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fw Capeditabine ¢oo mg tablet
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Finished product specification: Capecitabine ¢oo mg tablet (USP «a)

NMT o.n%

@. |dentification Test AT
. Usuusiendaegy wm.o-mod.o % LA.
en. Uniformity of dosage unit ATIINU
. Dissolution test NLT <o%(QJlu mo min
&. Organic impurities MWUMLY USP o
o. Total degradation product NMT .0%
Drug substance specification Capecitabine
AaaNUANIawAlA Specification (USP&s) Specification ( BP woeb)
@. | \dentification NI ATIN
b. | Assay ®w.0%-e0ob.0% on the anhydrous &&.0%-@0b.0% ( anhydrous
and solvent-free basis substance)
on. | Residue on ignition NMT o.@% -
& | Heavy metals/ NMT wo ppm/msI9s1u -
Elemental impurities
. | Organic impurities AN -
Optical Rotation +@9.0 10 +©00.0 +&9.0 10 +©00.0
o. | Water Determination

Maximum o.en%
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Drug substance specification Capecitabine (519)

anauUAnIamaila Specification (USP&a) Specification ( BP moab)

Sulfated ash - Maximum o.e%

Related substance

-Impurities A,B NMT o.en%

-Sum of impurities D and E - NMT o.l8%

-Unspecified impurities NMT o.0&%

-Total NMT o.&%
Goulyduq

o. flauesdosiiudunmdisionans nfeuaneiietodusesenarslreiiisunaseandonsd
0.0 wnaumsldzueugiunsdouiniusiodmuntluussmelne uasdunsdecareluiaudn

o.0.0 WaRyMsTunzfsumiue Mol no.a no.c) wiwdnsd, sriindalulssmalng
(W88 1/1EJ.16:;),mﬁ%ﬂ%ﬁaL?Jumiu,ﬂwsiq(mnﬂﬁ@ Ne.m), BIUENINANUSEYA (MUNREe Ye.e)

0.0.6 lATaTUNITEuYT 8.0 130 .0 VEEITIALETIAN wiauTeazIdeATanIsAIvA
ﬂﬁumw*daﬂNﬁmﬁm%ﬁmuﬁﬁuwm‘ﬁw (finished product specification) Waz Drug substance specification n5&i
agssimsiAsuwlanslofiuiuessouuuienastodiunmaionisveuily (u.¢) umdey finished
product specification wag/%3e Drug substance specification lnevsuilufeuiuyssniauszninsian
sinnsoling uazliiiu b U e Julssnirussmesendidnmseding

®.lo lNANTIUTDENNTFIUNTHER Y

oo.0 nimindnsTlulszmalng fudnasfosdidiunnmmeniidofuremnsgiunssaneniy
WENNUTAISNIHERTRTUN1SHARYT PIC/S (pharmaceutical Inspection Co-operation Scheme) Tagvyassu
PIC/S participating authorities s13aillona1s§usNATEIUNIHAREIMNNSRNATILaEATMITATuA THEREN
YOIEINIUALENTINNITOMITUALET NTENTHAIITUEY Bermuntulneiiriuaenadouasiinifioniy
wdnnMsTLAr IS N IRRlunIKEREN PIC/S Tumnaenfiiauswie atudigaausaunisnsrsseulaeiinams
JusosliviulsymeUssmpsiadidnnsednd

oo Nsdldugindrandianlssina duasdedindefodiuinmarentedoiusownasgiuns
wAngranundninaei3sialunisudnen PIC/S (pharmaceutical Inspection Co-operation Scheme)
Iagnianey PIC/S participating authorities atuatganusauni1sasrvasulnedinanisiusesieiulsenina
Usmasadinnseiind vieorgnaeadn udusinsd
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&o HANIANY long term stability nasadsenyvaseidungleulifuddnnuamznssuns
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LNUNNITIAZLUY AUVANINTin1sUsEEIuAUIEENSAMABI1A(Price Performance)

