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Certificate of Analysis W45 25, CP-201411001
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Product Name Azilsartan ‘ CASNO I 0 0
5 Howt
Batch No. OO RN Quantity ens
abs 16.2KG /45, TR AKYE Al A
Package ? Test According to Enterprises Standard
77 E Hrl B
Date of Production. 2014.11.07 Date of Analysis A ALY
W H 20141110 it o6 2 B {R 77 Sealed, keep
Date of Report =y Storage away from light.
I EH FRUERT & T 45
Test item Specification Test Result
Sh S 4 R R I 45 f R oK
Appearance White to off- white cfystalline powder White crystalline powder
oy il R TITAREE, TR FFEME
Solubility practically insoluble in water, slightly soluble in ethanol Conforms
Y5 A Melt point 188~192°C 189.1~190.5°C
: Ay IR 238nm 175 /MR, 251 13 5 KW FEHLE
yﬁj uv Max Absorption at 251nm and Min at 238 Conforms
Pl - CoE e Ene s
D B ) 48 ) TBURR B TIN5 B B 1) 7 ot i — 38 FEERE
e Retention time HPLC Retention time comply with reference Conforms
/K5 Water  (K.F.) <0.5% 0.35%
| rapeitis ROI <0.2% 0.03%
HAE
| E£JE Heavy metals <10ppm fae
Conforms
MR A<0.15% 0.02%
A4t B<0.10% 0.05%
: 22 C<0.10% 0.02%
Gl :Et“fkéﬂlja%))\ﬁ/\/hﬁlo 10% *’*A%H;E
Related substance T ,! e i
Other unknown largest Single Impurity <0.10% Conforms
BRI KT 0.5%
dae : 0.09%
Total Impurities<0.5%
4 (By HPLC) N/NT 99.5%
)5 y' AT o 99.91%
Purity Not Less than 99.5%
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Conclusion: Complies with all requirements of the quality standards of Azilsartan
Analysis By Checked By —%- & Approved By — éf




