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Qmé’nwmxquz‘uaem

81 Imatinib 100 mg film-coated tablet

Foeimatinib 100 mg film-coated tablet

AauUAN3lY

1. 3Usuy Juegude dmsusulszniuy

2. @ulszneu Usgnaumesagn Imatinib 100 mgly 1 1in

3. NVULUTIY Uss9luwseUnaiin Jeatuainutiu uazussadaueidesiuna

4. aa1n - 5¥UTREN duUsznaufendidgazAnuwse Tundn Judueny wunkge
waziaunsdowinsuen Megadaauunussadioe

- UUNYUTUTTIEN0819108ADITE YD MIBTBNINNTAN drulsenauuas

YUINAILLIIVOIET LavTindn TuFueny Tidaau

AuaudANamnAila

Naﬂﬁm’sf\f’ﬁmiwﬁ@mmwLﬂui‘dmu finished product specification ia¢ drug substance
specification #ig138sa1nundrsiuatuieatu Jdldvanadeusodinauanenssuniseinsuay
61 NIENTIEITAY Teindusnsuilisndedenduatuiifieusivdelminiunasgundusi
Tasin$unils auUsEn1ANTENTIsENsNTAIEY 1309 S8UAT181 WA.2561 asTuil 68ua1AN 2561(as
Usgnalus1vAaanyuneniudl 12nuaiud 2562) uazUsznAdisidy (509 seysinsen @uui 2)
W.A.2562a93ufl 3 NINHIAN 2562 (m‘dszmﬁ"[,u'mjﬁamql,mmi’uﬁ 26 NINHIAN 2562)
Usenausie

1. fsrevessendlng atudl 2 @udl 1 e 1 wazatuifiada (Thai Pharmacopoeia I,
Volume |, Part 1 and Supplements) %aé’ﬂﬁmwﬁﬂaﬂszmaqmﬁ”ﬁmqm

2. dsunasgiuenayulngivg w@uil 1 1au9 2 1@duil 3 w@uil 4 uazatuiiisn@y (Thai Herbal
Pharmacopoeia Volume | Volume Il Volume Il Volume IV and Supplements)

3. dsunsguenagulnsineg we. 2560 wazaduifisify (Thai Herbal Pharmacopoeia

2017 and Supplements)

46197...
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4. frsdumesuuruavdulade aduiiuindedl 5 wavaduiuin (The Fifth Edition of
The International Pharmacopoeia and Supplements)

5. s anlalovesanizewing atufinsiadad 39 (a.a. 2016) wavatuifiudy (The
United States Pharmacopoeia, Thirty-Ninth Revision, and The National Formulary, Thirty-
Fourth Edition and Supplements)

6. frUsRurhsulade adu a.e. 2016 w@udl 1-5 (British Pharmacopoeia 2016 Volume 1-5)

7. a1570FRsWATulalle (daaunnerians) aiu a.A. 2016 (British Pharmacopoeia
(Veterinary) 2016)

8. igladounfiniade atufiuindsd 8 (a.e. 2014) wagatuifianiy (The Eight Edition

of The European Pharmacopoeia and Supplements)

v
& o a

9. s fuladevesdsemad Uu atufinvingsil 17 uazaduiiiands (The Seventeenth
Edition of The Japanese Pharmacopoeia and Supplements)

nafllaiusngenselas(non-official pharmacopoeia) TammunAaueuTAnIavALlA fosUsenaunie
universal test Way specific test padofvuakazanasglureINT AT i vualiludsen
ﬁm%ugﬂuuumﬁ?uﬂ(general requirement for dosage form) ¥3em 1Lk WIUURY9 Thelnterational
Council for Harmonization of Technical Requirements for Pharmaceuticals for Human Use (ICH

Guideline)

