
CERTIFICATE   OF   ANALYSIS

EPIRUBICIN HCL

ITEMS SPECIFICATIONS 
DESCRIPTION ORANGE-RED CRYSTALLINE POWDER 

A�HPLC 
B�UV

IDENTIFICATION C�IR
PH 4.0-5.5 

DOXORUBICINONE: NMT 1.0%(IMP.A) 
DOXORUBICIN HYDROCHLORIDE: NMT 
1.0%(IMP.C)
SINGLE UNKNOWN IMPURITY: NMT 0.5% 

RELATED
SUBSTANCES 
(HPLC) TOTAL IMPURITIES: NMT 2.0% 
ACETONE 1.5% W/W 
WATER NMT 4.0% W/W 
ASSAY (HPLC) 97~102% 

CONCLUSION: 
THE RESULTS CONFORM TO THE STANDARD OF 
EP2002.


