Qmé’nwmzmwwwmm LEVODOPA + BENSERAZIDE HCL (200 MG.+50 MG.) TABLET

1.‘?;881'1 LEVODOPA + BENSERAZIDE HCL (200 MG.+50 MG.) TABLET
2. andauvanaly

2.1 Uuuy Jugdla dwiusuusen

2.2 d@wlseneay Tu 1 diausznoushiesen LEVODOPA 200 MG. BENSERAZIDE HCL 50 MG.
2.3 NYULUTTY ussqluusslnain Yeafunudy

2.4 aan - syyorn dndsenousendidyuazanuuse Yunds fudueny Laviindn

waztawnzieumsuen Liegedaauuuussqiue
- yuMUrUSIYUNedsTiedasssyliesmiedonanisdn  dauusznauuas
YUIAAULTIVBILN LAVTIHER ’J’u?ivumqlﬁfﬁﬁmw
3. AnaNUANIImALa
Namim‘n’«ﬁLﬂiwﬁﬂmmmﬂiﬂ,ﬂmu finished product specification wag drug substance
Specification fi§19Bsnundvssuiieaiu Faldnnsidouredtnauanenssunmse msuazen
NIENTIETITUGY ﬁ”’aﬁmé’%ﬁﬂ%’umfﬁﬁ’mﬁqﬁauﬁuaﬁ’uﬁLﬁsmwim%'almiﬂdﬂmmgnumé’l’%ﬁ%’ulm
Mfunile MAUUTENIANTENTIENITUGY (3095255187 1A, 2561 astuil 6 §wanAu w.a. 2561
(aeusgniAluswRinegun s Iuil 12 nuawus 2562)
Finished product specification : LEVODOPA 200 MG + BENSERAZIDE 50 MG TABLET

3.1 Identification test pvrE LUz deuivy 0.0,
3.2 Ysunauiendfgy
- LEVODOPA asRrumTTuzdeuiu 0.8,
- BENSERAZIDE asrer Ut usdeuiu 0.8,
3.3 Uniformity of dosage units avraRuuituneSouiu 0.0,
3.4 Dissolution test
- LEVODOPA pyrE LA unsTouiy 0.6,
- BENSERAZIDE avRE Uit Uz douiu 0.0,
3.5 Related substances of: levodopa ms'mmumuﬁ%umﬁauﬁu .4

: benserazide HCL 9157396 UMNUNVUNLLT8UNU 9.8,
ARENITUNIAMUAAMG N YULIANY

r()\/bb/ s Us¥5IUNTIUNIT

WAty Twyadua)

/-2- [auludu




Woulvdu

4. Roulvdy
fauenmiesdunanmivdesuses nieuameiledoiusenenansiauiiisung Favidundail

4.1 wnamsmsldfueugntunsdeuiiunitesmirdlulssmelne uazduas (declare) undandin
4.1.1 uddgynistunzideusiniuen oun ve.2ne.3 ve.a 3o 8.2 udusinsd
0.1.2 Tudvedunuideou ve.1 wie 8.1 veserdiiaussian wieusiwazBavidanisaiuny
ﬂmmwmamémﬁmsﬁmuﬁ%uwuﬁ&Ju (finished product specification) wagtan1vua
A NasingAv (drug substance specification) nsdifiegszminansiasuuiamudley
WuiuazdosuuuLenasn1sveuily (8.5) uanwsau finished product specification
way/w3adrug substance specification lngvauilynauiulszn1AUsznIngIag
5i8nvsetind warliifiu 2 U s Juusenausznansimdidnseiind

4.2 1ONANTTUTBINTFIUNTHAR Y
4.2.1 nsdlemanlulszmelng gudndeadidiuinimdigndadoiusewinsgunnansIni
MENNUIILAEIENNSARIUNISKANET GMP-PIC/S %30 11MSgIUN1INAREIMILVENLNN]
Lag RS TRl AT NINUARENTINNTOMNSUAZE NTENTIENSITAUAY B
fvuniulnefinuasandewasfiadfionfundninusinazidnisidlunisudng
Pharmaceutical Inspection Co-operation Scheme (PIC/S) Tunuinefiausne avy
anaamussumInseasulaeiinanisivsesisiulssmauszmasimaiannseiing

ANZNITUNSIMVUARAMTNBUZLANZ

..................... Us¢s1UNIINNIT
ASSUATT
sun1s

(WeTungy ungavluaw) /-3-6.2.2



3

4.2.2 nsfidugnidnansssena grandealidunnmmendideiuseunnIgiuninan
AU NN LA NS TRLUNSHAREY GMP-PIC/S YasUsEMARNARaTUE AN
seunsasrndeulneiianisiusesisiulssmedsymnsiendidnvsetind

