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Approval Package for:

APPLICATION NUMBER:
ANDA 077414/5-008

Name: Desmopressin Acetate Tablets
Sponsor: Apotex Corporation

Approval Date: March 7, 2006

Indication: Antidiuretic replacement therapy in the
management of central diabetes insipidus
and for the management of the temporary
polyuria and polydipsia following head
trauma or surgery in the pituitary region.
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ANDA 077414/S-007 and S-008

Changes Being Effected in 30 Days
APPROVAL

Apotex Corp.

U.S. Agent for Apotex Inc.
2400 North Commerce Parkway
Suite 400

Weston, FL 33326

Attention: Kiran Krishnan
VP of US Regulatory Affairs

Dear Sir:

Please refer to your Supplemental Abbreviated New Drug Applications (sANDAs) dated
November 28, 2008, received November 28, 2008, submitted under section 505(j) of the Federal
Food, Drug, and Cosmetic Act, regarding your abbreviated new drug application (ANDA) for
Desmopressin Acetate Tablets, 0.1 mg and 0.2 mg.

The supplemental ANDAs, submitted as “Changes Being Effected in 30 Days,” provides for:

S-007: 1. Removal of lower limit for the water content in the drug substance (change
from @ {ue to a confirmation that the physical
form of the drug substance 1s the i

2. Claim USP grade for the drug substance.
S-008: Corresponding labeling changes.
We have completed our review of these SANDAs, and they are approved.

We remind you that you must comply with the requirements for the approved ANDA described
in 21 CFR 314.80-81.

The Generic Drug User Fee Amendments of 2012 (GDUFA) (Public Law 112-144, Title III)
established certain provisions with respect to self-identification of facilities and payment of
annual facility fees. Your ANDA identifies at least one facility that is subject to the self-
identification requirement and payment of an annual facility fee. Self-identification must occur
by June 1 of each year for the next fiscal year. Facility fees must be paid each year by the date
specified in the Federal Register notice announcing facility fee amounts. All finished dosage



forms (FDFs) or active pharmaceutical ingredients (APIs) manufactured in a facility that has not
met its obligations to self-identify or to pay fees when they are due will be deemed misbranded.
This means that it will be a violation of federal law to ship these products in interstate commerce
or to import them into the United States. Such violations can result in prosecution of those
responsible, injunctions, or seizures of misbranded products. Products misbranded because of
failure to self-identify or pay facility fees are subject to being denied entry into the United
States.

The material submitted is being retained in our files.

Sincerely yours,

William P. e . Boviment oveEHS, ou=FOA,
ou=People, 0.9.2342.19200300.100.1.1=1300043242,

Rickman -S e B3 o 050

For Carol A. Holquist, RPh

Acting Deputy Director

Office of Regulatory Operations

Office of Generic Drugs

Center for Drug Evaluation and Research
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REVIEW OF PROFESSIONAL LABELING # 1
SUPPLEMENT- CBE
EDR- FPL
DATE OF REVIEW: 2/4/09
ANDA #:77-414/SL-008, combined with SC-007
NAME OF FIRM: Apotex Pharmaceuticals

NAME OF DRUG: Desmopressin Acetate Tab 0.1 mg and 0.2 mg

DATE OF SUBMISSION: 28 NOV 2008
COMMENTS:

1. EXTENDED CONTAINER LABELS: 0.1 mg and 0.2 mg in 30s, 100s, and 1000s - Satisfactory in
FPL as of the Nov. 28, 2008 submission.

\\Cdsesubl1\evsprod\ANDAQ77414\0003\m1\us\114-labeling\final-labeling\final-package-insert-package-
inserts

RECOMMENDATIONS: The extended label format for each of the package sizes is satisfactory for
approval.

NOTE TO CHEMIST: Labels are satisfactory for approval.
FOR THE RECORD:

1. The supplement provides for a change in the drug substance from a ®@
molecular weight.

cc: ANDA 77-414/S-008
Dup/Division File
HFD-613/APayne/JGrace (no cc:)
V:\FIRMSAM\apotexX\LTRS&REV\77414s008apldfslabreview.doc
Review
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