wammsinsandszfivgummpdniumne

Rebamipide aoo mg film-coated tablet, o tablet (GPU)(¢ocraaaa-bocam)
UsHEN
dndi inasinsUszivaunwkdndusien (Performance) aswuu | |
n.mmﬁqmmwﬁ"ﬂﬂ (Universal quality criteria) (25 azuuw)
. INATFILNSHARIAUNENINUITNSTR lun1sHEREn i

[Good Manufacturing Practices (GMP)]

1.1 Certificate of GMP 984 Active Pharmaceutical Ingredient (API) 5
duanfeddnlazunisuses GMP-PIC/S Tumneiiendaiu AP nsdiliszy

mnataau fowanmdngiuin AP Idsusygrlvinananmissnsgiiiedes °
guanfedfrleiunsiuses WHO-GMP lumnaitiendeeiu API nsdilaisey
vanadau feswanmdngiuin AP Iiusygalindnainmenussitieides 2
fuAnenddaldsunmsiuses GMP 9nUssmadidn Tumnefifertoatu AP
nsfilaiszymuindaiay fesnanandng1udt APl lasuaygnliadnanmiieauss 1
Mgt
AndnseddnlazunsTuses GMP uag GMP nuaeigluiiu 3 1fieu (53uin93 5
luduseq)

1.2 Certificate of GMP Finished Product
* nsdluvsussfeauans Certificate of GMP yasanLILUIUsIYs e * ;

fuanen (Wazdutsussy) 193unsiuses GMP-PIC/S Tumnafidie dosiven :
2088150509 3 U (nedlfiguusussy usiliuans GMP agiiansa-ls 2.5 Asiuu)

Auane (Lafuuaussy) 9sumsiuses GMP-PIC/S lumneiie-doeiven &

28e13a13U599 2 U (nsdifigfuusussy uiliuans GMP agiinsaunlv 1.5 asuuw) ’

dnAnen (wadiiaussy) 163unsiuses GMP-PIC/S Tuvnefiiesdeeiven &

spezia1iuses 1 U (nsdififuusussy udlivans GMP agfiansarli 0.5 Azuuw) 1

fnanen (Wazditaussy) 19sumsiuses GMP-PIC/S Tunnaiife desiven uaz ;
GMP viumengliiiu 3 iwieu (syninsseluiuses)
UINTFININAUA1EIARY (Active Pharmaceutical Ingredient

2 | Specification) wazaasgrunandnsiednsagy (Finished Product 10
Specification)
2.1 Active Pharmaceutical Ingredient Specification 5
N5UNITS: #1351

#1983 USP, BP, Ph.Eur., Ph.int., JP avuaiga wazuilulungilousiniueuaa 5 E
81984 USP, BP, Ph.Eur., Ph.int., JP atulmininszniasyysisen uannin 3 U
wazuhlvlunzidouiiueu ‘
$1984 USP, BP, Ph.Eur., Ph.Int., JP atulmindtusgniasyydisien innnii 2 U ;
wazunlylunzilousiiugium

1484 USP, BP, Ph.Eur., Ph.int., JP atulminiisgniassymien unnndn 1 1 ,

wazunlalunsoudisueuwan




81984 USP, BP, Ph.Eur., Ph.int., JP atulmindwszniassysinsnen uwadalsila

whlvlunzideussuen (Geeznailiiiu 2 U Huaniuid1unauAuenssunIg
ar o o al

DIMSHATEN assuLeNans 8.5 fafubuenaisiaussian)

81999 USP 39, BP 2016, Ph.Eur 2014, TP2, Ph.Int., JP 17" edition auunny

UszmAszysiianen sazuilylunsifousidugui
”u v q 5 & 11 L

NSULILASUNISTUTDILUAIS Non-official Pharmacopoeia

91984 In-house specification faanAdoeiu general chapters muﬁ'ﬁsu'lu
USP,BP, Ph.Eur., Ph.Int., JP atua1da, ICH Guidelines (Q6A) wavunluly
silsudsusuan wialueuuuu