4.3 PNENSAMNNVDILTLEUBTIAN
4.3.1 wan1snsIvATIERaNAMRanSugie diagUveuan (certificate of analysis of

finished product) Tugfuitdadusaots

4.3.2 mamsmaﬁnLﬂiﬂvwﬂmnwmmmwaammamm (certificate of analysis of drug substance)

ﬁ'l,%‘lummammsuwaaLﬂumasmm‘uaawwammu,avwwammm‘u
4.3.3 MaﬂﬁwumaLanawsauaum’mauwuﬁsvmwsumwamammmwaqmmmﬂm (drug
substance) U8 4.3.2 ﬂUiumiwammwamﬂmsmma’n,ifasﬂ (ﬂmshed product) U8 4.3.1
4.3.4 nan13An®I long term stability maammqmwaammuw gideulidud1inay
ANENTIUNNTOIITHAZET NTENTWAITITUGY
4.3.5 nstlfuengu vaccines, blood products Foellena1ssuTeY
JuNSWan (Lot release) PINNTHINGIPERSNITUNNE NTENTIEGITGY

4.4 HIDYNEN
4.4.1 JlAUBIIA" Fo9dei1e819819819008....10.. . NUBUTIYA UN Fadusununans

sﬁﬂa~Laﬂmlmﬂsuﬂaumﬁuwﬂwwuwluwamaquauuqulﬂmwamu

4.5 ﬂﬁ‘d'iuﬁuﬂmmwsnﬁdauau
45.1 mmammaumwmma‘umamma‘lﬁﬂéﬂ,uuaamw ...... 12 L?muﬂ’umﬂﬁ’udmau
452 mmnmwamau amaaaaa’ummwmalususaamamimammiwmmsuwamau

ABZNTINNITAMUAAMGNBAUEIANIY

........... ?/ &f.....}/.‘.(*'?.................Ui%ﬁﬂuﬂiiumi

(weahde lnwyadua)

N3NNI

(WeTungy ungavluny) /-6- 453



=

453 ﬂiiﬁﬁ‘mmaiwmw‘hmiaumamqmwawauLwaaamamLﬂswvwﬂmmw wmmwms
P AR HECRE R LLIRE ImEJcg,t,auaiwm(mw)%maammmuanmmmmuwma
wumsdqmm%miwﬁuavLﬂuﬁ'ﬁummjaum’lfvmwmmﬂum‘lumsmamLﬂiﬁvwﬂmm‘w
nsafinuIeildulumunuanyuzlane AUIE519N15T0AIUANS LIS URATUINTT
Lauaiwmmmﬂa'nsuaamauaswm(wma)ua /mawmam‘l,uﬂimalﬂ

4.5.4 mauaiwm(mw)aumaaiuLﬂaaummam‘lﬂawmma WiadlaiRnnsidenanndie

m'ﬂ,mﬂﬂaumwumimalumaauh

4.5.5 namﬂummmaamwammu 2 — 8 padTaLdYa Fowandenaisnsusesindlsyuuns
Hunavdadsendu cold chain system Flgurmsgruniundninmud Good Storage
Practice (GSP) way Good Distribution Practice (GDP)

4.6 Laﬂmsau‘]

461 nsglonfiauslildenduunuy (original drugs) Faailionanswan1sAnen bioequivalence
YogTaneALUssuguivefuLUY Tngdansinundeadulumaumaninaeiuay
LLu'JUgum’tumsﬂﬂmmaugamaammumaqmummﬂmsﬂismmﬁmmmazm
NIENTIEAIBITUEY

1.6.2 nsciduenfidesavai/ideanenauld ¥ NANSANYIANUASENNVAINTTAZANY/
a9 lusiavatesneg ASUE LAz danAdBIfuULENETSINNUEN

4.7 FaussIA (wu’m) Supanliendndygneuasuinvug
4.7.1 nﬁmmamiqumammeﬁmumﬂﬂim’mmmam%mmwwé“LajLﬂultJmummgm
Jarivun

v
=

472 nsﬂwﬁmﬁm%m%ﬁmugm’%aﬂLﬁuﬁumﬂﬁawmmimaﬁwﬁﬂmuﬂmzﬂﬁumimmiLLasm

(%
)

Tuiraia1esd gy ISV

¥ 1

473 ﬂifﬁwuﬁzgmqmmwmﬂmﬁmﬁmﬁmﬁﬁmﬂdama&iaﬂizam%waLLaxmmﬂaamﬁwiaQ'ﬂw
nlasuen

ﬂmzﬂsiumiﬁmuﬂﬂmé’ﬂwmzLaww

(WeTungy WALy



