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Hubei Lansun Pharmaceutical Company

WERS: CP-20141002

Certificate of Analysis
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Conclusion: Complies with all requirements of the quality standards of Azilsartan kaMedoxoMil
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Product Name Azilsartan kaMedoxoMil NIHE
s ') et
Bateh No. AZ-K 20141017 Quantity 50g .
7 50/ I AKAE kb
Package 9 Test According to Enterprises Standard
7 B 0 H
Date of Production. 2014.10.17 Date of Analysis <014.10:29
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Date of Report e Retest Date AL
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Test item Specification Test Result
S P8 38 1 45 o oK EREVTETIER PN
Appearance White to off- white crystalline powder White crystalline powder
WTHN, BT 2R, JLFRRAN
Vst - ; Ly e
= Soluble in methanol, slightly soluble in ethanol,
Solubility ’ ; ] Conforms
practically insoluble in acetone
. L E RS TRURR BRI S {4 B A D) 7 5 0 Mt — 3 FELE
f‘ﬁj Retention time HPLC Retention time comply with reference Conforms
W
% k25 s 2 7 S HaE
Test of potassium Purple flame reaction Conforms
S H%t Dichloromethane <0.06% Undetected
gl Wl Acetone <0.5% Undetected
Residual Solvent FEE methanol <0.5% Undetected
ZIRZTR Ethyl acetate <0.5% 0.26%
/K4y water <0.5% 0.27%
T WT NS TC e
Appearance of solution Clear and colourless Conforms
PH 7.5~9.5 8.78
4B Heavy metals <10ppm &35 Conforms
N B 5 VbR <1.0% <
Azilsartan <1.0% Lo
RENIPR<0.1% L
EEBR) Any unknown impurity <<0.1% =
Related substance FiE<0.5%
e Htath
Methyl ester<0.5%
BAFEARKT 1.0%
i 0.32%
Total Impurities <1.0%
AL o
&ht SNV By HPLC) 98.0%~102.0% o
Assay (on dry basis)

. BRI Ak T b % 7. Sealed Keeped in cool (15-30°C), dry place, keep away from light.
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