91984 In-house specification fidenAdaariu general chapters Auitsyyly
USP,B8P, Ph.Eur., Ph.int., JP atuluiindsemea seysisen wannia 3 9, ICH
Guidelines (Q6A) wazunlulungilousiveudd

81984 In-house specification fidenAdoau general chapters auszyly
USP,BP, Ph.Eur., Ph.int., JP atuluindlsznia syusinsien ianndi 2 4, ICH
Guidelines (Q6A) wazuilvlungisusdveud

97484 In-house specification Nd@anAaBINU general chapters mmﬁ‘imﬂ,u
USP,BP, Ph.Eur., Ph.int., JP atulmindnsenia seysisien wmnnda 11, ICH
Guidelines (Q6A) uazunlvlunzilousmsueuan

1984 In-house specification fidenndasiu general chapters aufiszyly
USP,BP, Ph.Eur., Ph.Int., JP atuluiinidnsznia seysns181, ICH Guidelines
(Q6A) uagdliilguslalunsifoumiuen (svaznatliiiu 2 9 fuaniui
AnUAMILNSIINITOMNTHAZEN assulenans u.5 Buiubulenassiauesian)

81984 In-house specification fidenAdaau general chapters aunssyly
USP,BP, Ph.Eur., Ph.Int., JP atugulsend ssysis1en, ICH Guidelines
(Q6A) wazunlylunsiisudsueuan

2.2 Finished Product Specification

Lfas st o

81984 USP, BP, Ph.Eur,, Ph.nt., JP atiudian wazuilulunsileushiveu

1484 USP, BP, Ph.Eur., Ph.int., JP adulmininuszniassysiisen 1nnin 3 U
wazunlulungidoumsuswan

87984 USP, BP, Ph.Eur., Ph.int., JP atiulumindiusgniassydisnen annnin 2 ¥
wazwilolunziteuisueud?

1983 USP, BP, Ph.Eur., Ph.int., JP adulminitusgniassysiisne unnin 17
wazuAluluneilowiniueudn

13984 USP, BP, Ph.Eur., Ph.nt., JP atiulmininusznimszusinsen uddelile

= o " - ) @ o o w
unlalungidsusisuen (szoznaliiiu 2 ¥ Juaniunditnauanenssunig
21MNSUATEN assULNATS 8.5 BauluenansEunsIAn)

97984 USP 39, BP 2016, Ph.Eur 2014, TP2, Ph.Int., JP 17" edition vuny

Usen1AsEysingIen wazuAlulunziioudisueua

o

i )71 (Non-official Pha

e

LP]

at

5. 43 nacopnoeia

91984 In-house specification fiaanadoeiu general chapters muﬁssq'lu
USP,BP, Ph.Eur., Ph.Int., JP atfuanan, ICH Guidelines (Q6A) uaguiluly
nzdouiiueud viieuesuuuy




81994 In-house specification idannAdasiu general chapters Muiseylu
USP,BP, Ph.Eur., Ph.int., JP avuluiindnlsemea seysisien wannda 3 9, ICH
Guidelines (Q6A) wazunlalungiipusiveuda

$1984 In-house specification NidenAdodiu general chapters auitszyly
USP,BP, Ph.Eur., Ph.int., JP aduluminiilsznia seysinsign yinnin 2 1, ICH
Guidelines (Q6A) wazunlulungilousiiusuan

81984 In-house specification fidanAdasiu general chapters muiseylu
USP,BP, Ph.Eur., Ph.Int., JP avulmininusgnia seysis181 110nan |1 g, ICH
Guidelines (Q6A) wazunlvlunzduudsueuan

$1994 In-house specification idanAdaariu general chapters Muitszyly
USP,BP, Ph.Eur., Ph.Int., JP atuluininlsenia seys1snen, ICH Guidelines
(Q6A) wagslilduslalunsifousiuen (svevnatliviu 2 U Yuaniud
ATineuANENIIINITEMNTUAZEN aasulenans 8.5 Beiudulenansiauesian)

v oa ; ’ = w ) ol
8984 In-house specification NaanAadINU general chapters ﬂmmz‘q‘lu
USP,BP, Ph.Eur., Ph.int., JP atugiulsenied seusnsen, ICH Guidelines
(Q6A) wazuAlulunsidoumsueuan

o a =
UINTFIUNTTNTZNBININRENNUANITNITNATUNITNTEAEN
[Good Distribution Practice (GDP)]

dSuaugandn/iviedie uazgsudnalaiunsiuses GDP-PIC/S ndinau
AMZNTIUNTOMITUAZET WAZAINWUIENIU third party (naaaviilgguniu)

