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NDA 022501 (Lo Loestrin Fe)
Labeling Review

NDA 022501 Labeling Review
Memo to File

The labeling, as submitted by the Sponsor on October 19, 2010, is acceptable to the
Division.

Ronald J. Orleans, M.D.
Medical Officer
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This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.

RONALD J ORLEANS
10/21/2010

LISA M SOULE
10/21/2010
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- SEALD LABELING: FINAL SIGN-OFF REVIEW -

APPLICATION NUMBER NDA 22-501

APPLICANT Warner Chilcott, Inc.

DRUG NAME Lo Loestrin Fe (norethindrone acetate and ethinyl estradiol
tablets, ethinyl estradiol tablets, and ferrous fumarate
tablets)

SUBMISSION DATE April 20, 2010

PDUFA DATE October 21, 2010

SEALD REVIEW DATE October 19, 2010

OND ASSOCIATE DIRECTOR | Ann Marie Trentacosti for Laurie Burke

FOR LABELING OR DESIGNEE

This review confirms that the final draft labeling meets the minimum requirements of 21
CFR 201.56 and 201.57 and related CDER labeling policies.
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This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.

ANN M TRENTACOSTI
10/19/2010
Signing for Laurie Burke

DOCKET

A R M Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

Nsights

Real-Time Litigation Alerts

g Keep your litigation team up-to-date with real-time
alerts and advanced team management tools built for
the enterprise, all while greatly reducing PACER spend.

Our comprehensive service means we can handle Federal,
State, and Administrative courts across the country.

Advanced Docket Research

With over 230 million records, Docket Alarm’s cloud-native
O docket research platform finds what other services can't.
‘ Coverage includes Federal, State, plus PTAB, TTAB, ITC
and NLRB decisions, all in one place.

Identify arguments that have been successful in the past
with full text, pinpoint searching. Link to case law cited
within any court document via Fastcase.

Analytics At Your Fingertips

° Learn what happened the last time a particular judge,

/ . o
Py ,0‘ opposing counsel or company faced cases similar to yours.

o ®
Advanced out-of-the-box PTAB and TTAB analytics are
always at your fingertips.

-xplore Litigation

Docket Alarm provides insights to develop a more
informed litigation strategy and the peace of mind of

knowing you're on top of things.

API

Docket Alarm offers a powerful API
(application programming inter-
face) to developers that want to
integrate case filings into their apps.

LAW FIRMS

Build custom dashboards for your
attorneys and clients with live data
direct from the court.

Automate many repetitive legal
tasks like conflict checks, document
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks
for companies and debtors.

E-DISCOVERY AND

LEGAL VENDORS

Sync your system to PACER to
automate legal marketing.

WHAT WILL YOU BUILD? @ sales@docketalarm.com 1-866-77-FASTCASE