A A
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1. dwuenansiifuen mulneuas/vienwdngy Alddufudinnuanenssunisemisuaze
2. duluddnstunsiSoumiue (Wuu ne.2 15 ne.3 wie 8.4 vie 8.2 udusinsd) ndll
nsiasuuasudly Wuuudundveudluisuulasnndeuiudie
3. dnundwetunsfuuiiuen Wy ve.1 vie v.1) nieudermuninasyutesantusiondiiasy
wagIngAuied@Any (Drug product specification uag Drug substance specification) iy
neilould Tnadosusenausme
3.1 IngAusiendAzy (Drug substance)
3.1.1 dnudormuaasgiuesiagiiviaendidy Aunandeulifuddnnuemenssums
DWITHATY
3.1.2 dwunderinuaunnsgruvesingiuserddy Tusmeifldgedsdunstunaden
(amznsahfusnidorimunuinsgiuvesingiusendify Tafunsiusesludmen
(official pharmacopoeia)
nsdlitegszninmwedsundauileisiinsinasdeimununsgliaenndostumsend
UsgN1ATUI0asad191818gased1nuANENIINN1TeIMIskaze IuuudiuidA1veuily
WasuuwUaswm3eutugie TneTufivendludsuutas Tidu 2 U Tufsfuusenmadguiuanesan
mnfuiivewdludsunlaniu 2 YHudsTuUszn ATy vILEuesIAT fveudluUBsundasiuges
lpsumsendAandinnuamugnssunseImsiaze 1k’
4. A e UTeunRITIUNIARE N AVANNAIAEMINFUNIKERE (Good manufacturing
practice (GMP) lusnailiAendesivuingaumend fy warenilaue @iusgamuseumsnsiaaey
lnedaaglutianainisiuse) lnedesusenausmie

[ a [

4.1 dnumifidedusesunnIsunsnangmumdninaueiisn1salunsuanTngAudendidy
(Drug substance) 7il#¥UN55UT0INNLANATEIL WHO-GMP viFeifieuivindueetion

4.2 dnumiiedodusesnnsgIuMIHAnEIIAmMANINAEIIB N RTU N SHARNER AusiendTagy
(Drug Product) Al#3un153usesnnigiu WHO/GMP viaiisumindusdieios
4.2.1 guisndndamiendnsagy (Manufacturer)

£ 1 a [ 3 . Aa Y a o [ I | = a 1o
4.2.2 RUUSUTTQHARNNN (Packaging) (RN IUNKHERLNE NI 9 ULAEHIUSUTIIN 1T BIaE DY 1)
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5. Laﬂmi@mé’ﬂwmmmmﬁLauaswm

L3 a

5.1 NaN13RTIVIATITERNNNERSueiedNTagUvesHER (Certificate of analysis of finished

q

[~ LY ]

product) Tugngundadudieg
5.2 NaN1InTINATIRRAUN N INgAUTBISIed1dsy (Certificate of analysis of drug substance

[y a

nldlunisndnensundadufmegmmesndneuazininingau

q

1Y

5.3 LNANSVs VAN B USUAINANTUE eI 1TUNIHER VBTN AUYR LAY (drug substance)
1 5.2 fiugunisnanveandninsiend 593U (finished product) 98 5.1
5.4 Han13ANY stability 91U3U 3 SUNTWER InefeUTEnaUY
5.4.1 @UUNDNANTUAAINANIIANYIAIIUAIAT S282817 (Long term stability data) aaonwls
mqmaamﬁ%umLﬁsmi”iﬁ’ue‘hﬁmwuﬂmzﬂisumimmmasmﬂism’mmﬁwmqm
5.4.2 FUUNINATUARINANTANYIAINNAIFIlLANTITLISY (Accelerated stability data) 1T
seevlan 6 Weudwiukivesndn 3 Junindn
5.4.3 nsdhueiidesazarenseenieuld delinanisinwanuasaninmdanisazane
voideandludivhazanesneg asuduaeandesiuteyaiiszylulenarsifuenduou
Lideendn 3 sun1swan
5.4.5 nsaldldgrnuluu (Original drugs) M’%’ejmﬁlé’%’umsaﬂﬁul:u'ﬁaaﬁmsﬁﬂmmﬁaamﬂa
Y8381 ABILAAINANIANYITIAUYA (Bioequivalence) WUTgULTEUAUEIAUKUY A1

vaninauuaziUf URlumsAinundauyavesenandauesidnnuangnIsunse v uase

NITNTNABITUGY sadulumudervunanina (USFDA,EMA,PMDAWHO,TGA)

6. F9E198N
Aunedosduinegisenegnates 1 mieusiiundadudunuuansseandenliansudiunud

Mvualuidenuaudimludsrunasiigunsudaseiuiulude 5.1
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ALLLUY Performance

sauAzRUURaLA (Performance) : wuailu 100
n. LﬂW%ﬂWﬂﬂWﬁ?‘lﬂ (General qualijty criteria) 30
. ansﬁ@mmwmww (Specific quality criteria) 50
A. inausinuanTAniBauseTviientsufineu 20

fo8azva9 performance 80%
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WneNN1sUsEIUUSEENS A TNABS1A1 (Price performance)

1. 30sgIUREAAUT (AZUUULAL 80)

n. nasinunIwiall (General qualijty criteria) : ATHULLAN(AZLULAY 30 AZWLL)

Aaudssasin 1nasgrulssnuntnlinzuuudaigigadaiie

(AzWUULAL 100 = Wminezwuusasaz10)