H3UByRy KNI WTadwN wavgTulndlasumsiuses GDP-PIC/S 9andntinau
ANZNTTUNTEIMTUWAZEN (Maavaalegunw)

H3UBYRyMKAR/AITaAEN 195un155UTes GDP-PIC/S 9 ndtinauAmMEnssunis
DMTUALE

Aueugnndn/iviedien uag/vegiuinalafunisiuses GDP-PIC/S 30
dAninnuanznsIIMIaIMSIaZET Way GDP nunongliiiiu 3 ey (5eninese
Tususes) nielinananlasunissuses GDP

. anﬂﬁﬁgmmmamz (Specific quality criteria) (70 AzLuY)

1

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

30

1.1 Certificate of Analysis of Active Pharmaceutical Ingredient (API)

10

»391U Active Pharmaceutical Ingredient Specification ﬂiunnﬁ"rﬁa‘um
Universal tests Wag Specific tests ﬁ‘jmaa Supplier wag Manufacturer waziing
AR Tpualfisusunm (Quantitative data) ¥3e fay snLy ¥ate
Physical description

10

537U Active Pharmaceutical Ingredient Specification AsuvnItauas
Universal tests wag Specific tests 1an12uad Supplier W38 Manufacturer wagil
nsuansmalusudayaiauianm (Quantitative data) w3 falae eniu e
Physical description

34U Active Pharmaceutical Ingredient Specification AsUNNIY88s

Universal tests wag Specific tests 13849 Supplier Wa¥ Manufacturer wAiinag
Ltamwalugmwu “Conforms, Complies, Not detected, N/A”




M33fU Active Pharmaceutical Ingredient Specification ASUNNAIT8Y81
Universal tests wag Specific tests l@aw1zvad Supplier %38 Manufacturer sl

nsuananalusUwuy“ Conforms, Complies, Not detected, N/A”

53U Active Pharmaceutical Ingredient Specification AsuMNITaianz
Universal tests law1gwas Supplier w38 Manufacturer wagiin1skaninaluguhuy
“Conforms, Complies, Not detected, N/A”

1.2 Certificate of Analysis of Finished Product

10

m5aiu Finished Product Specification asuNAWAYawY Universal tests uag

Specific tests waziinsuanwalugudoyaidsiunn (Quantitative data) 3o

LAY 8nlIu WITe Physical description

10

m53f1u Finished Product Specification A3t MNWILTBY Universal tests uag

Specific tests usisinsuansualuguuy“Conforms, Complies, Not detected,
[] ig ”n

1.3 Risk Assessment Report for Elemental impurities

10

i1 Risk Assessment Report for Elemental Impurities Waf4 ﬁ‘:&_ﬁ_\gji_\g
Pharmaceutical Ingredient wag Finished Product 3atusilasuniseniiuniy
YofiMuAYaY ICH Guidelines (Q3D)

10

1 Risk Assessment Report for Elemental Impurities wans law1e Finished
Product Wagiimsnagay Heavy metals Tu Active Pharmaceutical Ingredient

1l Risk Assessment Report for Elemental Impurities uwam waw1e_Finished
Product

{i Risk Assessment Report for Elemental Impurities W@ \@w1y Active
Pharmaceutical Ingredient kaziin1snaaau Heavy metals Tu Finished Product

flanEn1sMaaaU Heavy metals lu Active Pharmaceutical Ingredient
Specification wuag Finished Product Specification

N15AN¥IA2INAAT (Stability data)

15

insfinwn Long term stability uag Accelerated stability #3 ASEAN
Guidelines asunuengeuuaan (5 B) Fadulumunmsgundnsosiondiiogy
fudlelungdousiueuds wazlinansinun On-going stability Urieuliagiu
(Foaaaauiinan 0 wa 6 Wou Wusghles)

