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3.1 Finished product specification: Fosfomycin sodium for injection JP2017

3.1.1 Identification

Meet the requirement

3.1.2 Assay 90.0 - 110.0% labeled amount of fosfomycin
3.1.3 pH 6.5-8.5

3.1.4 Water , Not more than 4.0%

3.1.5 Bacterial endotoxins Less than 0.025 EU/mg (potency)

3.1.6 Uniformity of dosage units Meet the requirement

3.1.7 Foreign insoluble matter Meet the requirement

3.1.8 Insoluble particular matter Meet the requirement

3.1.9 Sterility

Meet the requirement
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3.2 Drug substance specification: Fosfomycin sodium JP2017

A8

4. [Jaulvdu

3.2.1 Identification Meet the requirement
3.2.2 Assay 725 =770 pg per mg
3.2.3 Optical rotation -3.5°to -5.5°

3.2.4 pH 8.5 -10.5

3.2.5 Phosphorus content 16.2 - 17.9%

3.2.6 Heavy metals Not more than 20 ppm
3.2.7 Arsenic Not more than 2 ppm
3.2.8 Water Not more than 3.0%
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