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Einished product specification (Oxaliplatin @oo mg injection) :USP &o

@. Identification Test : NI
. Usiashendrfgy : ®o -e@o % LA of oxaliplatin
om. pH : d.o—w.g
& . Bacterial endotoxin : NMT @.0 USP endotoxin unit/mg of oxaliplatin
&. Total impurities : Not more than b.c& %
. Specified impuirities )
- Oxalic acid : - 1fAu 0.950%
- Diaquo DACHplatinum dimer - Wiy o.¢0%
- (SP-g-)-Diaqual(eR,bR)-cyclohexane-e,b-diamine-N,Nplatinum  : Lsitfiu o0.0&%
- Any individual unspecified impurities : 1Ay o.oo %
®. Particulate matter : AT
. Sterility Test : T
Drug substance specification : (Oxaliplatin) :USP &o
®. Identification Test : AT
. USuusiendfy : #&.0-e0.0%LA of oxaliplatin

calculated on the dried basis
o. Impurities

o.@Inorganic impurities

- Silver : NMT & ppm
- Heavy metals : NMT o ppm
- Platinum : @&z.0%-&o.e% of oxaliplatin,on dried basis

an.wOrganic Impurities
(procedure @)

- Oxalic acid . - LAY 0.00%
(procedure o) ‘
- Oxaliplatin related compound C : NMT o.0%
- (SP-g-b)-Diaqual(eR,oR)-cyclohexane-@,o-diamine-N,N]platinum : NMT o.e%
- Diaquo DACHplatinum dimer : NMT 0.e%
- Any individual unspecified impurities  : NMT o.@0%
Total impurities : NMT o0.em0%

o o ( =
89¥0...... Qo USEENMNTINNT 8990 ... L ASSUNNS ade.... 4. .....nv5ums

[-¥ . Q) aa’r 1"} 271 ~ " -1 -7



Drug substance specification : (Oxaliplatin) (#®)

.o Organic Impurities (si9) -
(procedure )
- Related compound D : NMT o.e%

&. Bacterial endotoxin : NMT @.0 USP endotoxin unit/mg of oxaliplatin
& Loss on drying :NMT 0.& % A
. Specific rotation : Between +ele.&° and +olc.o°
o. Acidity : NTIWY
&. Microbial Enumeration tests and Tests for specified Microorganisms
- Total aerobic microbial count  : NMT o cfu/g
- Total combined molds and yeast count : NMT & cfu/g
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