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NDA 50-585/S-054

Hoffman-La Roche Inc.
Attention: Margaret J. Jack
Program Director, DRA

340 Kingsland Street

Nutley, New Jersey 07110-1199

Dear Ms. Jack:

Please refer to your supplemental new drug application dated December 22, 2003, received December
24,2003, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act for Rocephin®
(ceftriaxone sodium) Injection. We note that this application is subject to the exemption provisions
contained in section 125(d)(2) of Title I of the FDA Modernization Act of 1997.

This supplemental application proposes to revise the ADVERSE REACTIONS section of the
package insert to include the adverse reactions of seizures and allergic pneumonitis.

We have completed our review of this supplemental new drug application. It is approved, effective on
the date of this letter, for use as recommended in the final printed labeling (FPL) submitted on
December 24, 2003.

If a letter communicating important information about this drug product (i.e., a "Dear Health Care
Professional" letter) is issued to physicians and others responsible for patient care, we request that you
submit a copy of the letter to this NDA 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 approved NDA set forth under
21 CFR 314.80 and 314.81.
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If you have any questions, call LT Raquel Peat, Regulatory Health Project Manager, at (301)

827-2125.
Sincerely,
{See appended electronic signature page)

Janice M. Soreth, M.D.

Director

Division of Anti-Infective Drug Products
Office of Drug Evaluation IV

Center for Drug Evaluation and Research

Enclosure: Labeling



This is arepresentation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.

Jani ce Soreth
3/ 29/ 04 03:32:27 PM



	N50585S054.pdf
	Go to Main TOC
	Go to Item TOC
	ROCEPHIN® FOR INJECTION PACKAGE INSERT
	DESCRIPTION:
	CLINICAL PHARMACOLOGY:
	TABLE 1. Ceftriaxone Plasma Concentrations After Single Dose Administrat\
ion
	TABLE 2. Urinary Concentrations of Ceftriaxone After Single Dose Adminis\
tration
	TABLE 3. Average Pharmacokinetic Parameters of Ceftriaxone in Pediatric \
Patients With Meningitis
	TABLE 4. Average Pharmacokinetic Parameters of Ceftriaxone in Humans
	Pharmacokinetics in the Middle Ear Fluid:
	Microbiology:
	Susceptibility Tests:
	Dilution Techniques:
	Diffusion Techniques:
	Anaerobic Techniques:


	INDICATIONS AND USAGE:
	LOWER RESPIRATORY TRACT INFECTIONS
	ACUTE BACTERIAL OTITIS MEDIA
	SKIN AND SKIN STRUCTURE INFECTIONS
	URINARY TRACT INFECTIONS
	UNCOMPLICATED GONORRHEA (cervical/urethral and rectal)
	PELVIC INFLAMMATORY DISEASE
	BACTERIAL SEPTICEMIA
	BONE AND JOINT INFECTIONS
	INTRA-ABDOMINAL INFECTIONS
	MENINGITIS
	SURGICAL PROPHYLAXIS:

	CONTRAINDICATIONS:
	WARNINGS:
	PRECAUTIONS:
	General:
	Carcinogenesis, Mutagenesis, Impairment of Fertility:
	Carcinogenesis:
	Mutagenesis:
	Impairment of Fertility:

	Pregnancy:
	Teratogenic Effects:
	Nonteratogenic Effects:

	Nursing Mothers:
	Pediatric Use:

	ADVERSE REACTIONS:
	LOCAL REACTIONS
	HYPERSENSITIVITY
	HEMATOLOGIC
	GASTROINTESTINAL
	HEPATIC
	RENAL
	CENTRAL NERVOUS SYSTEM
	GENITOURINARY
	MISCELLANEOUS

	OVERDOSAGE:
	DOSAGE AND ADMINISTRATION:
	ADULTS:
	PEDIATRIC PATIENTS:
	DIRECTIONS FOR USE:
	Intramuscular Administration:
	Intramuscular Convenience Kit:
	Intravenous Administration:

	COMPATIBILITY AND STABILITY:

	ANIMAL PHARMACOLOGY:
	HOW SUPPLIED:
	CLINICAL STUDIES:
	Clinical Trials in Pediatric Patients With Acute Bacterial Otitis Media

	REFERENCES:





