namMInTulsziiunun e an fumo

Rebamipide aoo mg film-coated tablet, ¢ tablet (GPU)(¢oraraaa-nocam)

Rlall]

nasiNsUsTluAA AN 9IET (Performance)

AU

n.inausiRanITAlY (Universal quality criteria) (25 Azuuw)
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a ) o = a
UINTFIUNTTHANYIAIUNENNASNITNITNALUNITHEAYD
[Good Manufacturing Practices (GMP)]
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1.1 Certificate of GMP 984 Active Pharmaceutical Ingredient (API)

ArdAnsendfglasunsiuses GMP-PIC/S Tunmnniieitesiu APl nsdllaisey
wnadalay fowanamangiuii APl isusugalindnannvienuisiieates

AnanfedAglasunsTuses WHO-GMP Tumnafitientesiu APl nsdilaiszy
o a ' Y o I o v
NIATAIU ABINANIMANE 1IN APl InFuayg nlvinanaInmienuigitieIvos

Ananenddglazunsiuses GMP MnUsmagngn luviiaiieatesiu APl
nsdiliszymnadaiau feaanmang i AP lasuaygnlvindnainmienuis
ilAgUes

uandendAylaTun1sTuTes GMP uay GMP nuagliiiu 3 ey (53nin95e
luiusny)

1.2 Certificate of GMP Finished Product
% n‘:‘tﬁuﬂams‘qﬁmuam Certificate of GMP ﬂman'}uﬁuﬂwssqﬁ’;u &

AnEneN (Wazhuuaussy) 1sumsiuses GMP-PIC/S lumnaiiiiedesiven il
srueina13used 3 U (nsdififuusussy unliduany GMP agfinnsanlv 2.5 avuuu)

v a I ar a o el v @ =
ANEneN (WazhuUIuTsy) 103UMIiuses GMP-PIC/S luvnaiiigrtosive il
5582128130599 2 U (NSilfuUussy uailiinans GMP aginnsaniv 1.5 Asuuw)

Ananen (wazduueussy) 1asunsiuses GMP-PIC/S Tummnaimifeatesiven
zozan3usos 1 U (nadlliduuaussy unlivans GMP agfiansaniv 0.5 azuuu)

= L] /s @ GJ ﬂ' 3/ ar
AndAne (wazguuaussy) lasunsiuses GMP-PIC/S Tumnaiithendesiuen uas
GMP nugegliiiiu 3 Wau (senineseluiuses)

WINTFIUINAUAIBIEIATY (Active Pharmaceutical Ingredient
Specification) uazanAsgIUHAnAnaIE1d1593U (Finished Product
Specification)
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2.1 Active Pharmaceutical Ingredient Specification

as o o 1 cH P

1989 USP, BP, Ph.Eur., Ph.int., JP atiua1ga wazuilvlunzifouiiveum

81984 USP, BP, Ph.Eur., Ph.int., JP auulmininUszniassysisien 1nnit 3 U
wazwhlulungieudnsuenuan

1483 USP, BP, Ph.Eur., Ph.int., JP atiulminiiuszniassysnsnen 1nnin 2 T
wazunlvlunsideusisueuan

81984 USP, BP, Ph.Eur., Ph.Int., JP atulminisgniaseysisier unnnin 1 Y
wazunlvlunseussueuan




$1384 USP, BP, Ph.Eur,, Ph.nt., JP atulminiszniasyyssnen uadalile
uhlelunsidoudiduen (sregnanlaiiiu 2 ¥ duaniundinnuamznssunis
2MISHATET ad5uLeNans &.5 faTudulenansiaunIinn)

$1994 USP 39, BP 2016, Ph.Eur 2014, TP2, Ph.int., JP 17" edition aUus1al
Usgmaszysing1en wasun lalunzideumisueuan

Var ar o

N -offici i

97984 In-house specification fiaanadasiu general chapters mu‘ﬁ“ﬁzq'lu
USP,8P, Ph.Eur., Ph.int., JP atfuanan, ICH Guidelines (Q6A) wagunluly
sifsuiueud vioussiuwuy