LNAUINNITNINTUNEN

yindagay

AZLUULAL

(AZLUUAY)

GMP-PIC/s

1. 1599uKEAlATUNITUTDNINTIUNTHENYINUNANNAIIENTNA LUNSHENET TILIZUNITTUTEINNUNINTFIY

- Issnugnandngauimendidsy (Supplienldsun1ssusesmuunnsgiu GMP-PIC/s

- Tsanududnndnsiaueisd ey (Manufacturenliizun1ssusesmuninsgiu GMP-PIC/s

WHO-GMP

2. T5anunaaldsunsiuseswInsgIunIsHaneURENINaEI3N15NR lun1sHEReT IldTuNsTuseImINNInsgIY

[ [

- Tssugnandngaudenddty (Supplienldsun1ssusosmuunsgiu WHO-GMP

o

-Tsanududandnsiaueied gy (Manufacturenlisun1ssusesmuuinsgiu WHO-GMP

= P %
U UBNLKUDINNUD 1 ey 2

3. T5991URAAATUNITTUTBIMINTFIUNTTHEALIAURANNAIN ITNITNAUNTHENYT NLATUNITFUTRIMNNINTTIY

a o a Y o

- Tssnugnandngauiendidty (Supplienldsun1ssusesmuansgiuaug

o

-lsauindandndueiendisazy (Manufacturen)lisunssusesmnuunsgIudug

FAUATHUUAYU AIMUTION 1 : AZHUULAY

100

FakUsI09N 2...
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AauUs3099 2uasgrunanie Dinsuuudaiigegadadea(zuuniiu 100 = minazwuuiaay 20)

LTINS NAITUNY AZUUULAY

Watatoy (AZLUUAY)

1. nsallsildenduunuu: uedeglusenistyd Orange book vasUsemneansgawini (Wuanmdngiuii
\Durdndauriindaunanlssduiandndusioduiag (Manufacturer) Weaiufundndusiiing mieey

Tuan3goisni) wse Green book veUszwelve* duilugrduuuudeilanzuuudy

2. \JueFeeglulyTevendniudiendildsunisiuses (Approved medicinal list) vaua3atig

Tsaneuia nquaniunnneaans wisUszmealve (UHosNetdwdusduuuudeiilinzuuuiy

3. nadilldendunuu: 1WuendseglusenisUayd Orange book vesUsymmanigelng (iiuanamdngiui
\Durdndauriindaunanlssdudondndusioduiagd (Manufacturen) Weatiuiundndasiiing mieey

Tuansgoinsni) se Green book vasUszmdlne*dnfuendunuudeiilinsuuui

4. dayaaiuayy Anwnideannnvandnsioe

4.1 NSANANN I _BIAULUY: T51891UNSANINNARTNNLERIDIUSE AN MnvasgAlglunsShwn

asfRuluINTAIININISEE AU T et aseauaIn ALY

4.2 nyal llvenduuuy: $51891Un5ANYINNARTNAUIUBNTIUTEANS A NVRINA VSR URUY Y58
T18UMSANYINNAARAALERIDIUSEANTS A NLaz/MIaANNUaRA B9 AT UNIT N asARunlusans
MINsenng AU detasesuainatwmnsiuly TnefinnsAnemneadiinsusesiisuwinduenduuuu (Heande

Tadonils mndluinnd 1 e Widendeniliaziuuinian)

MASn1sAnwluwuY Randomized controlled trial kazin1SARUWILINTAITNINITWNNE N

YndedasesuaunaunngIuiy

9)A53ANwTuluy Non-Randomized controlled trial wazdin1safiuiluINgasnia

AsunndnundetieseAvaunauwnngIuly

AIsnsAnw UL Comparative study wuu Cohort study wagiinsaiuwluNgansne

AsunvdnundetieseAuaunauwnngIuly

aFsmsAnwdunuu Descriptive study uu Case report or Case series (iwmuriiﬂw) uawdl

ASARUNLUITANTN N TN NS AU T Do sefuau AL IulY

Adatas n.) 50 ©.) 38 A.) W39 1) NhiinsAnunlusansmenswngnudaiaseau

annAuwnngvuly
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Q. ansﬁqmmwmwwx (Specific quality criteria) : ATLULLAN(ATLUUAY 50 AZLUL)

AauUs3aei 3naigatnnnnutlsdeiusawmanisiasen (nsallaildenduuuu)

LNATINITNITTAUNEN AZLUULAL

Wadatay (AZHUUAY)

