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The Division of Dietary Supplement Programs
Office of Nutritional Products, Labeling and Dietary
Supplements

Center for Food Safety and Applied Nutrition

Food and Drug Administration,

5100 Paint Branch Parkway,

College Park, MD 20740-3835

Dear Sir/Madam,

Enclosed herewith please find a Notice of Statements
pursuant to 21 U.S.C. 403 (r) (06) .

Thank you,

/\Jwﬂgfmé%l«ﬁff

Ryan Baidya, PhD, MBA
President & CEO
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50 East Saint John Street. Suite 203, San Jose CA 95112, Tel 408-947-0298, Fax 408-947-0299, emaill ryan@biozak com



SECRETARY OF HEALTH AND HUMAN SERVICES
UNITED STATES OF AMERICA

NOTICE OF STATEMENTS UNDER 21 U.S.C. 403(r)(6)

To:  The Division of Dietary Supplement Programs
‘ Office of Nutritional Products, Labeling and Dietary Supplements
! Center for Food Safety and Applied Nutrition
Food and Drug Administration,
5100 Paint Branch Parkway, College Park, MD 20740-3835 USA

- Date: July 30 _, 2004.
Re:  This Notice covers the following Brand(s):
SLEEP-ZOCO, Sound-Sleep, Sleep-Zak, Sleep-Ease, Sleep-softly, Stress-Ease, Goodnight.
PLEASE TAKE NOTICE under 21 U.S.C. 403(r) (6):

(1) The namé and address of the manufacturer, packer, or distributor of the dietary
supplement that bears the statement(s): BioZak, Inc., 50 E. St. John St., #203, San Jose, CA95112

(ii) The text of the statement that is being made: see attached Exhibit A.

(iii) The name of the dietary ingredient or supplement that is the subject of the statement:
see attached Exhibit A.

(iv) The name of the dietary supplement (including brand name), if not provided in
response to paragraph (a)(2)(iii) on whose label, or in whose labeling, the statement appears: see
attached Exhibit A.

CERTIFICATION

The undersigned, being duly authorized by the firm submitting the above Notice of
Statements under 21 U.S.C. 403 (r) (6) certifies, as of the date first written above: (a) that the
information contained in the Notice is complete and accurate, and (b) that the notifying firm has
substantiation that the Statement(s) to which this Notice applies is truthful and not misleading.

The undersigned certifies that the above Certification is true and is aware that the
undersigned is subject to punishment as for perjury if the Certification is willfully false. This
Certification is made under 18 USC 1001which makes it a crime to submit false information to

the Government.

Ryan Baidya, PhD, MBA
President & CEO




NOTICE OF STATEMENTS UNDER 21 U.S.C. 403(r)(6)
Exhibit A

1. Brand Name(s) Included herein:

SLEEP-ZOCO, Sound-Sleep, Sleep-Zak, Sleep-Ease, Sleep-softly, Good-Night.
2. Dietary Ingredients or Supplements Included herein:

Proprietary herb blend. 660 mg
Cordyceps Sinensis

Ganoderma Lucidium

Xylaria Nigripes

Chamomile

Fennel
Peppermint

3. Statements made with regard to the Ingredients:

Balances neuro-endrocrinic system
Relieves stress and frustration
For occasional sleeplessness, helps you fall asleep faster and sleep longer

Herbs in the formula support stamina and vitality

All rights reserved -- UCC 1-207



