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&a Finished product specification : USP

9 Test items Specifications

@ | ldentification Meet the requirement

b | Assay .o - @od.0% of the labeled amount
of capecitabine

o | Dissolution® NLT @0%(Q) of the labeled amount of
capecitabine is dissolved in o minutes

& | Uniformity of dosage units* Meet the requirement
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Test items

Specifications

Impurities

- Capecitabine related compound A

- Capecitabine related compound B

- Capecitabine related compound C

- Individual unspecified degradation product
- Total degradation products

Not more than &.0%
Not more than @.0%
Not more than o.&%
Not more than c.e%
Not more than .0%

&l Drug substance specification : USP

4o Test items Specifications
Identification Meet the requirement
Assay .0 — @ob.o% of capecitabine

calculated on the anhydrous
and solvent-free basis

Residual on ignition Not more than o.a%
& | Impurities

- Capecitabine related compound A Not more than o.m%

- Capecitabine related compound B Not more than o.m%

- &', m-Di-O-acetyl-&-deoxy-&-fluorocytidine Not more than c.e%

- &-Deoxy-&-fluoro-Ne-{lo-methyl-e-butyloxycarbony!) | Not more than o.&%

cytidine + &-Deoxy-&-fluoro-Ne-{m-methyl-a-

butyloxycarbonyl) cytidine

- [@-[@-Deoxy-m-o-(c%:-deoxy—B-D-ribofuranosy[)-B-D— Not more than o.m%

ribofuranosyll- &-fluoro-o-oxo-a,e-dihydropyrimidin-

e-yl]-carbamic acid pentyl ester

- [o-{&-Deoxy-lo-O-{¢-deoxy-B-D-ribofuranosyl)-3-D- | Not more than o.l6%

ribofuranosyl]- &-fluoro-le-oxo-e,lo-dihydropyrimidin-

a-yl]-carbamic acid pentyl ester

- Capecitabine related compound C Not more than o.m%

- [e-[&-Deoxy-m-O-(&-deoxy-0t-D-ribofuranosy)-B-D- | Not more than o.m%

ribofuranosyl]- ¢-fluoro-le-oxo-a@,-dihydropyrimidin-

a-ylJ-carbamic acid pentyl ester

- o",an-Di-O-acetyl-&-deoxy-&-fluoro-Ne- Not more than o.a%

(pentyloxycarbonyl) cytidine

- Individual unspecified impurity Not more than o.a%

- Total impurities Not more than e.€%
& | Optical Rotation +&9.0° 10 +®00.0°
b | Water determination Not more than o.m%

N o/ UstsnunTams  asde //(\S”/ nesunTs anide B}JM e AT

(weisnng fimand)

unamladin ywezang)

(unaunng fufiniusing)




MBS

- *si2dfa Dissolution wag Uniformity of dosage units THUULDNEISIEAIIEALBEANANTIATI
AnswimndldudennvasBeatiiusuedlilulu coa

- Drug substance specification fiarsananlulaszsivestudin drug substance 3o lu
Aemet drug substance wawnanendFagy atulaatunils Tnefimsemvinsesinsunniadedidme

- nsdiflaanaioundanintu (waive) mansrvmeuiiessvinensie Wduuansenansvdngu
Fanamiléfuoyifse
o, Wouledue

fauormfsstudunamaisenis wiawmaefiadesusonenaslnegiisun sreandondiil

oo NEIMTETUBYRTus ok usniodmelulssmalng uasdung (declare) wdendn
b.0.0 Tudfgnstunzitouitue mel e.m ne. 3o slo uiwsnsd)
b.e lumusiungidou ve.e 130 8.0 vesefiaussian wiousvazduaiifensaiunu
ammwmawﬁmﬁmﬁmuﬁﬁumtﬁEm (finished product specification) wagdaMUuARMATHYBS
ngfu (drug substance specification) nﬁzﬁﬁagﬁzwiwnmﬂ%’auuﬂmLLﬁL‘mﬁmﬁmsﬁamuu
lena1sn1svaniley (8.¢) nwdeu finished product specification Was/%#38 drug substance
specification Tngvawhluiouiuusemassmasadiannseing wasliiv o U fudsenia
Ussmanandidnnseding