13amAnlAel59uRAAlENNITUToRNNTTIUNTNBRBR M NINMSIE AR U SHARETLE T
N155U509A1131M 551 WHO-GMP, GMP-PIC/s uaziin1snaaeugnanviesufjiinig 3rd party 7ils
$U509MIg1U GLP WievesUURnsNIuNImIgIU ISO/IEC 17025 fMunsnadeug1anvieaui
pausuluszAvaina ILAC MRA and Signatories (International Laboratory Accrediation Cooperation

Mutual Recognition Arrangement and Signatories) s Wugduluu

578N 5NAFRULIN

N.Assay or potency

9.ldentication

A.Uniformity of dosage units

4.Dissolution

q.Related substance 38 Organic impurity

S1YNINAFDULIRN

N.Assay or potency

9.ldentication

A.Uniformity of dosage units

4.Bacterial endotoxin

9.Sterility

2.Related substance %@ Organic impurity

.pH

9.Particular matter
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AUNBNAITUARINANITANBIAIINAIY (Stability data) 9117U 3 FUNITHAAAIN ASEAN
guideline naonYI9018v0e1NTUNEITeUlY dosdiAmuuinsgiuniunmuualy shelf life
specification ¥nTunziisudiueutesnit 2 U fodilonasuaninisanyInuAIan Ny

SanSausrereliteenia 6 ey

1. dLULENATUAAINANITANYIAIINAIFITEEZE1 (Long term stability) ﬁmumum‘qmﬁ

A livuaann/ndn s

2. EUUNDNEITUAANINANIANIIAINAIRIIUAN1IZLSS (Accelerated Stability data)

3. duenansuanINan1sAnwIANAIivazidald (In use stability data) lawzenmdald

5 v Y 1@ . 52 a v dy
waease (@1edbalididy multiuse lufpsAnAzuuudail )

4. @LUBNANTHARINANITANYIALAIITEEZE1 (On-going stability data) Udngm 1w

1 SUMSHER
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AauUssaei SHaigatauwiniienlunisshuiverdunuy (nsallailvenduuwuy) (Fende 1 w3e 2+3)

1. dnenansLanINansANYIANANLATaIHARS ML (Bioquivalence) LagHANITANE
BE Julumudarinunaina (US FDA, EMA, PMDA, WHO, TGA) wasvinmnunaaiainandasvin

Wi (Wnnzeall)

1.1 Bsfnwdeadulumuinaeivazuuimajiitunsfinvidiauyareseiaiyues
AMNIINNTEMNSHAZET kazoranadasiilddeadudiiouazyiilun1ie steady state two-way

Crossover in vivo

1.2 Bnsfnwdeadulumuinaeivazuuimajiilunsfinvidauyareseiaiyues

& LY a
ANENIIINTRIMNILAYeT Uaviluenanalnsgunni (healthy volunteer)

2. Sunvangunisadudsug1¥ring(interchangeability study: ICS) lanze1¥3ingNgue

TUsAu(Protein therapeutics)[6nil]

° ] 8 o v = L. A o ) = e~ Y 4
3. E?ﬂL‘lﬂLLﬁ@ﬂ’J’]LUuEﬂGU’DWQﬂaWEJﬂaQ (Biosimilars) maa’u,u’maﬂg’]uﬂ’nmﬂiaum&mﬂulm

(Comparaility exercise; CE) lawzenving nguelusiu (Protein therapeutics)
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A. naTiauaNUANBaUslevlnan U URIIY | AZLUAN(ATIUUAY 20 AZWLL)

v o/ '3

AUUITRN 7TABULUTIINSUNFIILAZUTTYN U

Lﬂm%ﬂﬂiﬂﬁ]’ﬁm’]‘c’ﬂ

Yindoday

AZLUULAY

(AZHUUAY)

o [ & 1 ' o

1. fdnyIvuaaINNBULUTIITIdUREE s UIIIMe e1ude daau livgaaen numen1snseunn

(W3suiisuusiazu3en Afaalahu)

2. usssiuandesiunamne wiedes (anzeidesdeosiuue)

3. gnudinussgeglunnsiinainszyles wie FonsAn diulsenaudiendify AL udueny

wargun1ndn Hegdnaunndia

4. 9uddedl Imprint code vuwingn Fsdreman1sust (Identification)

SAUATHUUAY AIMUTION 7 : AZLUULAY

30

o = v & 1
ALUFIDIN 83J'11§I§§']1J1‘1Jﬂ']’i%ﬂtﬂULLﬁ SNIIVUEY

1. flonansiiwansianasglunisdaive GSP

2. flenansfiwanadanasgiulunisvudeniia GOP
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