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1‘190'1':# @ Capecitabine ¢€oo mg film-coated tablet
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. 081 Capecitabine &oo mg film-coated tablet (GPU : boeeos)
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o. AuENUANIALA

am.@. Finished product specification: Capecitabine tablet USP

h) Test Specifications (USP&a)

® | Identification Complied with finished product specification
o | Assay &m.o — mod.o% of LA. of Capecitabine

e | 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 NMT @.0%
- Capecitabine related compound B NMT @.0%
- Capecitabine related compound C NMT o.¢%
- Individual unspecified degradation product NMT o.@%
e
4 / oy a 7
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.. Drug substance specification: Capecitabine

10} Test Specifications
® | ldentification Complied with finished product specification
lo | Assay «c.0 - @ok.o% of L.A. of Capecitabine
(calculate on the anhydrous and solvent-free
basis)
o | Residue on ignition NMT o.@%
& | Heavy metals NMT wo ppm
& | Optical rotation +@.0° t0 +®00.0°
o | Water NMT o.n%
o | Related compounds
- Capecitabine related compound A NMT o.en%
- Capecitabine related compound B NMT o.m%
- lo'e’'-Di-O-acetyl-&’-deoxy-&-fluorocytidine NMT o.@%
- &'-Deoxy-d-fluoro-Ne-(o-methyl-e-butyloxycarbonyl) | NMT o.¢%
cytidine + &' +Deoxy-&-fluoro-Ne-(e-methyl-e-
butyloxycarbonyl) cytidine
- [@-[&-Deoxy-m-O-(&-deoxy-B-D-ribofuranosyl)-3-D- NMT o.m%
ribofuranosyl]-¢-fluoro-lo-oxo-e,le-dyhydropyrimidine-
a-yl]-carbamic acid pentyl ester
- [@-[&-Deoxy-la-O-(&-deoxy-3-D-ribofuranosyl)-3-D- NMT o.o%
ribofuranosyl]-&-fluoro-e-oxo-@,lo-dyhydropyrimidine-
a-yl]-carbamic acid pentyl ester
- Capecitabine related compound C NMT o.en%
- [@-[@-Deoxy-a-O-(&-deoxy-a-D-ribofuranosyl)-3-D- NMT o.:m%
ribofuranosyl]-¢-fluoro-e-oxo-e,e-dyhydropyrimidine-
a-yl]-carbamic acid pentyl ester
- lv'm’-Di-O-acetyl-&’-deoxy-&-fluoro-Ne- NMT 0.0%
(pentyloxycarbonyl) cytidine
- Individual unspecified impurity NMT o.e%
- Total impurities NMT @.&%
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- Drug substance specification #9713 INIUAATIYNVOEKER drug substance WIBly
A58 drug substance vesgnandNIIgU avulaatiunils Faimsnsniiessinsuyniade
firvun

- wanInsvieeinun mduluan finished product specification way drug substance
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&a. 1BNANIANN MBI TIAUDIIA
€0, HANMINTITUATIEIAUN KRS dUTIFUVHER (certificate of analysis of
finished product) Tugnjuiidadiusetn
<mlo. HANMIATIVIATIERAMNIWIRGAUYEIIEdATY (certificate of analysis of drug
substance) ﬂﬂunnsuﬁma1‘514‘?'1?1'@@116&":061:%11mcjuﬁmmuazQ’Nﬁm";’mqﬁu
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down Oxaliplatin @oo mg/leo ml injection
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blo. dUUsENay  Usenaunlesien Oxaliplatin ¢ mg/e ml luu3u1ns o ml (e vial)
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a.e. Finished product specification: Oxaliplatin injection USP
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Test

Specification

Identification

Compile with finished product specification

Assay

«o.o0 - @@0.0% labeled amount of Oxaliplatin

3 |@ |9

Impurities

- Oxalic acid

- (SP-&-w)-Diaqua [(@R,eR))-cyclohexane-e,o-
diamine-N,N’] platinum

- Diaguodiaminocyclohexane-platinum dimer

- Any individual unspecified impurity

- Total impurities

NMT o.bo%
NMT o.od%

NMT o.&0%
NMT o.wo%
NMT lo.cd¢%

Bacterial endotoxins

NMT @.0 USP endotoxin unit/mg of Oxaliplatin

Sterility test

Sterile

pH

&0 - .o

2 |U [P A

Particulate matter
- Particle = @o pm
- Particle 2 lo& um

NMT b,000 particles/vial
NMT boo 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 ®a.0 - @ob.o% labeled amount of Oxaliplatin
(dried substance)
& | Silver NMT & ppm
& | Heavy metal NMT o ppm
o | Platinum @a.e% - #o.e% of the Oxaliplatin (dried basis)
@ | Related substance
- Oxalic acid NMT o.e%
- (SP-g-lv)}-Diaqua [(@R,oR))-cyclohexane-@ - NMT c.e%
diamine-N,N’] platinum
- Diaquodiaminocyclohexane-platinum dimer NMT o.e%
- Any individual unspecified impurity NMT o.e%
- Total impurities NMT o.:m%
- Oxaliplatin related compound D NMT o.0%
@ | Acidity Compile with finished product specification
Bacterial endotoxins NMT @.0 USP EU/mg
®o | Loss on drying NMT o.d% w/w
@ | Microbial limits test
- Total aerobic microbial count NMT o cfu/g
- Total combined molds and yest count NMT & cfu/g
@ | Specific optical rotation Between +aia.d” and +oid.0” measure at lbo C°
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