LY = g o P 2 s o

1994 In-house specification MiaaaAdaaifu general chapters mufiszyly
USP,BP, Ph.Eur,, Ph.Int., JP atiulmindsynia ssusi1snen annnd 3 1, ICH
Guidelines (Q6A) wazuilvlunziousmiveua

#1484 In-house specification fiaaaadaafu general chapters mufisylu
USP,8P, Ph.Eur., Ph.int., JP atulumindwsemea svysisen annda 2 T, ICH
Guidelines (Q6A) waguhlalungzifsusiiugu

v - . . = L ar =

#1484 In-house specification TiaanAdasfiu general chapters AmAsEYlY
USP 8P, Ph.Eur., Ph.Int., JP atiulmindnusznia seysiisnen ¥innaa 1 U, ICH
Guidelines (Q6A) wazualulungilsumdveua

#1484 In-house specification iaeandnsiu general chapters puitszyly
USP,BP, Ph.Eur., Ph.Int., JP atulmiindnusznia seysnsien, ICH Guidelines
(06A) unsslilsudlulunsidoussuen (szoznailiiiu 2 U Huanud
AhauANLNIIINTENIWaLET asiulanans .5 BeTubulenansiauesini)

#$1984 In-house specification fiaeandaaru general chapters AuAszyly
USP,BP, Ph.Eur., Ph.Int., JP auUNUUIENA zuﬁﬂ‘i’lm, ICH Guidelines
(Q6A) wasunlwlungidoudisueian

2.2 Finished Product Specification

Lrar ar o o
1 r

$1984 USP, BP, Ph.Eur., Ph.int., JP atiuadn wazudlalungifouinfugiuan

1983 USP, BP, Ph.Eur., Ph.Int,, JP atulminduszmaszysiisien uinnin 3 Y
wazunlvlunsidoudisueuan

#1483 USP, BP, Ph.Eur,, Ph.int,, JP athulmindiusgmassyisnen annndt 2 1
wazuilulungilousisueuan

#1934 USP, BP, Ph.Eur., Ph.nt., JP atillmindlszniasyysiinet inandt 11

wazunlalunzideoudrdueua

81383 USP, BP, Ph.Eur., Ph.int,, JP atiuluininuszaasyysisen uad al
uhlulunsidousfuen (srognaliifiu 2 U TN YuitdnnuAuENsTIAG
aWswaLen asfuenans 8.5 feiuiuenansiauesian)

§1989 USP 39, BP 2016, Ph.Eur 2014, TP2, Ph.Int., JP 17" edition auuau

Uszmaszymsnen wazudlalunsadeusiiiusui
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#1984 In-house specification fi@onndasiu general chapters Amufiszylu
USP,BP, Ph.Eur., Ph.Int., JP atfuanan, ICH Guidelines (Q6A) uazuilaly
nzidoumiueud vieluediuuuy




¥ a : 5 = v s o

91984 In-house specification NdanAaBINU general chapters mumsu’tu
USP,BP, Ph.Eur., Ph.int., JP atulmindiusenia seysi1snen uannaa 3 1, ICH
Guidelines (Q6A) wazunlalunsidouiisueua

1984 In-house specification fidanadsaiu general chapters nuseyly
USP,BP, Ph.Eur., Ph.int., JP atulwind1lsenia seysisnen annnda 2 7, ICH
Guidelines (Q6A) uazunlalunzifousmsueua
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91984 In-house specification Nd@dAAABINU general chapters muwaxu’[,u
USP,BP, Ph.Eur., Ph.int., JP atulmindauszmea seysiisten wannin 1 1, ICH
Guidelines (Q6A) wazunlalungidoudisueuan

