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WeiShi Reagent Hubei Weishi Reagent Group Co.,Ltd
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Product Name Epirubicin hydrochloride
7= AR aitts e B e
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Test Items Standard Test Results
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. Orange-red crystalline powder,no visible evidence )
Characteristics . i Complies
of contamination by foreign matter.
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Identification Complies Complies

AT [ I 22
W 4.0-5.5 G %JL.,XE
PH Complies

VAN S I 2
K43 <40% e %JLXE
Water Complies

2% J5i A Impurity A<1.0%
2% B Impurity B<0.5%
Z& i C Impurity C<1.0%

\ EFiDI ity D<<0.5% e s
e ) oD 2 MPUITY 0 T PlE
Related substances A% E Impurity E0.5% Complies

¢ Z& 5T F Impurity F<1.0% P

& G Impurity G<1.0%
ATAr] HAh 2% i Any other impurity <<0.5%
& 2% Total impurity <3.0%
B Acetone< 15000ppm
/.1 Ethanol<<5000ppm

aeeResnl L% .18 Ethyl acetate<<5000ppm FFE HLE

Residual solvents F I Methanol <<3000ppm Complies
—F H %t Methylene Chloride<<500ppm
S5 B 71 Total Residual Solvents<<20000ppm
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WeiShi Reagent Hubei Weishi Reagent Group Co.,Ltd

A~ EL
F —~ 0 3 [4)
Assay (CoHuCINOL) 97.0~102.0%  (JG7K#)1t,0n anhydrous) 99.3%
2w A HRFE USP hnife
Conclusion Complies with USP standard
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Storage Preserve in tight containers and store in a dry place
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