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{Q DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
u ; S
g Food and Drug Administration

Rockville MD 20857

NDA 12-301/S-023

ICN Pharmaceuticals, Inc.

Attention: Edward F. Smith 111, Ph.D.
Director, Corporate Regulatory Affairs
ICN Plaza— 3300 Hyland Ave.
CostaMesa, CA 92626

Dear Dr. Smith:

Please refer to your supplemental new drug application dated January 18, 1994, submitted under section 505(b)
of the Federd Food, Drug, and Cosmetic Act for Librium (chlordiazepoxide hydrochloride) Injection.

This supplement provides for revisons to the WARNINGS-M anagement of Over dosage section of labding
to include the use of flumazenil for the complete or partiad reversd of the sedative effects due to suspected
benzodiazepine overdose as requested in an Agency letter dated January 28, 1993.

We have completed the review of this supplementa application, and have concluded that adequate information has
been presented to demondrate that the drug product is safe and effective for use as recommended in the submitted
fina printed labeling (package insert submitted January 28, 1993/Label Code 13-02-76245-0693), which
incorporates dl of the revisons listed above. Accordingly, this supplementd application is approved effective on
the date of thisletter.

Labeling changes of the kind which you have proposed are permitted by section 314.70(c) of the regulationsto
be indtituted prior to gpprova of the supplement. It is understood that the changes, described in the above NDA
supplement, have been made.

If aletter communicating important information about this drug product (i.e., a"Dear Hedth Care Practitioner”
letter) isissued to physicians and others respongible for patient care, we request that you submit a copy of the letter
to thisNDA and a copy to the following address:.

MEDWATCH, HF-2
FDA

5600 Fishers Lane
Rockville, MD 20857

We remind you that you must comply with the requirements for an goproved NDA st forth under 21 CFR 314.80
and 314.81.
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If you have any questions, call Mr. Paul David, R.Ph., Senior Regulatory Project Manager, at (301) 594-5530.
Sincerdy,
{See appended el ectronic signature page}

Russ| Katz, M.D.

Director

Divison of Neuropharmacologica Drug Products
Office of Drug Evauation |

Center for Drug Evaluation and Research
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