#7984 In-house specification fldenndedfiu general chapters pitseyly
USP,BP, Ph.Eur., Ph.int., JP atuluindtusenia seyss1en, ICH Guidelines
(Q6A) urgilildudlalunsifousiue (sveznanliiu 2 U duainiud
AminauANENTIINMSEWNSWaLEN assulenans o.5 feTubulenansiauasian)
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91984 In-house specification Nd@anAaINu general chapters mmmsu‘lu
USP,BP, Ph.Eur., Ph.int., JP atuguysenie seumnse, ICH Guidelines
(Q6A) wazuilylunsiloudsueuan
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[Good Distribution Practice (GDP)]

H¥uoygandn iwiedie uazgiuduldiunisiuses GDP-PIC/S 9andnineu
ANENTTUNTOMNTUALEN WaEINVIIBIU third party (naesvisldguniu)

Asveugananimiadeen wazdiuilasunsiuses GDP-PIC/S andminau
ARIZNITUNNTDINTUAZEN (maammﬂszj'qﬂmu)

H¥voygandn/ iwiedsen lasunisiuses GDP-PIC/S 9 ndminnuAmENTINNTS
2IMNTUALEN

d3ueygandn/imiedien uaz/viogiudneliiunisiuses GDP-PIC/S 21N
dinauanenssuANSIMISILazYT way GDP wummqlzjt,ﬁu 3 AU (5¥UIN959
Tususe9) wialiuansinlasunissuses GDP

. an?‘lﬂmmwmmz (Specific quality criteria) (70 AZLUU)

1

NidasUToINANISAATIZH [Certificate of Analysis (CoA)]
(m1u Specification)

30

1.1 Certificate of Analysis of Active Pharmaceutical Ingredient (API)

10

msaifu Active Pharmaceutical Ingredient Specification AsunNiIteUes
Universal tests Waz Specific tests 13989 lier Wa® Manufacturer uaziins
uansnalugudoyalinsiina (Quantitative data) wie faay sniiu Wate

Physical description

10

n59AU Active Pharmaceutical Ingredient Specification ﬂiuwnﬁa‘ffa‘uaa
Universal tests Wag Specific tests law1zya39 Supplier 938 Manufacturer uazil

msudnsualugudoyaidesinm (Quantitative data) 39 LAY undy ¥Te

Physical description

n59fiu Active Pharmaceutical Ingredient Specification AsUYN¥8Y81

Universal tests wag Specific tests ¥14un4 Supplier Wag Manufacturer usiin1s
uansmaluguuuy“Conforms, Complies, Not detected, N/A”




m3afiu Active Pharmaceutical Ingredient Specification AsUNNITBYDS
Universal tests wag Specific tests {awiead Supplier %38 Manufacturer Uil
NTLAAINALUT “Conform lies, N N/A”

7391V Active Pharmaceutical Ingredient Specification ﬂ'iU‘V]ﬂﬁ'J‘?faLaww
Universal tests law1zwad Supplier %38 Manufacturer LLazﬁn”l'itLamNalugﬂLLUU
“Conforms, Complies, Not detected, N/A”

1.2 Certificate of Analysis of Finished Product

10

»39NU Finished Product Specification ﬂ‘ilmnﬁgg”mmm Universal tests uag

Specific tests waziinsuanwmalugudayaiesunm (Quantitative data) w3e

fLav 8NLIU WITe Physical description

10

n541U Finished Product Specification AsUNNTIUAYBY Universal tests uag

Specific tests uaiin1suansualuguwuy“Conforms, Complies, Not detected,
N iA”

1.3 Risk Assessment Report for Elemental impurities

10

1 Risk Assessment Report for Elemental Impurities wan3 'ﬁ‘jg Active
Pharmaceutical Ingredient wag Finished Product y3alusnlasumseniiuniy
U9iMuAYa4 ICH Guidelines (Q3D)

10

i Risk Assessment Report for Elemental Impurities Wana law1g Finished

Product wasiln1snaaau Heavy metals Tu Active Pharmaceutical Ingredient

1 Risk Assessment Report for Elemental Impurities wana w1y Finished
Product

il Risk Assessment Report for Elemental Impurities Wand taw1e Active
Pharmaceutical Ingredient waziin1snaaau Heavy metals lu Finished Product

