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Finished product specification (Oxaliplatin @oo mg injection) :USP e
®. Identification Test : NFIWY
b . UsunwsmendiAgy . @o -@@0 % LA of oxaliplatin
. pH s €.o-e.o
& . Bacterial endotoxin : NMT @.0 USP endotoxin units/mg of oxaliplatin
&. Total impurities : Not more than o.&& %
o. Specified impurities
- Oxalic acid - L4y o.00%
- Diaquo DACHplatinum dimer 13U o.¢0%
- (SP-g-b)-Diaqual(eR,©R)-cyclohexane-,o-diamine-N,N"Jplatinum : laiifiu o.o&%
- Any individual unspecified impurities - 14U oleo %
o. Particulate matter : ATINY
. Sterility Test : M5
ru n ification : (Oxaliplatin) :USP ab
®. |dentification Test C MIIINY
. USunusendingy : &c.o-eo.0%LA of oxaliplatin

calculated on the dried basis
. Impurities

a.@Inorganic impurities

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

an.Organic Impurities

- Oxaliplatin related compound C : NMT 0.0%
- (SP-&-lv)-Diaqual(eR,bR)-cyclohexane-e,b-diamine-N,N’Iplatinum : NMT 0.0%
- - Diaguo DACHplatinum dimer : NMT o.0%

Any individual unspecified impurities  : NMT o.@0%
Total impurities : NMT o.;mo%

A0S USEEIUNTIUNTT A9TD oo il NITUNS | m%a% ...................... NIIUMT

ive waan) (Wenged (WneBuss logesr)




Drug substance specification : (Oxaliplatin) (g)

&. Bacterial endotoxin : NMT @.0 USP endotoxin units/mg of oxaliplatin
&. Loss on drying : NMT o.& %

. Specific rotation : Between +ol&x.¢° and +0z.0°

o. Acidity : AT

. Microbial Enumeration tests and Tests for specified Microorganisms

- Total aerobic microbial count  : NMT lwo cfu/g

- Total combined molds and yeast count : NMT & cfu/g
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