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ZHEJIANG EXCEL PHARMACEUTICAL CO.,LTD

Address: 9 Dazha Road, Huangyan Economic Development Zone, Taizhou, Zhejiang, China
Tol: +86 576 84160008 Fax: +86 576 84160000

PC: 318020

CERTIFICATE OF ANALYSIS

Product name: Gemfibrozil Date of Mfg.: 2019/09/08
PR BRI A7 FL A
Baich No.: CJF20190908-03 / Report Date: 2019/09/16
b5 1R EHE:
Batch Size: 625Kg Retest Date: 2022/09/07
e gl i
Quality Specification: USP42 Package: 25 Kg/drum
Subject Specification Result
| PriE ZR
Appearance White crystalline powder White crystalline powder
SR BEg R R HEL R K
i Practically insolubl in water; soluble in >
S?éf_[;ﬁ?gp alcohol,in methanoland in chlorofornt. %_LEI;@;
o JUFRETK, THTF 28, PR, -
A. The sample IR absorption spectrum Match with the RS [R absorption
should match the reference standard specirum.
AT SR 5 R A PR DL AL SR G S e B TR R G
[denlti‘]:lri]:a.ﬁon B. The retention time of the major peak of the | The retention time of the major peak of the
2l Sample sclution corresponds to that of the Sample solution corresponds to that of the
Standard solution . as obtained in the Assay Standard slution , as obtained in the Assay
FMEHTRGNRER MRS SN TR | HREl D nEan {54 05 TR
AT oA (R S D DT kS R AR R B )L
Water Not more than 0.25 % 0.01%
e <0.25% T
Related compound A Not more than 0.10 % o
IR A <0.10 % 00
Related : 2
Any other impurity Not more than 0.08 % 0
compounds o B 86 A 21 PR - = <0.01%
s |t i:.lilik-g’ A IRIR _ \o.(is /aO 5
Total impurities ot more than 0.5 %
AR <05 % .
. Tetrahydrofuran Not more than 720 ppm
ng‘;g;;l DY Sk <720 ppm <LOD@pp
PR B VA Ethyl formate Not more than 5000 ppm
I FER Z.BE <5000 ppm Com
Assa), on anhydrous basis & 4 6
B Ik ﬁh:l g‘r 98.0 %~102.0 % 100.1%
IR ST 2t 80 % < 100 microns HEME
- ~Particlesize _ = s 100 % < 600 microns Comply
Conclusion: - Up 1o the standard. ~ )
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