Tan1en1svaaau Heavy metals Tu Active Pharmaceutical Ingredient
Specification wag Finished Product Specification

N1sANEIA2INALA (Stability data)

15

{in15@nw Long term stability waz Accelerated stability #13 ASEAN

. . P P T
Guidelines asunuangeuuaan (5 ) udulununasgrundniusiendisagy
o = o ar LY -l =5 & Sl ol =i as
Audlalunsifousdueud waziinanisiny) On-going stability Uneullaguu
(Fosnaaoudive 0 uay 6 wow 1WuaE1atee)
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finsAnwn Long term stability waz Accelerated stability @ ASEAN
Guidelines ATUAUBIYYIVURAIN (239) S'ifqLflulﬂmummg'mmﬁmﬁmﬁm
51L%'i]g‘l.]‘ﬁLLﬁL‘EJ'lu‘r’ISLﬁEJUﬁ‘ﬁUEJ’iLLﬁ’J uazilnan1sAnyi On-going stability Unowud
Yaq0u (Foanaasuiinan 0 uay 6 1w Wusehlen)
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{in15@nw Long term stability waz Accelerated stability #14 ASEAN

Guidelines AsUAUBIEEIULAATN (2 1) Fadulumusnasgrundndasierduiagy
= o o ar | -l = - Sl =l = at

fudlolungidoumueuds uagdinanisAnwn On-going stability Uneutiaquu
v <l - ' 1

(Foavmapuiinan 0 waz 6 Wau Wuetreles)
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finMs@nwn Long term stability uag Accelerated stability #13 ASEAN
Guidelines asumuangeuuaan (5 B) Fudulunuanasgrundniusigndiiogy
Fuslvluneidsusidueuds wililinan1sfnwn On-going stability Unewliaguu

10




{insfnwn Long term stability uag Accelerated stability #14 ASEAN
Guidelines AsUAUDIgEIULRaN (23 B) Fadulunuunnsgunandusie

o o o = o w v [ = ; i sl
dusaguindlalunsewiiueuds uwiliiinan1sfine On-going stability Uneu
YUaglu

{in13@nwn Long term stability uag Accelerated stability #1931 ASEAN
Guidelines asumuangeuuaan 2 ) Fadilununnsgrundniusiondisagy
P =1 a_ ar LY 1= = . . A =) s
Audleluneidousiueuas wilifinansdng On-going stability Uneutiaguu

1n15AnY1 Long term stability uaz Accelerated stability Taiuluma ASEAN
Guidelines asunuangeimualivuaann (5 ) Fuduluannasgiundadus
grasasuiuilalunzdeusiueud wasiinanisdinw On-going stability |

! ™ W v = = & v

neullagiu (Fewmeaauiign 0 uag 6 e Wusgray)

finsAnwn Long term stability uag Accelerated stability liiiulumu ASEAN
Guidelines asunuangeiinmunlivuaain (23 ) Fadulumumnnssu
m5mﬁmﬂmeﬁL%ﬁ]guﬁLLﬁ‘lﬂJ’LumLﬁauﬁﬁ'umué"; uazdinanisAny On-going
stability Uieulitfaatu (Fewmedauiinan 0 uaz 6 1ieu 1uaguiiey)

1In15Anw Long term stability waz Accelerated stability Liulumy ASEAN
Guidelines asungETitmualiuuean (2 ) Fudulunmunnsgrunngdos

o & - = o v -l a _— =
prdusaguinnlalungisusmiueuan wasiinanisAnwn On-going stability U
neoulldagiu (Feweaauniie 0 uas 6 Lieu Wueeavion)

in15AnY Long term stability wag Accelerated stability #13 ASEAN
¥ : & a o w o€ e & < =i o v '
Guidelines Wulunannsgrundadsierdnsaguiuilylunsioudhivenuad ui
1 - (] = = — =4 = s
ATUN gruuaan wisliiinanisAnwn On-going stability UneutUaguu

