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CERTIFICATE OF ANALYSIS
Product name: Gemfibrozil Date of Mfg.: 2023/11/16
TERERR: HIEFF Al =F G
Batch No.: CJF202311279-02 Report Date: 2023/11/27
#5: & H#:
Batch Size: 750 kg Retest Date: 2026/11/15
A I HA:
Quality Specification: USP Package: 25 kg/drum
JRE R« I
Subject Specification Result
A P &R
Appearance White crystalline powder White crystalline powder
S SRR IS BHELaMh K
A. The sample IR absorption A. Match with the RS IR
spectrum should match the absorption spectrum.
reference standard LA 5 % R R R 3 T
AL AN RS T xR R DT AR At
Identification B. The retention time of the major peak | B. The retention time of the major
%5 of the Sample solution corresponds to peak of the Sample solution
that of the Standard solution , as corresponds to that of the Standard
obtained in the Assay solution , as obtained in the Assay
ﬁé‘u“ﬂ&}fﬁ*ﬂéﬂ‘]ﬁ%wfﬁ]ﬁ‘éﬁ% #&%i&*zﬂéﬂﬁﬁﬁﬁl‘ﬂf—ﬁﬁﬁ
TR AR Ve R BB IDICAS | T Ao v 2 e 3 B B (D D A
Water Not more than 0.25 %
K4y <0.25% s
Related compound A Not more than 0.10 % oS
#F A <0.10 % il
Related | Any other individual Not more than 0.08 % ;
compounds impurity <0.08 % 0.02 %
MR HEBKBNRE '
Total impurities Not more than 0.5 % 0.05 %
BT <0.5% o
) Tetrahydrofuran Not more than 720 ppm
oo LECSE <720 ppm SLORED
v Ethyl formate Not more than 5000 ppm
|
e YA <5000 ppm e
Assay, on anhydrous basis . . "
a8, UTKWHE 98.0 %~102.0 % 98.8 %
Conclusion:  Up to the standard.
&5 w: A




