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a.e Finished product specification: Fosfomycin Sodium for Injection JP o

99 Test items Specifications
® | Identification Meet the requirements
o | Assay 0.0 % - e@mo.0 % of the labeled potency of fosfomycin
o | pH & -c&
& | Purity:

Clarity and color of solution | The solution is clear and colorless
& | Water Not more than .o %
© | Bacterial endotoxins Less than o.olb& EU/mg (potency)
o | Uniformity of dosage units Meet the requirements
& | Foreign insoluble matter Meet the requirements
« | Insoluble particulate matter | Meet the requirements
@o | Sterility Meet the requirements
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e.lo Drug substance specification:
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Fosfomycin Sodium JP aev

D) Test items

Specifications

@ | ldentification

Meet the requirements

(@) Clarity and color of
solution

(o) Heavy metals

(en) Arsenic

o | Assay Not less than ele¢ g (potency) and not more than elwo
ug (potency) per mg, calculated on the anhydrous basis

o | Optical rotation -m_cgo - -@,cgo

& | pH 8.4 - ®0.&

& | Phosphorus Content oDl % - eel.& %

o | Purity:

The solution is clear and colorless

Not more than bo ppm
Not more than b ppm

o | Water

Not more than ;.0 %
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