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1. Faen Vigabatrin 500 mg film-coated tablet

AMANYULANIZYDIEN
Vigabatrin 500 mg film-coated tablet

2. qruandanaly
JULLY Dusudaedouidaudmiuiuuseny
dwszneu  Usenaumeen Vigabatrin 500 mg lu 1 iia
mMruzussy  ussyluwselaativdesiuuasuazannaduld
281N - seydon duszneumindfuazanuuseiundnfuduoiganiings uas
wunziowihivenliegadnuuuussysiue
- vumuurussisedalesdesssylesmisdonnisfdyssnevnas
mmmﬂmmmmmmLawﬁwﬁﬂi‘uéumqﬁ'ﬁmmu

2.1
2.2
2.3
2.4

3. AuaNUANIumAiia

3.1 Finished product specification:

& Test Items Specifications

3.1.1 | Identification Complied with finished product specification

3.1.2 | Assay 95.0 - 105.0% of the labelled amount of vigabatrin

3.1.3 | Uniformity of dosage form unit Complied with finished product specification

3.1.4 | Disintegration time NMT 30 minutes

3.1.5 | Degradation products Complied with finished product specification

3.1.6 | Microbial contamination Complied with finished product specification
NSIUNS

1

(Wey.an33md Tunees) (Woy.nunwssa sadundmd)  (nyutyoun 59d8)  (ney.e1nes musd)
GPU 435824/ [V2307]




3.2 Drug substance specification:

h) Test Items Specifications
3.2.1 | Identification Complied with drug substance specification
3.2.2 | Assay 98.5%-101.5% of the labelled amount of

vigabatrin (anhydrous substance)

3.2.3 | Impurities

- Impurity D Not more than 0.2%
- Impurity A Not more than 0.15%
- Impurity B Not more than 0.15%
- Unspecified impurities (each) Not more than 0.05%
- Total impurities Not more than 0.5%
3.24 | Water Not more than 0.5%

3.2.5 | Sulfated ash Not more than 0.1%

4. Gauldu q

var & = o w a4 o ' o '
4.1 wnasnslasuaygniunsdeusiivoiedminglulsumalng uavduns (declare) unas

NER

4.1.1  luddgnstunsidousiuen (e.2 m 3 V.4 %39 8.2 udusnsdl)
412 ludwetunuideou ve.1/s. 1 Y998 AUaI1AN wiauswaziduaidonisniugy

ﬂcumw'umwamnm«nmumummau (finished product specification) uway
'uamwumqmmmammqmu (Drug Substance specification) nsrﬁﬁagszwhams
Wasuuawdludaiy ssfoauuuienansnisveuile (8.5)  wIWTay finished
product specification Waz/158 Drug Substance specification

4.2 WNANITUTDWINTFIUNITHARNEYA

421

NITUNNT

Géﬁ?nf G-y ﬂﬁ\'/ ............................. 3. B
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operation Scheme) lagnursu PIC/S participating  authorities  w3eillonans
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vinfeniunsninassiuar3snsiinlunisnane PIC/S Tunmnaeiiauetns atiuaign
museumsasnasulaeiinanisiusesiviuiivssmausenansendidninsiing
622  ns@idugnihudnindesema guandosdionansiuseunnmsgiunisaneniy
NANNUIITNSAR UM SHEREN PIC/S (Pharmaceutical Inspection Co - operation
Scheme) laemiieau PIC/S  Participating  authorities  avuaganIuseuns
avavdeulasiinanisiusesfiviuiivssmauszmanaididninsindvionaemnenyin
wauAN el
4.3 lONANIAANNYBILTLALDTIA
431  wWamsnIRIRTIEiRuAMKEnSuYivandn (Certification of analysis of finished
product) Tuenjuiidesagng
432  WAMTUATIBNANAWINGAUYBIRIBNEIAYY (Certification  of analysis  drug
substance) 4lumsnanejuiidudumegwiwesdanuuasiudningiu
433 lenarsvsendngrududumuduiussenineunisndnvesingiuvesiiendidey
(Drug substance) 9o 4.3.2 Augunisndnvendndeeidniagy (finished product)
U9 4.3.1
4.3.4 wan13Any1 Long term stability m13 ASEAN guideline on stability study of drug
product maeatteguesfildtunsfeulifudinmuenynssunsemnsuasen
NSENTNAIGITUGY
4.4 Meg1een
441 fauesinn desdediegeenediaties 1 miteussyiue dudufununans
Meaundualdrsudumuiiimunluideuauiiludrsdunely 3 Jundienn
W@UDIIA
4.5 msUseiunuameiduey
451 wiidweusadiongldldlivesndt 1Y 6 Weutuaniudweu
452 vwnnniidwey wfesdidinnmaeluiusesmanisanvinssieniuiidaoy
4.5.3 nﬁcﬁﬁwﬁwswmsﬁwmsajuﬁaadwmﬁ[dwauLﬁadamm’zLﬂﬂzﬁqmmw iy
Mwmsasimlsdesoaediede Tneduigardedisniiudnausuauiiniae
wnsdmsnieTvikandudiuiavevdildseiAvadedlunismsaviasie
A nsdinuhlidulumunudnvuzsiany mhesvnsveanuinilidy
Asannsiauesimendinanues fueuaz/miaguasluniasioly
454  fuwazdesiudsundienlndnunery visdedansideranmieyszmsla q
neufmunlaglifidouly

