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Food and Drug Administration
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NDA 201-743 TENTATIVE APPROVAL

Sandoz Inc.

Attention: Alison Sherwood

Manager, Regulatory Affairs
2555 W. Midway Blvd.

P.O. Box 446

Broomfield, CO 80038-0446

Dear Ms. Sherwood:

Please refer to your New Drug Application (NDA) dated April 13, 2010, received April 14,
2010, submitted pursuant to section 505(b)(2) of the Federal Food, Drug, and Cosmetic Act for
Argatroban Injection (in Dextrose).

We acknowledge receipt of your amendments dated April 30, 2010, May 27, 2010,
June 28, 2010, July 12, 2010, September 20, 2010, October 12, 2010, November 19, 2010 and
January 12, 2011.

This NDA provides for the use of Argatroban Injection for prophylaxis or treatment of
thrombosis in adult patients with heparin-induced thrombocytopenia (HIT) and as an
anticoagulant in adult patients with or at risk for HIT undergoing percutaneous coronary
intervention (PCI).

We have completed our review of this application, as amended. It istentatively approved under
21 CFR 314.105 for use as recommended in the agreed-upon enclosed |abeling (text for the
package insert, and carton and immediate container labels). This determination is based upon
information available to the Agency at thistime, [i.e., information in your application and the
status of current good manufacturing practices (cGMPs) of the facilities used in the manufacture
and testing of the drug product] This determination is subject to change on the basis of any new
information that may come to our attention.

The listed reference drug product upon which you based your application is subject to a period of
exclusivity protection and therefore final approval of your application under section 505(c)(3) of
the Act [21 U.S.C. 355(c)(3)] may not be made effective until the period has expired.

Two or six months prior to the expiration of the exclusivity protection, as appropriate, submit an
amendment to this application identifying changes, if any, in the conditions under which your
product was tentatively approved. Any changes to in the conditions outlined in this NDA require
our review before final approval and the goal date for our review will be set accordingly. Y our
amendment should include updated labeling, chemistry, manufacturing and controls data, and a
safety update.
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Before we issue afinal approval letter, this NDA isnot deemed approved. If you believe that
there are grounds for issuing the final approval |etter before the expiration of the exclusivity
protection, you should amend your application accordingly.

Please note that this drug product may not be marketed in the United States without final agency
approval under Section 505 of the Act. The introduction or delivery for introduction into
interstate commerce of this drug product before the final approval date is prohibited under
Section 501 of the Act and 21 U.S.C. 331(d).

If you have any questions, call Ebla Ali Ibrahim, Regulatory Health Project Manager, at
(301) 796-3691.

Sincerely,
{See appended €lectronic signature page}

Ann Farrell, M.D.

Acting Division Director

Division of Hematology Products

Office of Oncology Drug Products
Center for Drug Evaluation and Research

ENCLOSURE(S):
Content of Labeling
Carton and Container Labeling

23 Page(spf Draft LabelinghavebeenWithheldin Full asb4 (CCI/TS)immediately
following this page
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