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Qmé’nwmxquz‘uaem

81 Capecitabine 500 mg film-coated tablet

%EJEI'I Capecitabine 500 mg film-coated tablet

AauUAN3lY

1. JUkuY Dugde dmsuiudszniu

2. @nlsenau Usgnaumesien Capecitabine 500 mglu 1 1iin

3. ANYULUTTY Uss9luwseUnaiin Jeatuainutiu uazussadaueidesiuna

4. aa1n - 5¥UTREN duUsznauiiendidniazause Tundn Juduey
wunHan waztawnzileuiiiuen Megrednauuuussasiue

- UUNYUTUTTIEN0819108ADITE U MITBTININTTAN drulsenay

WAZUUINAINLTIVRIET LaTINER Tuduey LiTaau

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)
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4. frs18umesuurwranisinlale adufiniasedl 5 uazaduiianda (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. a15710FRgWsulalle (daqunneaiansd) alu a.a. 2016 (British Pharmacopoeia
(Veterinary) 2016)

8. igladounfiniade atufiuindsd 8 (a.e. 2014) wagatuifianiy (The Eight Edition
of The European Pharmacopoeia and Supplements)

9. grwhiunladevesssmadu atufinsindsdl 17 uazatiuifiudu (The Seventeenth
Edition of The Japanese Pharmacopoeia and Supplements)

nafllaiusngenselas(non-official pharmacopoeia) TammunAaueuTAnIavALlA fosUsenaunie
universal test Way specific test padofvuakazanAsglUYeINTIAT i vualilussen
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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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
(amznsahfusniforimunuinsgiuvesingiuderdidn Wunssuseslusmen
(official pharmacopoeia)
nsdlitegszninmwedsundauileisiinsinasdeimununsgliaenndostumsend
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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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5.1 NaN13RTIVIATITERNNNERSueiedNTagUvesHER (Certificate of analysis of finished

q

[~ LY ]

product) Tugngundadudieg
5.2 NaN1IRTINATIRRAUN N INgAUTRIFIed1dsy (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
awqmaaawﬁsﬁumLﬁwl”iﬁ’uﬁwﬁfﬂmuﬂmzﬂﬁiumsmmiLLazmﬂizmaqmmsmqm
5.4.2 FUUNINATUARINANTANYIAINNAIFIlLANTITLISY (Accelerated stability data) 1T
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5.4.3 nsdhueiidesararendedensneuld fesinanisnwainuasaninndinisazans
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Lideendn 3 sun1swan
5.4.5 nsaldldgrnuluu (Original drugs) M’%’ejmﬁlé’%’umssmﬁuiai(ﬁaqﬁﬂﬁﬁﬂwwmﬂ%mmga
Y8381 ABILAAINANIANYITIAUYA (Bioequivalence) WUTgULTEUAUEIAUKUY A1
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ALLLUY Performance

SAUATHUUNIUA (Performance) : huawdu

100

n. ansﬁqmmwﬁ'ﬂm (General qualijty criteria) 30

. ansﬁ@mmwmww (Specific quality criteria) 50

A. inausinuanTAniBauseTviientsufineu 20
fo8azva9 performance 80%

L.
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WneNN1sUsEIUUSEENS A TNABS1A1 (Price performance)

1. WNIFIUREATUT (AZUUULAL 80)
n. inauginaunIwiIll (General qualijty criteria) : ATLUULAN(ATLUUAY 30 AZLUL)

AauUssaeil 1snnsgulssnunanlinsuuudaigigadaine

(AzUUULAL 100 = Wninezuuusesaz10)

LNEU9INISNATEUNEN ﬂZLL‘L!‘L!LﬁﬂJ

iavatae (AZLUUAY)

1. 1599uKEAlATUNITUTDNINTIUNTHENYINUNANNAIIENTNA LUNSHENET TILIZUNITTUTEINNUNINTFIY

GMP-PIC/s
- Issnugnandngauimendidsy (Supplienldsun1ssusesmuunnsgiu GMP-PIC/s 50
- Tsanududnndnsiaueisd ey (Manufacturenliizun1ssusesmuninsgiu GMP-PIC/s 50

2. T5anunaaldsunsiuseswInsgIunIsHaneURENINaEI3N15NR lun1sHEReT IldTuNsTuseImINNInsgIY

WHO-GMP
- Tssugnandngaudenddty (Supplienldsun1ssusosmuunsgiu WHO-GMP 30
-Tsanududandnsiaueied gy (Manufacturenlisun1ssusesmuuinsgiu WHO-GMP 30