1in15Anw Long term stability uay Accelerated stability Lidiulunnu ASEAN
4 & a w o o - 8w v '
Guidelines Lﬂu'l.ﬂmuu1mi§1uwamnmmEJﬂmt%gﬂmu'ﬂﬂummaumiumum W

Linsumuengeuuaain isliiinanisdny On-going stability Unewtdagiu

nsAnNTduYaTaINARANSIET (Bicequivalence)
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fisr9unnsAny Bioequivalence tUulunu ASEAN Guidelines (atudl 2) mLLm
1 1.a.2561 Wusuld wise Hs1warumsfAnen Dissolution Tugmu BCS class i
1450 biowaiver a1 ASEAN Guidelines Fadiinanuanznssumsamswase v
ms3usema wasdulumu USFDA Guidance w3a EMA Guidelines a1dn %39
Wuewuwuy
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fls1s91unis@ne Bioequivalence Wuluam US.FDA Guidance %58 EMA
Guidelines &gn waginansnaasumIuinvisumandsnssu (Pharmaceutical
equivalence) Wand

fis1eunsAny Bioequivalence Wuluau ASEAN Guidelines (@Uuft 1) Faus
6 1.An.2552-31 §5.A.2560 ﬁ:iaamnmuﬂmm‘s‘mnw'ia'lm‘suauaﬂwm?u‘imwa

fisneaunsiing Bioequivalence Wulumu wdninassiuazwuuuRlunising
Frauyavesenaniy wa. 2543 uardinauAnENIIINSMNSUATETIINTS
JusoIHa

fls1saunisine Bioequivalence laliuluniu ASEAN Guidelines/US.FDA
Guidance/EMA Guidelines WRANNANSVAABUAUWABNMIANTTNTIH
(Pharmaceutical equivalence) Wan3




fis1eaunnsAnw Bioequivalence laliulunnu ASEAN Guidelines/US.FDA
Guidance/EMA Guidelines wazlifinansvaaeuanuiniguMLndun Iy
(Pharmaceutical equivalence) Wan3

laiflsneaunisfinen Bioequivalence

annuwinfsulunisSnenuenaunuy (Therapeutic Equivalence)

1¢%unsussqlu US.FDA. Orange Book uazl@sunssusesann EMA uavdns
anuglumsiuses wiauediunuy

1¢¥un15Us39lu US.FDA. Orange Book n3al@ifunisiusesann EMA uasgang
anuzlunsiuses

sumsussalusenmsudnsnseadyimifiiamuidedlunsidainuiu
SIS ULUUTBIATNLANE NSTUNITEIMNSIAZEN wavdansaniuglun1sTuses

laifinanns5us09 Therapeutic Equivalence

ussinuel aa1n wag wnasiiugdmiuyssyy
(Package, Labelmg & Patient information leaflet )
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5.1 uswnmmuwsn (Primary Packaging) LLauusiqnmmu'lu (Secondary
Packaging)

ussyusiidnuugasemudiszlu Finished Product Specification loiu
Injection; Prefilled syringe, Solution/Suspension/Syrup; Glass, Solid; Alu/Alu
foil wazusswUULRNIEMINY (Individual Package)

[ €l ar = G . . i P
ussineilidnuagnsinuisyylu Finished Product Specification usilailaiussq
WUUWRNWIEYUIY (Individual Package)

5.2 aa1n (Labeling) w@m9 unit dose

ar qd ar L) - '
53Tt 3981 ML TunuATy JUNMSHER WandluyNUEYee

ussAnust Hawizlionn ANAUSY wandlunnmieueden

U559t 19081 ATwuse Tunuaeng junswan liwanslunnmingvedsn

5.3 l@nasinueIdnsulszanvu (Patient information leaflet : PIL)
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asnausidaasududinislulsema (Thailand Government encourage criteria) (5 AZlUL)
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