15

1n15AnY Long term stability way Accelerated stability 14 ASEAN
Guidelines AsumuDIgEIULURATN (23 B) Fadulunuuasgusdaduie
disaguitudlalunzfousfueuds uasiinanisdiny On-going stability Urewd
990U (Foanaasuiinan 0 ua 6 ieu uedhales)

12

imsAnwn Long term stability uag Accelerated stability A2y ASEAN
Guidelines AsunupIgEIULRaIN 2 B) Fadulunnesgusdofusisdiagy
fuflalunsafousiueud waslinansdnwn On-going stability Unautlliagiu
(Foamanuiivaa 0 way 6 e Wusgales)

10

{insAinwn Long term stability wag Accelerated stability #23 ASEAN
Guidelines AsuAmoIgsUuaan (5 W) Fadulumunasgrundniueiedusagy
ol - o w 1 - + o -y = )
fuslelunsifoussueuds wibitimanisdnwn On-going stability UneutUagiu

10




JinsAnwY1 Long term stability wag Accelerated stability 824 ASEAN
Guidelines AsunuetgEULaan (23 1) Fuduluaannasgundndasion
e?u%mgﬂﬁuﬁlw’lumﬂauﬁw%’U&nuéh wilaifiuanisAnw On-going stability Uneu
VUagiu

finMs@nw1 Long term stability uag Accelerated stability #23 ASEAN
Guidelines Asunuegeuuaan 2 ) Faduluaaanesgundndusiondnsagy
Fuslelunsdous¥uewds wiliifinanisdnen On-going stability Uneutlliaguu

in1sAnw Long term stability wag Accelerated stability Liulumu ASEAN
Guidelines asumuegeiirmualivusann (6 B) Sadulumusnnsgunaniios
me’hL%gﬂﬁLLr'flﬂumLﬁauﬁﬁ'ua’nué"J uasiluanisAnwn On-going stability U
rouldlagiiu (Foamaasuiinan 0 ua 6 e usdhias)

JinsAnw1 Long term stability uag Accelerated stability Luiiulumu ASEAN
Guidelines Asumuegiitvualiuuaan (3 B) Fudulumsnasgu
wanSusiendnsaguinilalunsdousiiveud uazdinan1sAny) On-going
stability Ureudilagiu (Fomeasuiinan 0 uay 6 ey Wustes)

imsAnw Long term stability uag Accelerated stability Taidulumu ASEAN
Guidelines asumuegeiirvualivusan @ B) adulumusnnsgiunandios
me*hL%%gﬂﬁLLr'flm'{,umLGauﬁ"n%'ua’nLLé"a uasiinan1sAnen On-going stability U
Aovulitagiiu (Foaneasuiinan 0 uaz 6 ey Wuedinles)

§ins@Anwn Long term stability uag Accelerated stability #23 ASEAN
Guidelines ulumunasgusdndusiondusaguiudlelunsdousinfueud ue

Linsunuengeruuaain wiskiliwanisAny On-going stability UroulUagiu

fin1sAnwN Long term stability uag Accelerated stability Livulumnu ASEAN
. . = a oW « o o = =i o o v '
Guidelines Lﬂulﬂmummigwwamnmmawa'wsagﬂmﬁ‘lﬂummﬂum's*umu,a's e

Linsunuegeruuaain wiskilinanisfinyn On-going stability Unoulliagiu

msAnuPrauyavesndniugiel (Bioequivalence)

10

fis8971un15AnY" Bioequivalence 1Wulumu ASEAN Guidelines (aUufl 2) mmm
1 1.a.2561 sy wse SiseaunisAnen Dissolution Tuemnu BCS class il
1650 biowaiver 13 ASEAN Guidelines 3sdntinnuangnssunsamsiazenly
ns¥usesra wasfiuluanu US.FDA Guidance w38 EMA Guidelines @1da %38
Jugduiuy

