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Finished product specification: Fosfomycin sodium & ¢ for injection

AMELTA JP XVII
@ Identification Test ATIAHIU
b UTuaiendifay «0.0%-060.0% LA
m  Bacterial endotoxins Less than o.olb& EU/mg (potency)
& Sterility test HIIU
& pH D.& - 3.&
o Water NMT .o %
@ Uniformity of dosage Units MTITNIY
« Foreign insoluble matter AT
& Insoluble particulate matter HFINU
Drug substance specification: Fosfomycin sodium
AR JP XVl BP boewn
® Identification Test MY ATITNIU
o USunusngndeny slod - elwo mcg(potency)/mg @&.0 -eoa.0%(@nhydrous)
(Anhydrous basis)
e Optical rotation g T &8 -em.0 B4 -a&.o
& pH ®.&-00.& «.0 - @o.&
& Phosphate content ATINIY
o Heavy metals NMT o ppm Maximum o ppm
o  Arsenic NMT & ppm
@ Water NMT en.0% Maximum e.0%
& Impurity A Maximum @.0%
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