
CENTER FOR DRUG EVALUATION AND RESEARCH

Apnroval Package for:

APPLICA TI0NNUMBER:

19-386/8017

v Trade Name: BreVibloc Injection 2500mg/ML and 160mg/ lOmL

' . Generic Name: Esmolol Hydrochloride

Sponsor: Baxter Pharmaceutical Products Inc.

Approval Date: January 26, 2001

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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5': ‘6 DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service Va C ' '‘l': 

Food and Drug Administration
Rockville MD 20857

NDA 19-386/8-017

Baxter Pharmaceutical Products Inc.

Attention: Priya Jambhekar

95 Spring Street a
New Providence, NJ 07974

Dear Ms. Jambhekar:

Please refer to‘ your supplemental new drug application dated July 28, 2000, received July 31, 2000,
submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act for Brevibloc (esmOlol

HCl) Injection, 2500 mg/10 mLand 100 mg/lOmL.

This "Changes Being Effected in 30 days" supplemental new drug application provides for revised
HPLC methods for assay and impurities in the drug substance and drug product.

We have completed the review of this supplemental application, and it is approved. Please note that

the proposed Specification-limit of :——- for the degradation product, . is unacceptably high. .

Please refer to our ‘Approvable’ letter ofDecember 29, 2000 for NDA 19-386/S-018 and tighten the
acceptance criterion for. in the drug product specifications. '

 

 

In order to facilitate validation of the regulatory methods please submit a complete methods validation
package. At the present time, it is the policy of the Center not to withhold approval because the _ g

' methods are being validated. Nevertheless, we expect your continued Cooperation to'resolve any
problems that may be identified.

We remind you that you must comply with the requirements for an approved NDA set forth under
21 CFR 314.80 and 314.81. -

Ifyou have any questions, call Zelda McDonald, Regulatory Health. Project Manager, at (301) 2
594-5333. -- - ' ‘ '

Sincerely,

{See appended electronic signature page}

Kasturi Srinivasachar, Ph.D.

Chemistry Team Leader, DNDC I for the

Division ofCardio-Renal Drug Products, (RFD-110)

DNDC 1, Office ofNew Drug Chemistry

- . Center for Drug Evaluation and Research
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Kasturi Srinivaséchar
1/26/01 04:19:05 PM
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