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CERTIFICATE OF ANALYSIS

NO: DYC041701101

Product name Vancomycin hydrochloride (USP37)
CAS Number 1404-93-9
Molecule Structure OH
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Molecule Formula CecH75CI2N9024.HCI
Batch number 20160430
Manuf&Exp. Date 2016—04-30, 2018-04-29
Testing date 2016-04-30
Items Standard Result
Appearance White,, off-white or yellow brown powder Complies
Identification IR:The infrared spectra of samples should be | Complies
consistent with the control samples
Chloride:Should meet the requirements Complies
o Soluble in water, insoluble in ether and | Complies
Solubility
chloroform
PH 2.5-4.5 2.7
Water 5. 0% max 3. 4%
Heavy metal 30ppm max 30ppm max
Assay (on the 900ug/mg min 1046ug/mg min
anhydrous basis)
Vancomycin component | Vancomycin B:85. 0%min 93. 7%
Other impurities:5.0% max 1. 4%
Single chlorine 4. 7% max 2.1%
Vancomycin
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Bacterial endotoxin 0. 33EU/mg max 0. 25EU/mg
Residual ethanol 0. 5% max 0. 0004%
Total Aerobic Mi 100cfu/mg max Complies
crobial count

Total Combined yeast 10cfu/mg max Complies
and molds count
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