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CERTIRCATE OEANALYSIS
i PRODUCT: 4 Dl Bezafibrate {5 CODENo.:  2051-0001
{it 5 BATCH No. 13101964 ¥rHE STANDARD EPT
25kg/kH drumx8 ,
{145 PACKAGE 4 7= H 3t} MAFG DATE 2013-10
5kg/4 drumx1
£U& QUANTITY 205kg %1% H ¥ RETEST DATE 2016-09
TEFR B Test $ARIIRK Requirement #5 3 Result
NEaEO g &tEmnA e
5010 Appearance White or Almost White i g@:ﬂtwflﬁﬁ; ®
Crystalline Powder e TS HTe OWCET
A. & Melting Point 181~185°C 183.5C
— Lxf o i — 2 5 B i — B
=2 | ) B. #LSMEHFEE IR Corresponding to Reference Corresponding to Reference
Identification Spectrum Spectrum
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C. WEQIHTLC Corresponding to Reference Corresponding to Reference
AL LI RE Clarity A%, Clear (SRef.Susp.1) | #fi%, Clear (<RefSusp.1)
Appearance of - e
Solution HU{L Color AR T AT, <BYs WA UG, <BYs
2% T Impurity A <0.5% 0.14%
#% % Impurity B <0.5% ND
s | 7R Impurity C <0.5% ND
[HPLC Z% 7% Impurity D <0.5% ND
Related =
Substances | Z/ii Impurity E <0.5% ND
BEGRIE <0.10% 0.07%
Unspecified Impurities
4% 5T Total Impurities <0.75% 0.27%
L% Chlorides <300ppm <300ppm
H 4B Heavy Metals <10ppm <10ppm
“F4 K & Loss on Drying <0.5% 0.12%
BiER {4 Sulphated Ash <0.1% <0.05%
B E (47T )Assay( Dried Substance) 98.0~102.0% 99.7%
#ig A4 Ph.Eur?.0 HRiEi s
CONCLUSION CONFORM WITH Ph.Eur7.0 STANDARD
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ADDRESS: 99 WAISHAROAD. JIAQJIANG TAIZHOU CITY,

4421 FAX: 86-0576/88827518
MANUFACTURER: ZHEJIANG JIUZHOU PHARMACEUTICAL CO., LTD.

ZHEJIANG, 318000, CHINA



