Food and Drug Administration
Silver Spring MD 20993

NDA 018240/S-031
SUPPLEMENT APPROVAL

AstraZeneca

Attention: lan Wogan
Director, Regulatory Affairs
1800 Concord Pike

PO Box 8355

Wilmington, DE 19803-8533

Dear Mr. Wogan:

Please refer to your Supplemental New Drug Application (SNDA) dated and received July 20,
2011, submitted under section 505(b)(1) of the Federal Food, Drug, and Cosmetic Act (FDCA)
for Tenormin (atenolol) 25 mg, 50 mg, and 100 mg Tablets.

This “Changes Being Effected” supplemental new drug application provides for the following
changes:

1. Under WARNINGS, Major Surgery, the section was revised from:

Anesthesia and Major Surgery

It is not advisable to withdraw beta-adrenoreceptor blocking drugs prior to
surgery in the majority of patients. However, care should be taken when using
anesthetic agents such as those which may depress the myocardium. Vagal
dominance, if it occurs, may be corrected with atropine (1-2 mg V).

TENORMIN, like other beta blockers, is a competitive inhibitor of beta-receptor
agonists and its effects on the heart can be reversed by administration of such
agents: eg, dobutamine or isoproterenol with caution.

To:

Major Surgery

Chronically administered beta-blocking therapy should not be routinely
withdrawn prior to major surgery; however, the impaired ability of the heart to
respond to reflex adrenergic stimuli may augment the risks of general anesthesia

and surgical procedures.

2. The revision date and version number were updated.
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We have completed our review of this supplemental application and it is approved, effective on
the date of this letter, for use as recommended in the enclosed, agreed-upon labeling text.

PROMOTIONAL MATERIALS

You may request advisory comments on proposed introductory advertising and promotional
labeling. To do so, submit the following, in triplicate, (1) a cover letter requesting advisory
comments, (2) the proposed materials in draft or mock-up form with annotated references, and
(3) the package insert(s) to:

Food and Drug Administration

Center for Drug Evaluation and Research

Division of Drug Marketing, Advertising, and Communications
5901-B Ammendale Road

Beltsville, MD 20705-1266

You must submit final promotional materials and package insert(s), accompanied by a Form
FDA 2253, at the time of initial dissemination or publication [21 CFR 314.81(b)(3)(i)]. Form
FDA 2253 is available at http://www.fda.gov/opacom/morechoices/fdaforms/cder.html;
instructions are provided on page 2 of the form. For more information about submission of
promotional materials to the Division of Drug Marketing, Advertising, and Communications
(DDMAC), see http://www.fda.gov/AboutFDA/CentersOffices/ CDER/ucm090142.htm.

All promotional materials that include representations about your drug product must be promptly
revised to be consistent with the labeling changes approved in this supplement, including any
new safety information [21 CFR 314.70(a)(4)]. The revisions in your promotional materials
should include prominent disclosure of the important new safety information that appears in the
revised package labeling. Within 7 days of receipt of this letter, submit your statement of intent
to comply with 21 CFR 314.70(a)(4) to the address above or by fax to 301-847-8444.

REPORTING REQUIREMENTS

We remind you that you must comply with reporting requirements for an approved NDA
(21 CFR 314.80 and 314.81).

If you have any questions, please call:

Michael Monteleone
Regulatory Project Manager
(301) 796-1952
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ENCLOSURE(S):
Content of Labeling

Reference ID: 3001231

Sincerely,
{See appended electronic signature page}

Mary Ross Southworth, Pharm. D.

Deputy Director for Safety

Division of Cardiovascular and Renal Products
Office of Drug Evaluation |

Center for Drug Evaluation and Research



This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.

MARY R SOUTHWORTH
08/17/2011
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