Tsangnuiasasiin

FUsrasAianeIAfeLanmangufianusatunUssdiuaudaudsluinoud
Uszangam Miluaiinads Susesdrunlaegiidiuni Inedesansenarsluiunainivualy
Uszna mniuimusnaiznssunmsnsliRasanmang el iugs

fanUsuanuazdnninALLLL

fawlsvan UmiinAziuy
®. TIAMLEAUD <o
b, AuazAnanTRnduUsElemisensuns 50
FIUVIVLA ®00
o o =l we al g € 1
fuUsndni b : aunwazauautAndulstlavdseneasunis
manUsvan uwtinaguud | Avkuugns
@ 1NIFIULINIUNER ®0 ®0
. UINTFIUNENAN o o
o, WINIFIUARIURURNS o o
< AuaEnUATReUsslavisan1sUfURNY no o
TV olelel clsle]
.0 FHMUTTDM @ : UINTFIULTHIUNES (AZUULLAL oo AZLUL)
Aaudsven AZLUL AZUUUENS
@. GMP PIC/S participating authorities ®O0 ®0
WHO GMP oo o
GMP UsuivAgign / GMP Bu9 50 -
oo HILUTIDW b - 110IFIURNERTLN (AziULiY mo AZWLL)
fudsudn Tl ATLUWENT
®. MITUTDIAMNINHERST U] &o ol
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(PELUULAY &@ ASLUL)

fawUsuan
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(n) WHO List of Prequalified Medicinal Products &o o&
() enluneveniniureguamuazindn (Green book)/ ¢o o&
Sensuiadngsalybaivianuiidelunmstideshuvdu

2
#IAULUY (Orange Book)
(A s1lusreVondnanudioflasunisiuses (Approved &o &d

Medicinal List) longia3attelsaneruianguaoituunnd

FansuiaUsTmelng
(9 fwan1299tAT18181 o Lots laeviesd §URAAT ISO/IEC &o o
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wlolo FuUTTeN I gou : Toyaatiuayufnuidenunmednos

(ALRUUAN ¢ AZLLL)

f5189un1539em19addn (Clinical trials) nIese1unisAnunispdiniivavenia
UszAnsnmussefisuiusduluy weseaunenainfinandiausedniainveen viensAnw

auY uavfemanuWlunisarsvamsunnd (Gendediasiuusnnian)

Fuusnan ALY AT LUUGNT
(n) 38msAnwnduuuy Randomized controlled trial &o o€
(@) FFmsAnwinduuuy Non-Randomized controlled trial &o alo
®) 38n15Anwduuuy Comparative studies wuy Cohort mo «
studies
(9) 38n19Anwndunuu Descriptive studies Uy Case bo W
report or case series (5189 1uKU8)
@) (o) Ms@EnwALgiReTeiuAMLUaDafuveten @0 o
(o) Fadatan (n) , @) , (@A) wie (0 AllaRasfluinseans
lo.en FAUUTTR o0 : IATTIRIUURNS (Eendeladenty
(AZUUULAY mo ALY
FULUTVEN AU AZLUWEYD
(@) WoaUfUANSTEIUNNTUTaIAINEALITOA NI ®00 o
ISO/IEC erolbd fIuNITNAdeUNARS aTieTiiauasIA7
Tusensvegasu
(o) WHO List of Prequalified Quality Control Laboratories ®00 Mo

o.@ U509 & : AuaNTRTBeUstlamiden1suf iR (Fenlivnde)

(AZMUULEY @oo AZLUL)

fauUsuan ALY AZLUUEND
Storage and stability @o el
(n) Long term stability @13 ASEAN guideline on stability & o.&
study of drug product
(2) GDP (Good Distribution Practice) o &
Package and label bo [ol~1
&Ll
(n) nsdiussquusegnaiesdasszyiioumniin o o
() nydhdueded imprint code vupiadsarenisUd o «
ubl
(M) awuzussyilnuinenwia flip-off iileannisuieu mo o
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