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TELECOPIER MESSAGE
MERCK RESEARCH LABORATORIES
REGULATORY AFFAIRS - DOMESTIC
FIVE SENTRY PARKWAY EAST, BLUE BELL, PA 19422
TO: Margaret Simoneau, R.Ph. PHONE: (301)827-6411
LOCATION: HFD-510, Room 14B-04 FAX: (301) 443-9282
FROM: Michael C. Elia, PhD, DABT PHONE: (484) 344-3180
(formerly §10-397-3180)
LOCATION: BL A-20 FAX: (484) 344-2516
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CONFIDENTIALITY NOTE: This fax contains confidential information belonging to Merck & Co., Inc.
If you are not the intended recipient, any disclosure, copying of use of this fax is strictly prohibited,
and you should immediately notify the sender to arrange for return of the documents.
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Food and Drug Administration
Center for Drug Evaluation and Research

I Office of Drug Evaluation 11

FACSIMILE TRANSMITTAL SHEET

DATE: August 16, 2001

To: Michael Elia, Ph.D., DABT From: Margaret Simoneau

Company: Merck & Co., Inc. Division of Division of Metabolic and
Endocrine Drug Products

Fax number: 484-344-2516 Fax number: (301) 443-9282

Phone number: 484-344-3180 Phone number: (30]1) 827-6411

Subject: NDA 19-766/5-052 Labeling Comments

Total no. of pages including cover: 3

Comments:

Document to be mailed: QYES MINO

THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED
AND MAY CONTAIN INFORMATION THAT 1S PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM
DISCLOSURE UNDER APPLICABLE LAW.

If you are not the addressee, or a person authorized to deliver this document to the addressee, you
are hereby notified that any review, disclosure, dissemination, copying, or other action based on the
content of this communication is not authorized. If you have received this document in error, please
notify us immediately by telephone at (301) 827-6430. Thank you.
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NDA 19-766/5-052

Zocor (Simvastatin) tablets

Merck & Co., Inc.

Submission date: November 30, 2000

Labeling comments to be incorporated under the CLINICAL PHARMACOLOGY section of the Zocor
package insert:

"Epidemiological studies have established that elevated plasma levels of total-C, LDL-C and
Apo B promote human atherosclerosis and are risk factors for developing CVD. ]

‘ |

Cleared for faxing by:

(See appended electronic signature page)

Mary Parks, M.D.
Medical Team Leader
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