...............................................................................................................................

'f—'
(Wey.an3sond Junee) (woy.nunwssa swuwimd)  (gyadtyun sede)  (ney.enmne’ mued)
GPU 435824 [V2307]



455 szuunsifiunasdndeeniilduinsgiumundninast GSP (Good Storage Practice)
WAz GDP (Good Distribution Practice) Tneuantionansusznau (Wuanaonansii
Iisunissusesszuv)
4.6 WNANTHY 9
a.6.1 nydoiiauslilyendunuy (original drug) Feaiinanisfne bicequivalence 184
e mIsuisuivedusuulngiinsinedendulumundninasiuay
WU JURlumsAnwdrauyaveseaiguesdrinaunauznssunisemsuasen
NIENTNATITUY
4.7 e (§ue) Susealisnidndyanounsuimundsil
4.7.1  nsdinansguasninsiendnnnainemansnisunnduienesujiRnsils
1ASFIU ISO/IEC 17025 Hamsnsvinseiliidulumusnnsgiutdorivun
472  nsdindndusiodedgnisnifuiuanfesmarslasditnaunuenssunsenis
wazen Turae avesdygyravdesvny
473  naiwulymaunmanudnisiierndwmanoysravinauazaruasadedering
leisuen
4.8 mirws19n1sveanudnshifuiasuwdnfusienfiivseiagnidoniduinlasdinay
pauznssuMIaMswaselussezam 1 Jieuiuduenarsiauesininsdndonsed
5. MmyUszdiuAdseinsnweiasian (Price Performance)

TazBALARLDNATMNLNTIUSETIUUSEANSANFRSIATILLULA

ATUNTTIUTBIAMZNTTUNTAMANHIZIANIZYDIEN
Vigabatrin 500 mg film-coated tablet

NSIUNS d{a‘hl/ﬂ:“"'f?l , OJM » /@j—*” 4((')"""”:"‘/3:f

o

(Wey.an3sed Junee) (way.nunwssa seunimd)  (aquadtyrun sete)  (ney.enaned musd)
GPU 435824 [V2307]



5.inueusEdiulssansnweasian (Price Performance)
V:gabatrln 500 mg f‘lm—coated tablet

fanusvanuas uwunri,.uuu

mwd'man iwninasuuy
1. 570 7aue 40
2.0 IMTFINVDIFUAMIBUTNS 55
3.N15UNSUAINTVIE 5
s 100

frudswanil 2: umssuvesAuAwmIauInIg (AzuLLAY 100) e

fiauUs909 vvinAzuIL
LANTFIUHAN 60
2 mmmuﬁmﬂﬁﬁﬁms 20
3 AuaNTRTiBeUsHloidansUATRIY 20
T3 100

1.67uUs5099 1: uasgIuNAnie (Azuuwiy 200)

1.1 msfusesnunmeandndaus @ 1 Tu 5 Asuuuldiv 100)

(n) Wuedseglutydsieniseinmuninuas WHO List of Prequalified Medicinal Products

7) Wuefegludydnetondnsusiernunmuazguin (Green Book)
lngnsyinemansmsunnd wau 1 - Jagiu

