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TeanSEaguEneNzaWIZTBEN wuThelenENTIIRYeL TS usTen
@il ool / eeoe
5789 o Capecitabine &oo mg film-coated tablet
aulsznmAdvinguasivsill

. Tawn Capecitabine &oo mg film-coated tablet (GPU : woeeoe)
. QauFulAal
b.o. JULUY Wuedimedeuiiau (film-coated tablet) linfuusenm

blo. dwszneu Usznaudiemen Capecitabine oo mg 1y o in
b MYurUsSy UsTyluusegilifluuend vide blister pack Tnaiin Uastunawazarutuld
CYL
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o, ANEHNUANINNALA
a.a@. Finished product specification: Capecitabine tablet USP

i) Test Specifications (USP&®)

@ | Identification Complied with finished product specification
b | Assay &m.o —~ @0é.o% of L.A. of Capetitabine

e | Uniformity of dosage unit Complied with finished product specification
& | Dissolution test NLT <o% (Q) of the LA. of Capecitabine is

dissolved in mo minutes

& | Related substances:

- Capecitabine related compound A NMT @.0%
- Capecitabine related compound B NMT @.0%
- Capecitabine related compound C NMT o.&%
- Individual unspecified degradation product NMT o.e%
/.
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ala. Drug substance specification: Capecitabine

U2 Test Specifications
@ | ldentification Complied with finished product specification
o | Assay @&.0 — @olb.o% of LA. of Capecitabine

(calculate on the anhydrous and solvent-free
basis)
e | RBesidue on ignition NMT o.e%
@ | Heavy metals NMT oo ppm
& | Optical rotation +a0.0° 10 +800.0°
b | Water NMT o.m%
e | Related compounds
- Capecitabine related compound A NMT o.m%
- Capecitabine related compound B NMT o.m%
- ’e’-Di-O-acetyl-&’-deoxy-¢-fluorocytidine NMT o.@%
- &'-Deoxy-¢-fluoro-Ne-(le-methyl-e-butyloxycarbonyl) | NMT o.€%
cytidine + & +Deoxy-&-fluoro-Ne-(m-methyl-a-
butyloxycarbonyl) cytidine
- [@-[&-Deoxy-m-O-(&-deoxy-[3-D-ribofuranosyl)-3-D- NMT o.m%
ribofuranosyl]-&-fluoro-le-oxo-e,lo-dyhydropyrimidine-
&-yll-carbamic acid pentyl ester
- [e-[&-Deoxy-lo-O-(&-deoxy-R-D-ribofuranosyl)-3-D- NMT o.lo%
ribofuranosyll-&-flucro-le-oxo-e,lo-dyhydropyrimidine-
a-yl]-carbamic acid pentyl ester
- Capeditabine related compound C NMT o.m%
- [@-[é-Deoxy-em-O-(¢-deoxy-a-D-ribofuranosyl)}-3-D- NMT o.m%
ribofuranosyl]-&-fluoro-lo-oxo-e,le-dyhydropyrimidine-
e~yl}-carbamic acid pentyl ester
- o’ o’-Di-O-acetyl-&’-deoxy-é-fluoro-Ne- NMT o.@%
(pentyloxycarbonyt) cytidine
- Individual unspecified impurity NMT o.@%
- Total impurities NMT @.€%
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- Drug substance specification #a15ananludianesivesuda drug substance w3elu
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AMNNUBINARNUNAIUVIVUNELUBY (finished product specification) wazTaNuA
@ a . . s 1 ' =

AuNMYBYIRgRy (drug substance specification) n3difiagisenitamsiuseuuaunly
WL ANDZABILUULDNANINSTBUNLY (8.€) umieu finished product  specification
Waw/¥i38 drug substance specification TngveuilunowiulsenmeseunavieUssnin
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o, HANIATIVIATIERUNNEENTTIENENT3UYBIENER (certificate of analysis of
finished product) 'Lum‘s'uﬁeiazﬂuﬁaaehq
c.mlo. N‘aﬂ'l'iﬂ‘i’Jﬁl‘:Lﬂ'ﬂ“Wgﬂm’]WJﬂqu%ﬂFI’JEJ']mﬂEU (certificate of analysis of drug
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substance) 18 «.m.b AuuNSHARUBWARTAIENENIa3U (finished product) 48
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51837 o Oxaliplatin @oo mg/mo ml injection
AaUsznAiminguasvsil

