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m.a Finished product specification : USP afa

b Test items Specifications
@. i |dentification test Meet the requirements
. | Assay’ ®0.0 - ano.0%
o, | Impurities
- Limit of Oxalic acid NMT o.0%
- {(5P-a-lo)-Diaquall{eR,bR)- NMT o.0é%
Cyclohexane-a,o-diamine-N-N]platinum
- Diagualdiaminocyclohexaneplatinumdimer | NMT o.4%
- Any individual unspecified impurity NMT o.l9%
- Total impurities NMT o.e&%
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Test items

Specifications

&. | Bacterial endotoxins test NMT @.0 USP Endotoxin Unit/mg of
Oxaliplatin

&. | Sterility test Meets the requirements

o | pH &.0 - w.o

o). | Particulate matter

- Particle size = @o micron
- Particle size = o€ micron

NMT b,000 per container

NMT oo per container

a.la Drug substance specification : USP ¢

) Test items Specifications

®. | Identification test Meet the requirements

. | Assay «&.0 - mob.o%

o, | Limit of silver NMT & ppm

&. | Content of Platinum €z.6 - £o0.60%

&. | Organic impurities

- Limit of Oxalic acid NMT o.@%
- Oxaliplatin related compound C NMT o.@%
- (SP-~v)-DiaquallieR,oR)- NMT o.e%
Cyclohexane-@,lo-diamine-N-N]platinum

- _ NMT o.a%
Diaqualdiaminocyclohexaneplatinumdimer

- Any individual unspecified impurity NMT o.e%
- Total impurities ' NMT o.m%
- Oxaliplatin related compound D NMT o.a%

b. | Acidity The solution is colorless, and NMT
o.o mL of .o M NaOH is required to
change the color to pink

o. | Bacterial endotoxins test NMT @.0 USP Endotoxin Unit/mg of
Oxaliplatin

. | Loss on drying NMT o.&%
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{0 Test items ' Specifications
Microbial enumeration and specified - Aerobic microbial count NMT wo cfu/g
microorganism - Molds and yeast count NMT & cfu/g
@o. | Optical rotation +oie.& ° and +w@.0° measured at lbo®
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