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a.e. Finished product specification: Capecitabine tablet USP

LD) Test Specifications (USPe’a)

® | Identification Complied with finished product specification
o | Assay «m.o — mod.0% of L.A. of Capecitabine

o | Uniformity of dosage unit Complied with finished product specification
& | Dissolution test NLT =o% (Q) of the L.A. of Capecitabine is

dissolved in mo minutes

& | Related substances:

- Capecitabine related compound A

- Capecitabine related compound B

- Capecitabine related compound C

- Individual unspecified degradation product

NMT @.0%
NMT @.0%
NMT o.¢%
NMT o.a%
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a.lo. Drug substance specification: Capecitabine

) Test Specifications
@ | Identification Complied with finished product specification
o | Assay c.0 — @ob.o% of L.A. of Capecitabine
(calculate on the anhydrous and solvent-free
basis)
en | Residue on ignition NMT o.@%
& | Heavy metals NMT o ppm
& | Optical rotation +&0.0° 10 +@00.0°
o | Water NMT o.:n%
@ | Related compounds
- Capecitabine related compound A NMT o.:m%
- Capecitabine related compound B NMT o.:n%
- lv’o’-Di-O-acetyl-¢&’-deoxy-&-fluorocytidine NMT o.e%
- ¢’-Deoxy-&-fluoro-Ne-(lo-methyl-e-butyloxycarbonyl) | NMT o.¢%
cytidine + & +Deoxy-¢-fluoro-Ne(m-methyl-a-
butyloxycarbonyl) cytidine
- [@-[&-Deoxy-a-O-(&-deoxy-3-D-ribofuranosyl)-R-D- NMT o.a%
ribofuranosyl]-&-fluoro-le-oxo-e,l-dyhydropyrimidine-
a-yll-carbamic acid pentyl ester
- [@-[&-Deoxy-le-O-(&-deoxy-B-D-ribofuranosyl)-3-D- NMT o.0%
ribofuranosyl]-&-fluoro-le-oxo-e,lo-dyhydropyrimidine-
a-yl}-carbamic acid pentyl ester
- Capecitabine related compound C NMT o.:%
- [@-[&-Deoxy-a-O-(&-deoxy-a-D-ribofuranosyl)-3-D- NMT o.:n%
ribofuranosyl]-&-fluoro-le-oxo-e,lo-dyhydropyrimidine-
a-yl]-carbamic acid pentyl ester
- o’ o’-Di-O-acetyl-&’'-deoxy-&-fluoro-Ne- NMT o.e%
(pentyloxycarbonyl) cytidine
- Individual unspecified impurity NMT o.e%
- Total impurities NMT @.&%
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- Drug substance specification #9131 INLUTATIENVONEN drug substance w3alu
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e. ToE1 Oxaliplatin @00 mg/loo ml injection
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a.@. Finished product specification: Oxaliplatin injection USP

L) Test Specification
® | |dentification Compile with finished product specification
Assay «o.0 — @@o.0% labeled amount of Oxaliplatin
Impurities
- Oxalic acid NMT o.50%
- (SP-g-o)-Diaqua [(@R,eR))-cyclohexane-e),lo- NMT o.5¢%
diamine-N,N’] platinum
- Diaguodiaminocyclohexane-platinum dimer NMT o.¢0%
- Any individual unspecified impurity NMT o.loc%
- Total impurities NMT o.€&%
& | Bacterial endotoxins NMT @.0 USP endotoxin unit/mg of Oxaliplatin
& | Sterility test Sterile
o | pH @0 - .o
@ | Particulate matter
- Particle = @0 pm NMT 'o,000 particles/vial
- Particle > lo& pm NMT ooo particles/vial
& | Volume in container Compile with finished product specification
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a.lo. Drug substance specification: Oxaliplatin USP

L) Test Specification

@ | Identification Compile with finished product specification

o | Assay &=.0 — @ol.o% labeled amount of Oxaliplatin
(dried substance)

« | Silver NMT & ppm

& | Heavy metal NMT oo ppm

| Platinum @a.0% - €o.e% of the Oxaliplatin (dried basis)

o | Related substance

- Oxalic acid
(SP-g-lo}-Diagua [(@R oR))-cyclohexane-e,lo-
diamine-N,N’] platinum

- Diaguodiaminocyclohexane-platinum dimer
- Any individual unspecified impurity

- Total impurities

Oxaliplatin related compound D

NMT o.@%
NMT o.e%

NMT o.e@%
NMT o.e%
NMT o.m%
NMT o.@%

& | Acidity Compile with finished product specification
« | Bacterial endotoxins NMT @.0 USP EU/mg
®@o | Loss on drying NMT o.&% w/w
@® | Microbial limits test
- Total aerobic microbial count NMT oo cfu/g
- Total combined molds and yest count NMT & cfu/g
el | Specific optical rotation Between +ole.& and +og.0” measure at lwo C°
LRI

