
CENTER FOR DRUG EVALUATION AND RESEARCH

Am;roval Package for:

APPLICA TI0N NUMBER:

19-386/S005

Trade Name: 'Brevibloc

Generic Name: _ Esmolol hydrochloride in sodium chloride

Sponsor: Baxter Healthcare Corporation

Approval Date: May 26, 1989

Indications: - Short—Term control of heart rate in patients

- with abnormally fast heart rhythms such as

artrial fibrillation, atrial flutter or sinus

. tachycardia.
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MAX 2 6 I989

nan 19-386/S~065

DuPont Criticni Gare

Attengion: Jenn H. waterman
1688 Bankagan Road
Hankegan . IL 68985

- Dear Hr. Waterman:

Piease refer fie yaur June 8, 1988 supp1eménta1 new drug anp1icatian submitted '
under saetfan 865(h)(1§ ef the Federal Food. Drug, and fiahmetic Act for
_Brev1blac figmmnlo1 hydraehlnride) Injectian. -

The suppaamufitai unplieatien provides for —————————-————; as alternate
manufficturar of esmaTni hydreahloride.

He hage.eemnfleted the review of'this supplemennal applicatfan nan 1t 1;

agprnued‘ Bur Ietter of Daeambar 31, 1986 neta1}ed the cendfnflans relating to
t-e appreval ef-thfis appfliention.

He reminé fan that yen must cnmply with the requirements fur an approved NBA
set fibrtfi under 21 EFR 314g86 and 314.81.

sincereiy years.

fyv/ s /j/6/I’°z
Robert J. Hothrs. Ph.b.
Supervisory Chemist

cc, affine of Drug Evaluation 1 .

.fl. «1nn¢~ Center for Drug Evaluation gnd Rasearch
HFD1E10

HFn-IIO/cso
HFD—Efl/DBIR

urn-Ina
HFD-232 (with labeling) '
HFD-730 - _ rank.
HFD-l 1 fl/DCunni ngham/S [1 7/89 07690'w’a‘8’6’
sh/5f18/89/1183h

R/D initzRHolter525/12/89

APPRean
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