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Certificate of analysis

4 HREZFILE W4 Doxorubicin Hydrochloride
CAS 25316-40-9 ik 0K20230823G
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Orange-red or red crystalline
Appearance .. . Conforms
powder; No visible evidencesof
contamination by foreign matter
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Solubilit Soluble in water-and methanol; Confortis
v slightly soluble in ethanol;
practically insoluble in acetone.
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. . IR spectrum corresponds to the IR
Identification A Conforms
spectrum of the reference standard
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The retention time of the
FRiRB doxorubicin peak in. the s
Identification B chromatogram of the Assay Conforms
preparation corresponds to that in
the’ chromatogram of the Standard
preparation, as obtained in the
Assay.
i 4.0 to 5.5 5.2
pH
TKE Agit4. 0% L s
Water Content Not More Than 4.0% R
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Related Substances
AT 2% 5 ANHEEL0. 5% 0. 20
Any Impurity Not More Than 0.5% nen
SR BT, 0% 0. 350
Total Impurities Not More Than 1.0% SRR
8. 0% 102. 0%FIC27H30CINO1T, BATGI/K
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A > 98.0% to 102.0% of 101. 0%
ssay C27H30CINOLlcalculated on the
anhydrous, solvent—free basis
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Residual Solvents
e Aigido. 5% 0
Acetone Not More Than 0.5% 0. 026%
Ll ANt 1. 0% .
. %
Ethanol Not More Than 1. 0% 0. 1726%
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B A0, 3%
methanol Not More Than 0. 3% 0. 0068%
T Aigid0. 06% A
Dichloromethane Not More Than 0. 06% Not detected
&Zie FFEUSP 393058
Conclusion To be complied with USP 39 specifications
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