- e - v . a wed w
- psunaansidoundainmsiiu (waive) wansaaauinsisdsensle IBulanuenanswing u

FanamitlasueyiRee

Drug substance specification ARsanaINluiAIEveNan drug substance w3ely
An31evt drug substance vesandSazY atulaatuvih Bdinmsasavineiasuyniade
i mun

Naﬂ'1'591'5'.1&1’5Lﬂiﬂzﬁﬂmmm"ﬂﬂﬂmu finished product specification W@ drug substance
specification  fignsBanindwinuatiuideiu  Sdldaamulousedihaueuenssunis
PINIUAYET NIENINESTEY Nsdiamantimavalinveeviieingiv vesiiausiiail
psauilsmenadseme Wy S1sdandusirduatiuuiiminiifilsmenalssmea vide
Sudundwhiunuussmanssnanmesugy Gee svyien Wudu lumsfinnsan
TufunpeRlavesnuEnsTuNMsRINTAHG

-

- d\/ - l/
ﬂwl%’ﬂ dﬁlg‘ Us¥s1UNTIUNIS RN / ASTUNTT 831D ] A3IUNTT

UHUNNETIUYNTLAY

(WeTanes wiNtlos)

(UINRYIW V) (uanririund Wuduns)

NYAIYIINGIUIYNT WndYNTTIUIEYMS



- -
<. Waulvdy 9
v v & e ' v A w val o = -t
raueTimssdudinnmaneienans wieusmeileteiuseusnarslaeiiiiung MNuazibundail
vas & - o as a o ' 0 '
<o lnasmslasuaygiatunsilouiiuenivedmingluussmelne wazduag (declare) unds

WA

G.6.6.

yarRuMsTunsideusing AWA NB.o NB.en NE.& V30 Blo LAMANTE
Tuddeunstunsidewsrsuen e

colo. lumretunzilou vt.e W30 8.e VeEIMaNIIAT NiouTBavidniaton1snIuAY

F}mmwumwﬁmﬁmﬁmuﬁﬁfumtﬁﬂu (finished product specification) wasUaiWUA
AMNMYBIIROAY (drug substance specification) Vil Feednadasingen ausznie
NSYNTAITAY 1509 SEYIFUET WA bebe NIdfiagsEnininsUAsuwauily
uAsezdasuuuienanIn1sveudly (s.¢) umieu finished product  specification
Waz/v38 drug substance specification lagvaunlunauiuysenisdeusiAmIausenIn
siadidnnseiind warliiiu b U a JulssmaaeusirvisusznnsABldnnseling

& lo. LINATTUTBINIRTTIUNTHANY

& lo.6.

lv.lo.

nstlewanluuszmalnednandodionansiusesmInTgunsHaA R aNINMYILAS
Fnsfimlunsuanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) la
MU PIC/S participating authorities %38 J1@Na133UTBRIATFIUNINERL NN
WANNULALITAALUNTNARE1VBIATNIIUANTNITUNITOIMITUALET NTENTI
a1s90e Faimuatulaeiinnuasandowuasiaifisnfundninausiuazisnsitaluns
waneT PIC/S Tumuaseniilausyis atudigamuseunisasisasy lasiinanisiusostia
JulszmedeusIveUsynInsIMBanseling

nsfeuiinesene guandesdiionansiusewnnsgIunIHaneImINMANINuY
wardBn1sTnluNHAREN PIC/S Taewmuaeau PIC/S participating authorities atudge
a1useun1sAsIvasulasiinan1sfusosfiaiiulseniAasusIAIvIaUsENINGIAN
didnnseling vieagmaendn umuanTil

-
&.6n. LBNFIAUNTNUDILIVIEIUDITIAN

&.0n.6.

a.m.lo.

&.en.en.

NANIATIVIATIEIRUN AN TTIE1EUTIFUVEIENER (certificate of analysis of
finished product) lugnjuiidaduiegns
HANINTIVIATINAUMWINgAUYRIMIEEAY (certificate of analysis of drug
substance) Mdlumstdneniuitdndumetmimwesinanuaznaningiu
ienarsvsenangududumiuduiusseninsjunsndnvesingivvesinendfgy (drug
substance) 1o «.m.b AUFUNMIHARYDINENTMYIIENIIFU (finished product) ¥8

&.m.6
/_//
’ - -
‘!ﬂ} Usssunssums  aate L./l i S ATTUNT AT eoovonrcecenssncrnsrecs NITNA
(Wedawed wantien) (UHMEYIWT ML) (usaniviuns Wuduns)

WBUNEguIYNTILAY WA AN YN WndensEIYNT



&.m.c. Wan13Any long term stability 13 ASEAN guidelines (motlo °C, oid+&% RH) naen
'thamqwmmﬁ’ﬁuwzLﬁﬂu'l"iﬁ'ue?"lﬁnﬂuﬂmxni'mn"ria'lm'su,aw'l NIYNTNETITNEY
<m.d. WANISANEI Ongoing stability data (Annual batch) ?J?h?qiﬂ ﬂ}awamﬁm?ﬁmﬁ’lt%gﬂ
(finished product)
<o, nsdidugiidesarats uar/minldevnauld desinansdnuimiuasanInmaanig
avane way/vialiean Tuivitaraner1eq aluiiulasasnndesiuenalsiinuen
<o, nidlefiauelaildenduuuy (Original drugs) fesiivdng u visnamsanyvnaadin
(Clinical study) Tuffitheaulne Auansdeusyandnmuazanuaenfovesen
«.a. MIvszfuamumeTiduey
e, Judungvewiiduey
e.<.o.0. lunsdindalulszmalng argveniidweusiadhitesnit o U o oy u
nnfuiidwey
&.c.0l. lunsdiindnnnasszme e1gveseiidweusedlitosnin o U tuainiud
deu
«.lo. BWnNATidmEUIrFBEREamiesluTuTsman AR EiejuTidemey
e NsEimheTeninsduiisgiidusuiiediniviinseiaunin milesienisay
yiwilsdedesaiegn Tnsflauesim (ure) sxdesdniudnmusuiviae
snMsdmsieTe wenduffuiaveudlisefiieadeslunmsassinszsiaunm
nsdifinuielidulumuandnvasianty mhssensveanuansliiuiansuins
idueTImMENAINaTBsiaueTIA (e) war/viedudnluniiely
cac. faunsm ({ue) wiesfudsudienlndvuneny viadlaiianisidenanimie
Usgmsle q deusmvun Taglsdfideuls
&.&. $I0E19EN
<o fiaussia fosdwiisgneegulioy o mieussyiae Jududunuuaniseazndonls
Asuiu auiiiusluhdenmantiiludrsumsyussiununmeiidweu (Waasenans
nTTuUTENY)
&, fLauesn (§ve) Euﬂauﬁw‘tﬁuﬂwswms%m'uﬁﬂLﬁenﬁ'uﬁmwé’wumnwmdnﬁ’uéfcutyq
fudueiamieueedudeieu
<o flauesim (§uie) Bussulisnidndygieunsuimun Fail
€00, NIMLTINIIAAUAINTLEWTIUATYAU ﬁaqgnﬁ’uéfﬁgmmsﬁ’ﬂ%’as"amzﬁ‘uﬁwﬁ'ﬂ Ln
NuliA3etnsuinisgunm waznsznsnansisaay lusenseriiadeaiu wassants
Ansanldifuveisndu vieussmiay

-

/

o =i / .r'l/ o ;
A998 .. /.. Usesunssunig I 14D R RN SO RSN 711 7 13 1t TR 7 L b o) 3 SOTREERREI (SRR 7 b5+ X o i

(weiawey wiuton) (WNNIYIU AML) (uWaIBTuns Wuduns)

WHUNNETIUIYNITILAY NI ITWNTIUNYNT WndwnIguyNs



~ @0 ~

e, NidkansduATIRIATIRieni Tnensinemaninisunng wieviesUjuiansils
UIATFIU ISO/IEC ool Hansiaserliilulunuanasgiutenmunlulssniaaey
TAwseUsEnInTImBlanvsetng

&.ov.an, ﬂsfﬁmﬁmﬁmﬁawﬁmﬁgnﬁﬂﬂLﬁ‘uﬁumnﬁmmmﬂ‘[ﬂﬂe'hﬁmwﬂmxniﬁumﬁmmmmm
Tuthaavesdygesdosee

co.e. nafiinudgmauaimainuaniusionifiervdmaneusyaninauaraulaoniose
E_j’ﬂwﬁlﬁ%'um

a’.c.:.‘wﬂwiwnﬂwaaa’auﬁ‘w%‘"lsi%'uﬁmsmwamﬁmﬁmﬁﬁﬂﬁzi‘ﬁgnﬁamﬁuﬁulmaﬁﬁ'mw

ANENITUNMTEMISHaTElusTEENaN @ U nowiulsemeadeusiausenmasiadianvsetind

W/

: / 0// -l 9
UsE51UNTIUMS BN - flcovsviimeimsssasssas TRBRHTYS: (OO sciissensssbinssiswinmsmissvess (VRN T

(WeanaY wILteY) (URNYIUT AMU) (W iviuns vuduns)

WBUNNETIUIYNITHRLAY WHWIRITNGIWIYMS WndBNIEMIYNS



