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Drug:
Trade name: Ovcon 35 —_
Generic name (list alphabetically): ethinyl estradiol and norethindrone
Code name:
Chemical name:
CAS registry number:

Mole file number:

Molecular formula/molecular weight:

Structure: :
Relevant INDs/NDAs/DMFs: NDA 17-761
Drug class: estrogen/progestin

Indication: contraception

Clinical formulation: norethindrone, ethinyl estradiol, sucralose, spearmint flavor, maltodextrin,
povidone, sodium starch glycolate, corn starch, magnesium stearate, dibasic calcium phosphate, lactose.

Route of administration: oral
Proposed use: contraception
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Executive Summary

Recommendations

A.

B.

C.

Recommendation on Approvability: Ovcon 35 i is approvable from the standpoint of
Pharmacology

Recommendation for Nonclinical Studies: none

Recommendations on Labeling: none

Summary of Nonclinical Findings

A. Brief Overview of Nonclinical Findings: Warner Chilcott currently has an approved NDA
17-716 for norethindrone (0.4 mg) and ethinyl estradiol (0.035 mg) 28 day regimen. The
current NDA is for the identical duration and doses in a chewable tablet. There are no new
toxicology data and none are needed. There are three new inactive ingredients. Sucralose,
NF a food additive permitted for direct addition to food for human consumption (21 CFR
172.831) spearmint flavor and maltodextrin are substances generally recogmzed as safe (21
CFR 182.10 and 21 CFR 184.1444, respectively).

B. Pharmacologic Activity: contraceptive

C. Nonclinical Safety Issues Relevant to Clinical Use: none
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