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Finished product specification: Fosfomycin sodium & ¢ for injection
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@ ldentification Test #3590
o USunasienddgy «0.0%-060.0% LA
o Bacterial endotoxins Less than o.ole& EU/mg (potency)
« Sterility test AT
& pH D.E - @&
o Water NMT €0 %
#  Uniformity of dosage Units AT
= Foreign insoluble matter AT
& Insoluble particulate matter 3TN

Drug substance specification: Fosfornycin sodium

AnaUT JP XV BP woeb
@ Identification Test ATITCTY MIITNTY
o YSunudendidny oo - melo meg(potency)/mg ®&.0 -eoe.0%(@nhydrous)
(Anhydrous basis)

o Optical rotation & 04 & @m0 MM -ad.o
« pH &.E-60.6 ®.0 — @0.&
& Phosphate content ATIIU
o Heavy metals NMT o ppm Maximum lbo ppm
@ Arsenic NMT & ppm
@ Water NMT an.0% Maximum @.0%
& Impuriy A Maximum @.0%
o) Bactgﬁal endotoxins < o.0@m IU/mg
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