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Certificate of Analysis
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Hubei Lansun Pharmaceutical Company

IREES: CP-20140906

PR Fa[5F 1B AR
Product Name Azilsartan medoxomil CAS No 863031-21-4
s nE
Batch No. AZ-20140901 Quantity Skg
PR AR ska/ta R IR BT
Package 9 Test According to Enterprises Standard
S=HE 135 HER
Date of Production. 2014.09.07 Date of Analysis 2014.09.08
Date of Report T Storage away from light.
WA REME BRER
Test item Specification Test Result
N BEemiXaefatm=R HEeZ&RMMmNR
Appearance White to off- white crystalline powder White crystalline powder
%5 N o o e N e
21 REN B E7! RHEFET FMRENE NS RA—H HFEME
D Retention time HPLC Retention time comply with reference Conforms
K9 water <0.5% 0.16%
yQPEIE N
<0.1% 0.04%
RO ° °
E£E Heavy metals <10ppm FFEME Conforms
Z&B¥Z Dichloromethane <0.06% Undetected
FEEDIAF AR Acetone <0.5% 0.014%
Residual Solvent EBEE methanol <0.5% Undetected
ZEE Z B8 Ethyl acetate <0.5% 0.37%
BRABPMRE<0.50% 0.12%
BXYR largest Single Impurity <0.50%
Related substance BRBEAKRTF 1.0% 0.28%
Total Impurities<1.0%
“iE (By HPLC) AINVF 99.0% 99.72%

Purity

Not Less than 99.0%
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Conclusion: Complies with all requirements of the quality standards of Azilsartan medoxomil
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