(R) Wuswieglulnydselendniueisinnnmuazduan (Orange Book)/EMA

4 Lo ) A = ar L3 i Lar at . . .
(9 Lﬂummaq‘lw:u'zﬁ’nwawamnm%mﬁ‘lmwmisusm (Approved Medicinal List) lng
wiavelsmeruanguaniuuwnemansuvisysenelne

(¥ Wuendsiinansaviinseiensaulivesndt 3 funiswdedaitemsesieseidoshl
Yeuniwidefiszylu Green Book avuangaiiusngmenseieantyienfuniemushiai
ssylugnuaniAilsmenuiaUsemawagnanisiisesiiong iy 5 Tuanfuilldsuns
fusasmanslansiieiuusemausemasiedidanseding ssedesizilaeviesufUansds
LildvieeujuRnisveuaneuazriosufUlins sunimsgiu ISO/IEC 17025 91nvuaeanu
accreditation body fiensuluszfuana nislasdinauumsgiuiasufsins
NTUINGIMARTNTUNNE  NTENTHANSITUY

A3UNTT @}%{nmdﬁ) [‘\W ; /’,;——

(wm.amswu Junees) (wty,.nunws'sm SPunse)  (ney.udtyrun sate)
GPU 435824 [V2307]

(ney. 01N MNed)




1.2 Yoyaatuayu Anwvidenunmndndus 100
(Bendelatontls vinfuinnt 1 vdeliidendeiiipzuuunniian)

1.2.1 nssmdndusioniuuuy Ssenunsinsnierdtniiuanidausyansnmees 100
eiildlunssne asiRulusansmamsunmdiindede

1.2.2 nsdiladldendunuy Ssenunisfnymerdiiniivsveniissyansamusseniuen 100
fuLuUTeENUMIANYINNIAATInAkansdaUszavsnmeeseildlunisine asiRuwly
Nsasmensuwgiindedie (Fendeladenils mndiuinnd 1 deliidendeditnzuuu
wnfiae)
(n) BmsAnwudu Randomized controlled trial waziinsAiuwlusasmenmsunmgiudodie 100
() BnsAnw Ty Non-Randomized controlled trial wazdinsifuilunsasmensumdiiudode 90
(m) 3 sAnw iy Comparative studies WUU cohort studies kagdn1sAMUWIUINTANSTVININISUNNET 70
undede
(1) 3nsAnwuiu Descriptive studies Wy case report or case series (37691uEU2) wardinsaruly 60
NsmIInsuwngThindetie
(@) dendeladonis 20

1) msfinwdu 9 ffeteturnuase fuveseuas visanulaenfuvesdildue

(2) thiiede (n) v3e (1) v3e (A) w3 (1) Al SnsiRuilursaseansumdiindedie

1.2.3 g nsdiiliuen Biosimilar doedinsiusesludausldifertuiueduwuy 100

ar d =)
2./MuUs5830 2: WATFIURIUFURNTS (ATUUULAY 100)

21 waa’dg'ummsmmun"l'S'iU'smﬂ'J'mmminmmmmsmu ISO/IEC 17025 AUNINAFDY

winsneiiauee lusenmedoununuaiAnianadadiimun
. . . g . = a o wr (3 -
Finished product specification invualiluaudnuazlusmemsivdiugienngg
(n) Assay or potency 40
(1) drutenaaeuduiivie dmunlinzuuusiniuiny 60 mansavasuyniade i 60
W v W o a0 w w1 &
naviatelavitenimuiidmualilu FPS dnaudadiuain 60 avuuy tewtinty
(medoy 2 sumia) leswdensinsuuudefivdeyssunmuiu
2.2 winladlgfuses ies Junisfisnunissusesmnuansamuunnsgu ISO/IEC 17025 60

NNSUINEAIERSNIsWINE Ldende (1) n3e (2)

(1) Simdadouanansveusesnnuan el Juiinisuinsgiu ISO/EC 17025 210
NFUAINLIPNERINITUNNEY AINMSVNAdRUNER MY ENTaues I luTIENINAdOU MI988Y

NSNS .
1@4‘?""’{“"“’# ...... Bl N o

(Wey.an330U Junees) (Wey.AUANTTEU 'Nﬂ‘LIWWm) (ney.vItyun Satfe)
GPU 435824 [V2307]

(ney.210e3 MuLd)