3. T5991URAAATUNITTUTBIMINTFIUNTTHEALIAURANNAIN ITNITNAUNTHENYT NLATUNITFUTRIMNNINTTIY

= P %
U UBNLKUDINNUD 1 ey 2

- Tssnugnandngauiendidty (Supplienldsun1ssusesmuansgiuaug 20
-lsauindandndueiendisazy (Manufacturen)lisunssusesmnuunsgIudug 20
SAATUUUAU AuU550991 1 : AZLUULAY 100

AUITOIN 2...
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AauUssadi 2umsgrunaaioe iasuuudaigegadameapzwuuay 100 = dminazuuuiasag 20)

NATINTISNATUYT ATLUULAL
#datoy (AZUUUAY)
1. nsallalldendunuu: [Wuendeoglusenistiyd Orange book vesUstimaavigenini (Wnanmdnguindunaniousii
NARININLTIUNARHARS et d 595U (Manufacturer) iReafuffunanAnusivinssmingegluanigeiu3ng) vie Green 20
book vesszndlne* duiuersuuvutedisnsuumdy
2. \Jusdeegludyenlsameuna veanietislsmenuia nquantuuwmeaans uwisussmealne (UHosNet)
v o« v v o < 40
*gnlugraunuutedlnaguuua
3. dayaatuayu AnwITeannnvaswdninel
3.1 nsdinAnsue enduwuy: Seeunisanwnerdiniansteseansnmesendilelunisinw asiifiu
Tuansansmamsunmdfiundedesesuauauunmeiuly 100
3.2 s hildenduuuy: fssnunisinenieainiivueniassansnnaeefugIfuuuy vie 891U
msfnwerdiniuansdessavsnmuar/miermulaenstvesefildlunissne asdifuilunsarsnianisunng
fundefeseiuanauunmgtull Taefinnsanenendinuseadisuwinduendunuy (Gendoladonis wnd
unnin 1 hdle Ihdendefifiazuuuanniian)

ARsAMsAnwILIuLUL Randomized controlled trial wazdinsifiuniluansansnanisunngfiundede
syfuanALUNTETULY 100
Y)33nsAnwuduwuy Non-Randomized controlled trial waziinsiRusilunsansmensunmei
Yidedeseivannauunmdiuly 20

ASMsAnwIduluy Comparative study wuu Cohort study waziinsitiusluansansnisnisunngd
fudetiosiuaunauumdtuly 0
9BMsAnwTuUU Descriptive study Wuu Case report or Case series (31831uUe) waziinig
Afulunsansmensunngiidedessiuaunauunmgiuly 60
Qdetey n.) 15e 9.) 1ise A.) 1se 1) AlidnsARulunsasnInsumETundeteseRuaunay
Ty 40

'i'JﬁJﬂzLLuuaU ﬁ?tLUiia\ﬁﬁ 2: ﬂZLLuuLﬁll 160

ULNUTADATN...
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. ansﬁ@mmwquz (Specific quality criteria) : ATLUULAN(ATLUUAU 50 AZLUL)

a L4 L |

ALUI5099 3NANEUAUNINUIFDSUTBINANTISIATIZH (NTal b ldefunuL)

v 9

INUTINTITRIITAUEN AZUUULAL
Wtatoy (AZHUUAY)
1% ananlnnlssnundnlinisfusesnasgumInanenamdninasiisAmunsuaneildu
N135U58NULINTFIU WHO-GMP, GMP-PIC/s wazdin1snagaug1ainviesufjuminas 3rd party7ilé
$UsPNATIU GLP nieviosu JuRnsfiinuumsgu ISO/IEC 17025 Munsvinaeus1aInwiig i 100
gousulusgduanna ILAC MRA and Signatories (International Laboratory Accrediation
Cooperation Mutual Recognition Arrangement and Signatories) 30 Wusnduuuy
i']EJﬂW‘J‘VIﬂﬁEJUEJ’lLﬁﬂ
A.Assay or potency 40
9.ldentication 15
A.Uniformity of dosage units 15
4.Dissolution 15
9.Related substance 38 Organic impurity 15
'i']EJﬂ']'i‘VIﬂﬁE]‘UEJ']aﬂ
A.Assay or potency 40
9.ldentication 10
A.Uniformity of dosage units 8
4.Bacterial endotoxin 8
9.Sterility 8
2.Related substance %@ Organic impurity 10
%.pH 8
.Particular matter 8
SIAZUUUAY AIUU55097 3 : AzULULAY 100

ALk UI5097 4...
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A2UUTT099 4HANEIUAMNINNITANEIAIIUAIHD

