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CERTIFICATE OF ANALYSIS
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Kono Chem Co., Ltd

77 i 44 %% Product name

KETOCONAZOLE i g

fit = Batch No. 20021201 77 H ¥ MFG. DATE 2020.2.12
K8 H # Release Date 2020.2.13 A BM% Exp. Date 2022.2.11
Quantity 200 K Quality standard Enterprise standard
HE 9 KT ik H USP38
Tests Specifications Results
o515 H FRAERLE g 45
Appearance Off-white to white powder White powder
S EJSRGENEREER i N HER R
1 Chemical identification Conforms
Identification = 31 Fra e
]| 2 Infrared spectrometry Conforms
AR fra e
Freely soluble in methylene chloride
Solubility Soluble in methanol,Sparingly soluble in Conforms
R ehtanol,Practiaclly insoluble in water. PPN
il ST A, TR, TECRETRE, WRIET a
Ko
Melting Point(C) 148152 1481
i i 8~15 8~150
Specific rotation (° ) ot 0.03
-1~+ -0.
P
Loss ondrying(% w/w)
° <05 0.19
T2k
Residue on ignition(% w/w)
. <0.1 0.03
K ekt
Conforms
Heavy Metals(% <0.002 . .
y (%) FFERE
The principal spot obtained from the Test solution
has about the same size and RF value as that
obtained from the standard solution,and the sum of
Chromatographic purity by TLC the intensities of any secondary spots obtained from Conforms
titkaifE (TLC) the Test solution does not exceed the intensity of the T EME
principal spot obtained from the Diluted standard
solution.
R E
Assay(%) It content not less than 98.0 and not more than
e 102.0 on dried basis. 99.87
R 98.0~102.0
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Methanol <3000ppm Conforms
FH it FEME
Acetone <5000ppm Conforms
Residual solvents L FEME
s Methyl Chloride <600ppm Conforms
e . s O o
PR P e
Ethyl Acetate <5000ppm Conforms
i P e
Toluene <900ppm Conforms
S FramE
Conclusion The results conform to the USP38 standard.
gt A aE RS USP38 brifk
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