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3. ﬂmamummammﬂmaa Finished product

3.1
3.2
3.3

3.4
3.5

Identification AT iv‘tﬂ,u Finished product specification

[

USunaudnendnagy 1O 0 % of labeled amount of Oxaliplatin
Related substances (US
- Oxalic acid Q) Not more than 0.6 %

- (SP-4-2)-Diaqua

Not more than 0.65 %
cyclohexane-1,2-diamine-
N,N’]platinum

- Diaquodiamino- Not more than 0.5 %
cyclohexaneplatinum
dimer

- Any individual unspecified Not more than 0.2 %

impurity
- Total impurities Not more than 2.45 %
Uniformity of dosage units Gli’sﬁlﬂi’lummﬁizﬂu Finished product specification
Bacterial endotoxins Not more than 1.0 Endotoxin units/mg of Oxaliplatin
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36 pH 4.0 - 7.0
3.7 Particulate matter m’sﬁlﬂi’lummﬁizﬂu Finished product specification

3.8 Sterility m’sﬁlﬂi’lummﬁizﬂu Finished product specification
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4.1  Specific (optical) rotation +74.5° to +78.0°
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