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i Test ltems Specifications

® | ldentification Meet the requirement

b | Assay co.0% - @aao.0% of the labeled
amount of oxaliplatin

e | pH .0 —&.o

& | Bacterial endotoxins Meet the requirement

& | Sterility R Meet the requirement
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/0] Test {tems Specifications
Particulate matter
- Size z@0 UM NMT b,000 particles/container
- Size 2lo& pym NMT boo particles/container

o | Impurities
- Oxalic acid Not more than o.b%

- (SP-g-lo)-diaquaf(eR,oR)-cyclohexane-a,b- Not more than o.b&%
diamine-N,N]platinum
- Diaquodiaminocyclo-hexaneplatinum dimer | Not more than o.¢0%

- Any individual unspecified Impurity Not more than o.lb%
- Total impurities Not more than .&%
& | Volume in container Not less than vo ml

&ln  Drug substance specification : USP

U Test [tems Specifications
@ | Identification Meet the requirement
b | Assay &=.0% - @ob.o% of oxaliplatin (calculated

on the dried basis)

o | Impurities

- Silver Not more than ¢ ppm

- Platinum &=.0% - ¢o.@% of the oxaliplatin (on the
dried basis)

- Oxalic acid Not more than o.a%

- Oxaliplatin related compound C Not more than o.e%

- (SP-g-o)-diaqual{eR,bR)-cyclohexane- Not more than o.a%
@,lo-diamine-N,NTplatinum

- Diaquodiaminocyclo-hexaneplatinum Not more than o.e%
dimer
- Any individual unspecified Impurity Not more than o.ec%
- Total impurities Not more than c.;o%
- Oxaliplatin related compound D Not more than o.e%
& | Acidity Meet the requirement
& | Bacterial endotoxins Not more than @.0 USP Endotoxin unit/mg
o | Loss on drying Not more than o.&%
o | Microbial enumeration tests and tests for | - total aerobic microbial count does not
specified microcrganisms exceed o cfu/g
- total combined molds and yeast count
does not exceed & cfu/g
« | Optical Rotation X +oe.¢” and +el@.0°
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