
Authority Doxorubicin Epirubicin Idarubicin Nelarabine Valrubicin Pirarubicin

US FDA
US DMF

Status “Active”
US DMF

Status “Active”
US DMF

Status “Active”
US DMF

Status “Active”
US DMF

Status “Active”
Did not apply for

EDQM CEP CEP Did not apply for Did not apply for Did not apply for Did not apply for

Local EU Competent 
Authority Did not apply for Did not apply for

AT, BE, CY, CZ , EE, FR, DE, DK, FI, 
IT, MT, ES, RO, PL, NL, SE, PT, UK, 

NO, SI
Did not apply for Did not apply for Did not apply for

CDE (China)
C-DMF

Status “Active”
C-DMF

Status “Active”
C-DMF

Status “Active”
Did not apply for Did not apply for C-DMF submitted in April 2025 -

under review

CDSCO (India)
Approved Approved Did not apply for Did not apply for Did not apply for Did not apply for

ANVISA Brazil
CADIFA

DIFA submitted in Nov 2025 -
under review

Did not apply for Did not apply for Did not apply for Did not apply for

TFDA (Taiwan) Approved Approved Did not apply for Did not apply for Did not apply for Did not apply for

MFDS (South Korea) Registered Did not apply for Registered Did not apply for Did not apply for Did not apply for

PMDA (Japan) J-MF
Registered

J-MF
Registered

Did not apply for
Did not apply for Did not apply for Did not apply for

Commercially available products and registration
Status as of March 2026



Commercially available products and registration
Status as of March 2026

# Product Class CAS Number HS Code
Therapeutic 

Area 
General 

CTD 
US DMF GDUFA CEP EU DMF JP  DMF C-DMF T-DMF K-DMF CADIFA

1 DOXORUBICIN HCI Anthracycline 25316-40-9 2941.90.00 Oncology Available ✓ ✓ ✓ ✓ ✓ ✓ ✓ ✓

2 EPIRUBICIN HCI Anthracycline 56390-09-1 2941.90.00 Oncology Available ✓ ✓ ✓ ✓ ✓ ✓

3 IDARUBICIN HCI Anthracycline 57852-57-0 2941.90.00 Oncology Available ✓ ✓ ✓ ✓ ✓

4 VALRUBICIN Anthracycline 56124-62-0 2941.90.00 Oncology Available ✓ ✓

5 NELARABINE Nucleoside 121032-29-9 2934.99.90 Oncology Available ✓ ✓

6 PIRARUBICIN Anthracycline 72496-41-4 2941.90.00 Oncology Available
Market 

authorization 
in progress
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