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m.a Finish product (uiiaseviguawdaadujueiidaluiaegi)

AnauiEnavaiia USP &a NF ab
@. USinudiuddny ®o.0 % 10 mec.0 % LA, of oxsliplatin
. Identification NITINIY
e, Uniformity of dosage units NIV
&. Impurities
» Oxalic acid
¢ (SP-g-lp)-Diaqua [{eR,bR)- NMT o.4%
cyclohexane-a,lo-diamine-N,N]
platinum NMT o.d%
» Oxaliplatin related compound C
e Any individual unspecified NMT o.n%
impurity NMT o.lb%
e Total impurities NMT &.4%
& pH <o todo
. Particulate matter
o BUAIATUIA 2 @o pm LAY RTIEIY
b,ooo/container
e BUAATUA 2 b pm Litfu ATIY
boo/container
. Bacterial endotoxins test NMT @.0 USP Endotoxin unit/mg of oxaliplatin
. Sterility test ATV
«. Water determination NMT e.0%
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@.oRaw material product (uansluluiirsiztingiu)
AuauTAntavaiia USP &a NF b
@, USunuieidAn «@.0% - molb.o% on dried basis
. Identification NI
. Impurities
. Limit of silver NMT & ppm

ol Content of platinum

m.en Organic impurities

e.a% - do.e% of the oxaliplatin taken, on the dried basis

*» Onalic acid NMT o.@%

o Oxaliplatin related NMT o.0%
compound C

¢ (SP-gp)-Diaqual(eR,wR)- NMT o.@%
cyclohexane-s,lo-diamine-
N,N’]platinum

+ Diagucdiaminocyclohexane NMT o.a%
platinum dimer

¢ Any individual unspecified NMT c.@%
impurity

s Total impurities NMT o.m%

e Oxaliplatin related NMT o.e%
compound D

o The solution is colorless, and NMT o.% ml of o.0aM sodium

&. Acidity

hydroxide is required to change the color to pink

&. Bacterial endotoxin test

NMT @.0 USP Endotoxin unit/mg of oxaliplatin

. Microbial test
» Total aerobic microbial
* Total combined molds and
yeast

Not exceed o cfu/g
Not exceed & cfu/g

@, Loss on drying

NMT o.&%

. Optical rocation

Between +ol@.d” and +oig.0°
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