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WUHAN WUYAO PHARMACEUTICAL CO.LTD .~ [ . {

@® CERTIFICATE OF ANALYSIS T

REC-QC-01075-01 .
R 5 Report Number:  C]-190950 i

Batch No:  C04-190982 C e i
Manufacturing Date:  2019.09.24 i
Report Date:  2019.10.22 o b

Product Name: Motronidazole
Test Standard: CEP CEP N0:R1-CEP 2007-083-Rev 02

Packing: 25kg/drum i
Quantity: 25kg/drum=19drum=+3 28Ky Retest Date:  2023.08 _ 4
Jtem Reguirements Result 5 4
[ Appearance ] : White or yellowish, crystulline powder slightly yellow crystalline powder Ty
Solubility: Slightly soluble in water, in acetone,in alcohol and : :
: ’ ’ Conforms L ]
[ Identification]* in methyene chloride | ‘L'
ve it
C.IR: The sample specwrum complies with the-reference standard 1
Conforms |
spectrum ;
[Tests] : L
Appearance ol Notmore than || <1 ‘v;-l
s9ltion: Not more than GY6 <Gvs ; ot
Related Substances CHPLC) : : &)
Impurity A: Not more than 0.05% 0.01%, : a2 £
Any impurity: Not more than 0.05% 0:01% o g g3
Total Impurity Not more than 0.2% o_oé% . ;
Heavy metals: Not mare than 10 ppi <10ppin >
Loss on drying: " Notmore than0.5% 0.2% . : s
Sulfated ash: Not more than 0.1% 0.04% '
[ Assay]
( on dried basis): 99.3% 10 101.0% 100.5% ;
[Residual solvent] . i
Epoxyethane: Not more than 1 ppm Not detected Bt
Ethanediol: Not more than 620 ppm Not detected ) g
%5
[ Microbial test] : . v
Total aerobic microbial count: Not more than 100 CFU/g <iCFUlg e wm * ‘
Toral yeasts and mould count: Not more than 100 CFU/g <ICFU/g b
. t
Pseudomonas aeruginosa: Absent . ‘Not.detected i
Staphylacoccus aurcus: Absent Not detected 4
Escherichia coli: ) “XBsent” ‘Not dg-:tected « % :

=N ‘ -'1' L b o] )
[ Bacterial endotoxins] : Not more Lhanz 1s'E -,m’ ’"' #y /'] }]ﬁ n 'ﬁ <0:33EU/mg
A5 UTA0 Pﬂ:\l'l'r"’l'pc“ oL
Conclusion:  The above product complies wxlh lhé’ standard CEP
Approved by: f//j‘: ,.:7 19U Checked by: ﬁﬂ" ’7/} -3¢ Prepared by: .ﬂ&)"f 10.22
FAX: 0714.7537302 .. Telephone:’ o‘;‘lﬂ%gwfz Zip Code: 435229 '

Address: NO.IB, Wangfen Road, Fuchi Town Ynngxin County. Huangshi City. Hubei Province, China
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