[

psmuRaNAnuaila 3 lot Inevesufiins ISO/IEC 17025 Alailaiindn fol

— ; ; o @ T
Finished product specification Aiftvualiluamudnwazlusions ennsdusiinga

(n) Assay or potency

24

(v) dutonaaoudu « fide fvuslipzuuusn 36 mnasaasuymade e
viatelavdenilsmuiirmualily Finished product specification ineanau
dnauann 36 ewiladu (nadioy 2 fumie) TnendonsWnzuuudenivde
Ussaaniu

36

(2) flawgwlideuaninisveiusesrnuaninse WejuRnsfinuannsgiu ISO/IEC 17025
nnnsiInemansnisuwnd Inglifimsmeaeunindusieniauesimlusenvadgeu
AsvdeURsImuAMaNTANIwmATla 3 Lot TnewesdJURnas ISO/IEC 17025 lullagndn el

30

A o ar al ql
Finished product specification ‘wmwuﬂ‘lﬂuﬂmanwmﬂmWﬂnﬁtwﬂmﬁm‘mm'i’m

(n) Assay or potency

12

' 1) = - - ° v v v v
(v) dwdenngeudu q Mvde AMmualiAzuLLITI 18 wiInasaAsuYiate drue
wislaitenimuinmunalily Finished product specification #neanmu
dndunn 18 iewlndu (nallen2 duvmis) lnsedomsiinsuuutenimdsuszunuiu

18

i

3.
(i o qﬁg ‘.z-’l:"l_ :"e%

ar = o & ' a
Aauds50eM 3: AruauTANdaYsElevddan1sUfURM (ATUUULAN 100)

UmtnAsIuY

1. aanussYiies/Lot NO./Auduey vn 1 uln 60
2.Imprint code vuLing 20
3. anunsadiauuawsenlagliliduguninen 20

ar

nsuanuasuviueeY

3.1 wanwdsulmiduinny Tegliiidermuniteulals q lunisuanasu 100

= I i - al
3.2 wanwasulalisinia 50% viedidaululunisuaniuasy 50

NI9UNIT

1 (;{;ﬂi-h«d/nruﬂmf;z f] 5 i H_#r{ 4 @Movéj

(Wey.an350U Juvee)  (wey.nunnssa seRunsmd)  (neyuiyeun 58e)  (ngy.ones magd)

GPU 435824 [V2307]




LUU UN.ob

ANS19L AN UIUUS NN LASUIRETSIaLsIwasda AT lYane
v & w o f '
N153AYDINININL LY 9unods19

J . . o - - 3
. Folasens Usenmasmidesn Vigabatrin &oo mg film-coated tablet Ing3sUsennsiadiannseiing

(e-bidding) /
. Migauvaslasens Tsmeiuiagasstil ngueundunssy
. 2RuuUsTInun ldsusaass
= v v A aw a v
@,czcto,ccmo.oo/mw (‘wmmumuauwmuua'iaﬂmuaum‘wmu)/
ar IJ o = at A
& UNNMUATIAINA19(51A181989) o Tul & UnsIAY bdow
w2y om,000 tablet /
$9A1/MUY beoe UM 7
a - oy v v o v v
Wuiku o,&&o,&mo.00 YAV (wilsduiuauimiivasosanuduuméan)

| a
. me‘nuwaq'mmnma(‘mmé’wm)
a ) < A o ar ] o
UTEMAAMZNTIUATHRIUITE UL IUKITIR 159 ﬂ']‘if‘l‘lJﬂiﬁﬂ"lﬂﬁ'NEi}QUUﬂﬁ']'Uﬂﬂ%?‘l{LUﬂU'} e NUYEU bdbe

o w v o we v a
3 ‘5'1B‘Uﬂlﬁ!qﬂuqﬂfdﬂqwuwi'\ﬁqﬂﬂ'N(i'lﬁ'lEl'N'ﬂ\‘l) nnau

o0 UNgANANYN TadunTaise U5¥51UNTTUNIS
olo WNNFIWT EAlnIng NIIUNT
L. WNAMDINFS ANuLd ASSUNS
6212950969
AUD e Tl Us¥s1UnNSSUNIS

e al
LT D, YR ST as¥e....... @ T NSNS
(weaigyiu @elning) (UNEANMDNAST PuLE)




