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CENTER FOR DRUG EVALUATION AND RESEARCH

Approval Package for:

Application Number: NDA 50-443/S-026

Trade Name: BLENOXANE 15 & 30 UNIT VIALS

neric Name: rile Bleomyvcin Sulfate, USP

Sponsor: Bristol-Myers Squibb

Approval Date: September 30, 1996
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NDA 50-443/S-026

Bristol-Myers Squibb
P.O. Box 4000
Princeton, NJ 08543-4000

Attention: William J. Regan .
Director, CMC for Markated Products

Dear Mr. Regan:

Reference is made to vour supplemental new drug apolicatior
dated March 28, 1996 pursuant to section 507 of the Federa
Food, Drug and Cosmetic Act for.Blenoxane® (Sterile anomyc-“
sulfate, USP), 15 unit and 30 unit vials.

3

he supplemental application provides for
as an alternate site to periorm the depresscr
substances test on the fillecd drug product.

}Wo have como eted our revisw cf this sunp ement and it is
gpproved, ective as of the date of this letter.

We remind you that you must comply with the requirements for
an apprcved NDA set forth under 21 CFR 314.80 and 314.87.

Sincerely vycurs, N\

S 9-39- 94

Rebecca H. Wocd, Ph.D.

Chemistry Team Leader, DNDC I
Division of Onceclogy Drug Products (HFE-150)

Office of Drug Evaluation I
Center for Drug Evaluation and Research
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DA 50-443/S-026

cc:
Orig. NDA 20-035
Div File/HFD-150
HFD-150/RHWood
HFD-150/YAHsieh
-HFD-150/DSpillman
HFD-358/JCook

\PPROVAL
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CHEMISTRY REVIEW(S)
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1. IZATION 2. NDA NUM3ER

== m T J - CRCAN
CEZMIST'S REVIEW ©TD-150 DODD 50-243

3MT 2ND ACDRESS OF APSLICANT (Cisy and Staca) 4. AF NUM3IR

Bristol—Myers Squibb
D O‘ Box 4000
nceton, NJ 08543-4000 - S. SUPPLIMENT (S}

T~3

A:ten;*on William Regan . NUMBER(S) DATZS(S:

T2l: (609)-252-4732
6. JE CF DRUG o 7. NONPROPRIETARY NAME SCM-026 28-Mar-96
- Blenoxane Sterile Bleomycwn '

' Sulfate, USP N

9. SUDPLIMENT PROVIDES rOR: 9. AMENDMENTS DATZES

Change of depressor substances test site
iC. "‘-‘?.“.ACCLOU;CE" Cn"""ORY_ _ - L 1L. SCW DISPINSII 12. RELATID IND/NDA/IMT

Eio)
RX Z oTC

16. RECORDS AND REDCHTS
CURREMT YES___ NO_____
RIVIZWED  YI3 NG

#+HFD=150/Div.~File
ZTD-150/RWood
HFr—’SO/YAHs*eh
EFD-150/DSpiliman S

2/D Init. by: @4 §-257¢

CINCLUSICN3 AND RECCMMENDATICNS

a.

Zrovroval is recommenced per attached draft letter.
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