. TaEn Oxaliplatin @oo mg/lwo ml injection
. AMENUANILY
b.0. JULUY Wuensasanelu Lifid Unmnde dmsuiadmsenidend

blo.dulsznay  Usenaumaesiien Oxaliplatin & mg/e ml Tuu3unns bo ml (e vial)
o APULUSTY  UsSTlumasussYendnUsmndauiioui type | uarussytasitesiuuas
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o. AuENUANANAia
a.e. Finished product specification: Oxaliplatin injection USP
10} Test Specification
@ | ldentification Compile with finished product specification
o | Assay @o.0 - @@o.0% labeled amount of Oxaliplatin
e | Impurities
- Oxalic acid NMT o.bo%
- (SP-e-o)}-Diaqua [(eReR))-cyclohexane-e),lo- NMT o.b&%
diamine-N,N’] platinum
- Diaquodiaminocyclohexane-platinum dimer NMT o.&o%
- Any individual unspecified impurity NMT olec%
- Total impurities NMT b.e&%
& | Bacterial endotoxins NMT @.0 USP endotoxin unit/mg of Oxaliplatin
& | Sterility test Sterile
o | pH &0 —d.0
e | Particulate matter
- Particle > @o pm NMT b,000 particles/vial
-
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- Particle = b& ym NMT woo particles/vial
@ | Volume in container Compile with finished product specification
a.la. Drug substance specification: Oxaliplatin USP
fo Test Specification
@ | Identification Compile with finished product specification
b | Assay .0 — @olw.0% labeled amount of Oxaliplatin
(dried substance)

& | Silver NMT & ppm
& | Heavy metal NMT oo ppm
b | Platinum &c.a% - €o.a% of the Oxaliplatin (dried basis)
o | Related substance

- Oxalic acid NMT o.e%

- (SP-e-lo)-Diagua [(eR,bR))-cyclohexane-e,le- NMT o.e%

diamine-N,N’] platinum

- Diaguodiaminocyclohexane-platinum dimer NMT o.@%

- Any individual unspecified impurity NMT o.e%

- Total impurities NMT o.e%

- Oxaliplatin related compound D NMT o.6%
& | 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 o cfu/g

- Total combined molds and yest count NMT & cfu/g
@l | Specific optical rotation Between +ei@.&” and +eie.0® measure at bo C°
NUBLR
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- Drug substance specification #1sANlUAATIZIvRWERER drug substance ¥Telu
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- uamInsaviiaT iR wdulusny finished product specification uae drug substance
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HER
co.0. ludmdynstunstowntue 18un neie ne.a ne.e v3e ol udusnsd
<o, Wietunziloy ne.e 130 6.0 vesEiilauerim wieuneanBuahdonismuny
F;lf;umwwﬂﬂwﬁmﬁmﬁmuﬁﬁuﬂuﬁau (finished product specification) wagdiaivun
AN TWUBIIRGAU (drug substance specification) viei) fiasd19Bai1aen AuUsEnIA
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iaRuasdsuuuenasn1sveuily (8.¢) umdex finished product  specification
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& lo. LBNEITUTBWASTIUNINERE
clo.e. ndlemanlulssvalnedndasasdiionaisiusswinsunisinemaumdninasivas
FnsfiAlunisnanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tng
WU PIC/S participating authorities %38 fena3iusewnATguNIsHaneIA
udninasinasdsialunsndnevesdiinaunnenITUNITOIMITHALET NTENTIT
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&mlo. HAMINTIVIATIBVIAMNINIRGAUYRITIENETY (certificate of analysis of drug
substance) #ilflunssdneuiidufiusegwiesduineuasguaningiu

<o BnENIVRendnguuiuaudiusszniniunsudnvesingiuvesiaenddey (drug
substance) e «.mlo AugunIKERvaEAniusieduSazU (finished product) 4o
E.mn.6

<m.c. HaN13ANYI long term stability M3 ASEAN guidelines (mo+lo °C, elé+&% RH) naan
degeseiitunsioulifudminmuaaenssunmsemsuazen NIENTNETITUGY

&m.& HansAnw Ongoing stability data (Annual batch) Ushgm vesndndnsiendniagy
(finished product)
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