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3.i Finished product specification : USP 38

48 | Test items Specifications
1 | Identification asrvnumuitsEylu Finish product specification
2 | Ysunaudgndidgy 90.0 - 110.0% of the labeled amount of Moxifloxacin
3 | Sterility AT uAaiszylu Finish product specification
4 i pH 63-73
5 | Osmolarity 260 - 320 mOsmol/kg
6 | Impurities
: Early Eluting Compound
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48 | Test items Specifications

-Spec’iﬁe»dhunkn‘owh impurity#1 Not more than 0.2%
-Decarboxy Not more than 0.3%
-Specified unknown impurity#2 Not more than 0.3%
-Other single impurities Not more than 0.1%
-Any specified and identified Not more than 1%
impurity

: Late Eluting Compound

-8 Hydroxy Not more than 0.2%
-Specified unknown impurity#3 Not more than 0.2%
-Specified unknown impurity#4 Not more than 0.2%
-Other single impurities ‘ Not more than 0.1%
: Total Impurities Not more than 1.5%
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