmaceutical Inspection Co-operation Scheme (PIC/S) Tumnagfiiauene atu
aganmsaumsnsRdeulneiinanisiusesdiviulssmeaUstmasadidnnseind
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4.2.2 ﬂiiLW]L'UUEJ’]‘UWL‘U’I‘U’]ﬂﬁ]”lx‘lﬂiuwlﬂ NNﬁG\W@Q&JﬁWL‘Lﬂﬂ"lWﬂ']E)MUQ?IEJ?U'ﬁENiﬂﬁSﬁ’]Uﬂ’]iNﬁG]

8'1(51'111'146ﬂLﬂﬁJ‘VlLLﬁu’JﬁﬂﬂiVlﬁIUﬂ’]'iNamEﬂ GMP-PIC/S ‘ZJ’ENU?”LVMNN@WQUU@']G@G]']@J
58Uﬂ73@3?ﬂﬁﬂUIﬂﬂNNﬁﬂ?iiUi@ﬂﬂﬁ?ﬂﬂi%ﬂﬁﬂﬂiuﬂiﬂiﬁﬂﬁaLaﬂW3®uﬂﬁ

4.3 Lanaﬁiﬂmmwmaamﬁt.auaiwm

4.3.1 NanInTIIATIRR N NERTusieduSa3UveuEn (certificate of analysis of
finished product) Tugnfuildadusiets

4.3.2 wamsmammswmﬂmmmmmwmmmmﬂw (certificate of analysis of drug substance)
ﬁlﬁ’flumswammiuwauﬂumamqm‘uawwammu,avwmammamu

433 MaﬂmumaLanmssuaummauwumumNiumswammammmwaqéfwwﬁwﬁm (drug
substance) U9 4.3.2 ﬂUiumswamaawamnmfmmam%'ﬂ (finished product) 48 4.3.1

4.3.4 wmermmuaumammnmn 2 U Tiwanauanisdny long term stability AADAYILDTY
maammuwwaul’mumuﬂmuﬂmuﬂiiumﬁmmmaum NIENTNEABITUGY

4.3.5 ﬂimLUumﬂaw biological products iy vaccines, blood products Assiiiena1ssused

JUNSKER (Lot release) INNTIINENFEAIAITUNNE NIENTIEETUAY
4.4 69g198
[ '3 ae I3 £

4.4.1 flauesiAn fevdediegenegraise... 10... NUUIIAUT Fadudunuuans
'mauLaaﬂlmmumummwmwua’tummaﬂmauummlﬂmwu

4.5 MmyUsziunanmenfidey
4.5.1 ewheduazeidwweusiosdiongldlflitendn. ... 12... ieutuaniudeu
4.5.2 ywnoniidawey szfesddiunmieluiusemamsasinieseisriuiidaoy
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4.5.3 ﬂszuwuwswmsmmiaumamwmmuauLwaamsaﬁnmﬁvmmmw WIIYIIYNS
sgvirmilsdesesvadiegng ImawLauaﬁm(mw)mmaaaamquaﬂmummuwuw
swm‘saqmammswmLLawL‘Uumuwmaum‘t«um&mmmmaﬂumsmammmuwﬂmmw
nadifinuinelidulumunusnuasianis mhvswmseanuAnE Ui
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4.5.4 Q’Lauaswm(é"ma)%éfm%’vLﬂ?iauml,ﬁaaﬂﬂé’wmmq vieilefinnindouaningqe
Usenislagreurvualaglufidouls
455 nsdiduniidoufuinmilgungi 2 - 8 s waBareslionatsuansindlseuunisifiu
wazdndse iy cold chain system ﬁlﬁmmﬁs’lumuﬁﬁ'ﬂmm% Good Storage Practice
(GSP) iaz Good Distribution Practice (GDP)
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4.6.1 ﬂsmmamsauminﬁnmswvwmumnﬂsmwmmam3m§u.wv181uLUulﬂmmmmmu
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Tutnavesdyyrasdossane
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