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3.1 Finished product specification:

UD Test Items Specifications
3.1.1 | Identification Meet the requirement
3.1.2 | Assay 90.0-110.0% of labeled amount
3.1.3 | Lactic acid content 0.288-0.352 mg of lactic acid for each
mg of ciprofloxacin
3.1.4 | Dextrose content 4.75-5.25 ¢/100 mL
3.1.5 | Sodium chloride content (if present) 85.5-94.5 mg
3.1.6 | Limit of Ciprofloxacin Ethylenediamine analog | Not more than 0.5%
3.1.7 | Particulate matter in injections Meet the requirements
318 | pH 35-46
3.1.9 | Bacterial endotoxin test Not more than 0.50 USP Endotoxin Unit/mg
3.1.10 | Sterility tests Meet the requirement
3.2 Drug substance specification:
49 Test Items Specifications
3.2.1 Identification Meet the requirement
322 Assay 98.0%-102.0% on the dried basis
323 Residue on ignition Not more than 0.1%
3.24 Impurities
-Ciprofloxacin ethylenediamine analog Not more than 0.2%
-Fluoroquinolone acid Not more than 0.2%
-Any individual unspecified impurity Not more than 0.2%
-Total impurities Not more than 0.5%
3.2.5 Microbial Enumeration tests Meet the requirement
3.2.6 Loss on drying Not more than 1.0%
3.2.7 Sterility test Meet the requirement
3.2.8 Bacterial endotoxin test NMT 0.50 USP Endotoxin Units/mg of
ciprofloxacin
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