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FAX: 0086-571-81131109

Certificate of Analysis
Fosfomycin Trometamol

2308592 Report Date: September 22, 2023
583.730kg Manufacturing Date:
C2-202309032 Retest Date:
Specification Result
White or almost white, hygroscopic powder Complies
Very soluble in water, soluble in methanol , slightly Complies
soluble in ethanol (96 %) , practically insoluble in
acetone
IR: should comply Complies
3.6~5.5 3.8
-13.5°~-12.5° (anhydrous substance) -13.2°
Impurity A: 0.3% Max. 0.02%
Impurity B: 0.3% Max. 0.06%
Impurity C: 0.1% Max. Not detected
Impurity D: 0.1% Max. Not detected
Unspecified impurities: 0.1% Max. 0.02%
Total: 0.5% Max. 0.1%
Methanol: 800 ppm Max. 172ppm
Ethanol: 1000 ppm Max. 100ppm
500ppm Max. Complies
0.5% Max. 0.03%
98.0% ~ 102.0% 100.4%
Total aerobic microbiological count: 103 CF U/g Max. <bcfu/g
Total combined yeasts/moulds count: 102 CFU/g Max. <10cfu/g
Escherichia coli; Absent Absent
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