5o ONAITTUTBRNASFIUNTIREREN
blo.a nsmewdnlulssndlve duandesdindidadusosnsgrunisniingmuvdninasinag
A3nnsialunisuAnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tngvitiaesny
PIC/S participating authorities vﬁas‘jLanfﬂ's'%'uiaamm'ig'mmsNﬁmmmmé’ﬂmm%mﬁ%miﬁﬁ
TunSHARENETNUANENTINANTOMTUALE NSENTASTNEY Ternuntiulnatinamy
aenrdpaasinieniuvdninnusitasIsnisiitlumsndngn PIC/S Tumanaenieuswie aluaign
museuMsnTaasulaelinamsusedsuiivsemassmanadidnnsetind
blolo nidugdmnessme deafusiindnlnelsuuildsusesnnsgnisnnsaalu
n1sHARY PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tmna 8914 PIC/S
participating authorities atua1gamusaun1saTvaaulaeiinan1siusedtiaiulssmalszme
Medilnnseiing

. LBNENIABINTWYBILTLENDSIAN
b.n.e HANIIATITATIZRRUAMK AR usiB1dniagUvesgnin (certificate of analysis of
finished product) Tuenuiidadusatne
Ll HAN1TATITIATIERAMA R TngRuresitendadny (certificate of analysis of drug
substance) dlumnanenquiiduiufetvimespdneuasinaningiu
.. LONATVIENENINEUTUATNGNR UG SEIIgUNIHERYesIngAUYawhedFry (drug
substance) 48 b.onlo fugumaninvawdndnmierdniagy (finished product)
L.anEHANTTANEY Long term stability maamhamqfuaamﬁﬁuwmﬁaul’fﬁ'uﬁﬂﬁnmu
ANZNTIUANTOIMITRALET NTENTNA51TEY nsdiTunsfousininnda b U uas/vdena
msfinu Accelerated stability ndituneifeusiosnii o 1

asda Jsesunssuns  adte ATSUATT  AYT0 NTIUATT

L ; -
{wsEnnT drans) tuaniadin yuesng) (unaang suRnusing)




b.e Maten
b.ae flauesia (§uie) fosdidiedenedrsios m mirgussyios Fadudunuuans
TwazBorldasuiunnuitdmusluite suaudEvidly dre
.o ANENTINMT siiudegremesiiauesamnnelilaghifulilibinsdla

b.¢ MaUssiuamnmeniidwey
o.&.a Nidwsudesdiongldldlitesndn o T duaniudaeu
.&lo eYNNATIdEY asfasdsdunameluiussmanmins e iinseeniufidaey
o & psdifmhesnmshmaduiegsefidweuiiodmiaiinsesiguam mhosvmsas
shisde¥osaiodhe Tnsflaussim (§ue) sespsenfiudnmusnauiimbesansdmg
Sinseisasiiuifuinveualddedifsdadumansivinseinuam nsdifiwuineiliduly
muRuaNYMziante ihesnsveanudnilifuvinsumaauenaefindnuswiauesan
(fane) uas/v3ofdnlunoly
b.&.a flauasia (§une) sdosfuldsusiiienlnduuneny visilefinmsdenanimie
Usenislag eudwunlaglififeuly

oo fauesm ({ue) Busenliendndyaieussuimn deil
bo.e NflivamMIguATITTaTeie Tnensuiveraansnisuwmdnieesujiannsals
1A ISO/IEC eeiole¢ wansnTdnieildidulununnsgrudedmunlulssmeadssnn
Tnddinvseiind
.blo nsﬂwmEﬁwmiﬁmQnﬁuﬁmtgﬂms%’m%@%wawﬁﬂLﬁmﬁ’uﬁ Tsidresfunisiadndiu
sesuinia viensiatesmsziun waguamil b viensiadelnensenmeassag
oo niddndusiviaigniZeniviuantemanlasdninauanenssunisewnsuasen
lushanvedgasdorsne
o.5.¢ nedinutlgmamnmanuindusieniioedmmadoyssavinauasanulasnfededaei
fsuen
».5.& nsdlnidnsonantyfeismeiua

.0 MEITNeanUAVShifuTsumEn ALt TRgniSanfuiulaedina
AMBASIUNTTE SRz IlusEazIaT @ UneutuuszniAusenanmmBidnnsetingd

2|
DIUD oo eremssmseeemreesesnsssessssessassans J3851UNTIUNIT

ATFUNT

N3TUAT

(UWaUn1ns suinueng)