10

fisreunisAne Bioequivalence ulunu US.FDA Guidance %38 EMA
Guidelines @1an wasiinanisnaaauauWinisumandunssy (Pharmaceutical
equivalence) Wand

fisneaunsAnY) Bioequivalence Wulumu ASEAN Guidelines (atud 1) FHaus
6 11.7.2552-31 5.A.2560 mﬁ'mnmuﬂm.,n‘s‘sum'sa'mwﬁLLaufJ'fluﬂ"n‘:iusama

fisnu9nunsAne Bioequivalence ihilunm ndninasinazuuUiRlunsdne
Frauyaveerandny w.A. 2543 wazdinauanEnsIINMsEMTUaze NS
FUTDINA

fisnea1unsAn Bioequivalence lailiulumu ASEAN Guidelines/US.FDA
Guidance/EMA Guidelines WiiRANTNAABUAIWINABIN ANFHYNTTH
(Pharmaceutical equivalence) Wama




fisreunnsinen Bioequivalence Witlulunnu ASEAN Guidelines/US.FDA
Guidance/EMA Guidelines warhifinanisnaasuanuinisumLnduns sy

(Pharmaceutical equivalence) win3

laifisneaunsAnen Bioequivalence

anuwindisulunissnennuenduuuu (Therapeutic Equivalence)

1¢uns5us59lu US.FDA. Orange Book uazlaiun1ssusasain EMA wazdIng
anuglumsiuses wiauewunuy

#sunnsussylu US.FDA. Orange Book %38li3umsiusaanin EMA uazdeng
anuglunsiuses

Iﬁ%’umms‘sq’luﬁaﬂ"ﬁw5mﬁm«ﬁmmﬁnﬂwﬂﬁﬁmmwinﬁauiunﬁﬂwﬁ'ﬂ%'ﬂm fiu
YN ULUUVDIENUNIUANZATIUNTDINTLALN wasdinsanuelun1ssuTos

luifinan155us09 Therapeutic Equivalence

ussfiut aann waz lenarsinueIdmsulssYITY
(Package, Labelmg & Patient information leaflet )

10

5.1 Uﬁsanmmuwsn (Primary Packaging) ua.,u'iﬁqnmmu'lu (Secondary
Packaging)

Usiqﬁmﬁﬁﬁﬂwmzmsqmuﬁﬁzﬂu Finished Product Specification lauf
Injection; Prefilled syringe, Solution/Suspension/Syrup; Glass, Solid; Alu/Alu
foil uarusIUUIANIEWIY (Individual Package)

vssafnsiiianuagnssmufissylu Finished Product Specification walilaussy
wuulenIzniae (Individual Package)

5.2 aa1n (Labeling) Uam unit dose

yssafs fFeen ANuwss Fununeny JunsEn wanalunNVLIEYeIE]

559 Savnediosn AuLss uanslunnmigyese)

us59:0ue! H70e7 AuLTs TuvuneTy JUMITHER Tadwanalunnyigvesen

5 3 (EnanstafueNdmsuUsEYIT (Patient information leaflet : PIL)

N O |~ W W

fenaisinfuedmsuuseevu ﬁﬁﬁagamuc’hur.i3ymiﬁmmwmﬁwﬁnmu
AENTINNITOMNTUATE LD

lufiienasmueidmiuyses1vu seafllonaisiiiueidmsuyseenau wagaly
HAUNNSARNTUNYBIEIN NI UAMENTINNTIDIVNIRATE

0

A inudaatuduginieluuszma (Thailand Government encourage criteria) (5 AZUWUY)

1

af J =l [l =
185unstunsdoulunnsiduaiududinieludssind

Ussaaa'lumwmmmmlwa 2 SulsenAuseninsnadiaansetind vise
‘Lm-mm-s«umnvmauujumamnmmmamma‘luﬂ'ﬁvmﬂ MIT) %58
lmsumwumLua'u@ﬂ'ssnaumi SMEs




AMZNIIUNITNANTUINANITUSENINTIANBLANNTRTHNE (e-bidding)

BB, o | S Uses1unITNANS
(Wamansmi Wuue)
ULUNNELRTEIY Y
4 \
ade... 8N \Waww SIS

(UNANFASINT LATYNIY)
WAV TIUYN LAY

AFIUNIT

(UN9NUNNS  LHDaYUL)
WNEYNITEIVIY



