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CERTIFICATE OF ANALYSIS
b % PRODUCT AL DUy Bezafibrate 1% CODE No.: 2051-0001
It BATCH No. 14011256 b/t STANDARD £2
11124 PACKAGE 25kg/li drum e H T MAFG DATE 2014-01
i QUANTITY 550kg 4476 H 1) RETEST DATE 2016-12
bR AR Test AR R Requirement #E 9L Result
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A. 45l Melting Point 181~185C 18365°C
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Solution | Ji(% Color AR TR B, <BYs ik A HGE, <BYs
24 Impurity A <0.5% 0.13%
S Impurity B <0.5% <0.05%
txpm | TR Impurity C <0.5% <0.05%
IHPLC <L Impurity D <0.5% <0.05%
Related e i ~ ~
Substances | #%Jit Impurity E <0.5% <0.05%
A S 5 b :
10% 05%
Unspecified Impurities e s
A% Total Impurities <0.75% 0.23%
F1e 4y Chlorides <300ppm <300ppm
4 42 | Heavy Metals <10ppm <10ppm
[“{ )2 Loss on Drying <0.5% 0.17%
fi B Ak, A 43 Sulphated Ash <0.1% <0.05%
oz Gy 1) Assay( Dried Substance) 98.0~102.0% 100.1%
it KAFF 6 Ph.Eur8.0 Fasif i
CONCLUSION CONFORM WITH Ph.Eur8.0 STANDARD
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fE 14 FAX: 86-0576/88827518
MANUFACTURER: ZHEJIANG JIUZHOU PHARMACEUTICAL CO., LTD.
ADDRESS: 99 WAISHAROAD, JIAQJIANG TAIZHOU CITY, ZHEJANG, 318000, CHINA