Y

'3 a <@
LABUNNTIININIEUTIYN AZLLUULAA
L4 1 =
WUatioy (AZLUUA)
AUNBNAITUARINANITANBIAIINAIY (Stability data) 9117U 3 FUNITHAAAIN ASEAN
guideline naonYI9018v0e1NTUNEITeUlY dosdiAmuuinsgiuniunmuualy shelf life 100
specification ¥nTunziisudiueutesnit 2 U fodilonasuaninisanyInuAIan Ny
sansouszezenalitesnit 6 hou
1. @MUNBNATUARINAN1SANYIAUAIAITEEZE1 (Long term stability) ﬁmumum‘qmﬁ 05
muualivuaan/nand
2. EUUNDNEITUAANINANIANIIAINAIRIIUAN1IZLSS (Accelerated Stability data) 25
3. FUUNDNETUAAINANIANEIANAIT VLA (In use stability data) lawzeiUaly
5 v Y 1@ . 52 a v dy 25
na1enss @e1alalaiidu multivse lidpsAnaziuutedl )
4. FUNENATHARNINANTIANYIANLAAITEEYE1I (On-going stability data) Yanan 1w )
, - 5
1 JUNSHER
a % i <
FIUASLUUAU ﬂ')LL‘lJ'i'i'e)\‘iﬁ 4 : AZLLUULAY 100

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

1. dnenansLanINansANYIANANLATaIHARS ML (Bioquivalence) LagHANITANE

BE tJulumudarivunaina (US FDA, EMA, PMDA, WHO, TGA) wagyiauinasianaifnoayin 100
W (nizeiad)

1.1 BsfnwdeadulumunaeivasuuimsjuRlunsfinvidauyaveseandoves
AUIZNIIUNITOIMNIHAZET LarenanadasildfeadudUiauazyinlune steady state two-way 100
crossover in vivo

1.2 BsfnwdsadulumunaeivasuuimsujiRlunisfinuidauyavesenandoues 0

. 5
AMZNIIUNTOINIHAZEN waztTuataadnsgunInd (healthy volunteer)
2. Sunvangunisadudsug1¥ring(interchangeability study: ICS) lanze1¥3ingNgue 0
= Y 5
TUsAu(Protein therapeutics)[6nil]
3. duuwansinduedringadiands (Biosimilars) wiednumangiuanuseuiisuiuls 50
(Comparaility exercise; CE) lawzenving nguelusiu (Protein therapeutics)
a o i <
FAUASLUUAU fﬂ'JLLUii'e]\?ﬁ 5 asuuuLay 100

Ak UI5097 6...
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A7UU5I89 6 5I8NFNEUBLATHIUNITHINTUIAMNINIINAMLNTTUNTINFUNTTULAZNTUTA

4 a <
LNEUNNTINITIEUTYN ASLLUULAN
v Y o I~
Wiveday (AZLUUAY)
eMsTilausiAguNMIiNsaNguNWIINAMENTIINSINdTNsTuLazMsUTn (miinazuuuiesay 10) 100
SAWATUUUAU ALUTTDMN 6 : ﬂSLL‘u‘ULﬁﬁJ 100
4 wad & ¢ a wa < a
A. naTiauaNUANBaUslevlnan U URIIY | AZLUAN(ATIUUAY 20 AZWLL)
ALU338IN 7A1YULUTTINFUNEBILALUTIYAN
4 a <
LAEUNNTINITTUTYN ASHUULAU
v Y o P~
vatioy (AzLUUAY)
1. fdnusuuemnavurusIIRduaearusTefus 8mud1e Faiau livaaaen nudenanszumn 10
(WSsuifuusiarU3em Afanlid)
2. vssafasidestiunamng mhegos (anzofidesdoatuuas) 10
3. puslaussgegluussiiaannsyydenn wie Tensi dulszneuiendfty anausen uduengy 5
wargun1ndn Hegdnaunndia
4. gudiadl Imprint code viingn Fadreson1sUsE (Identification) 5
FIUATHUUAY AIuUT59W 7 : ALY 30
Aaulssasii 8umsgrulunisiniukaznisvuss
1. flenansiuansdsnmsglunsdauiven Gsp 50
2. fionansiuaniiannsgiulunisuudeeniia Gop 50
FIUATHUUAU AuU5507 8 : AZIULLAY 100

ALkUI5097 9...



-12 -

ALUS59N 9ANUALAINTIUNISANRD

-4 =Y <
LASUNATINITNIEUIYN ASLLUULAA
v Yy ' " 2
P RLLERE] (AZLLUUAU)
1. Ivaanansansalanasniian 5
2. fidaamanisinge weldazaintunisine 3
a o/ t:l' <
SAUASHUUAU ALUITIIN 9 : AZLUULEY 5
AuUs5899 10U52IRN5UINES
1. laiflUseRevndslusoudfinnumn 5
2. sz YRenvnasluseudfiniumn 0
3. Wisw/ine filsinedasounrion 5
FAUALHUUAU AUTTRMN 10 : AZLUULAY 5
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