conmnecting science and natiuve™

September 15, 2005

Division of Compliance and Enforcement/ONPLDS
Center for Food Safety and Applied Nutrition

Food and Drug Administration

HFS-810

200 C. Street, SW

Washington, DC 20204

Tel: 202-205-5229

Dear Sir / Madam:

In accordance with 21 CFR Sec.101.93, Gene Biotechnology, Inc. d/b/a Natural Bio Care,
hereby submits this notification of its intent to use the following structure/function statement(s)
with the dietary supplement listed below. Natural Bio Care is the distributor of the dietary
supplement and is submitting this notification within thirty days of first marketing the product with
the identified structure / function statement(s).

NAME OF DIETARY SUPPLEMENT (BRAND NAME): Young Bones
NAME OF THE DIETARY INGREDIENT: Proprietary herbal blend of Rhizoma Drynariae
STRUCTURE FUNCTION STATEMENT: Advanced bone health formula

The undersigned certifies that the above information is complete and accurate, and
that Natural Bio Care has substantiation that the statement is truthful and not misleading.

Sincerely,

Robert B. Collins
Vice President US Operations
Gene Bio Tech/Natural Bio Care
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2570 Corporate Place, Suite E-100, Monterey Park, CA 91754, Tel (323) 881-0600 » Fax: (323) 881-0616
Email: info@naturatbiocare com + Website: www.naturalbiocare.com



SUBMIT IN TRIPLICATE (Submit in QUADRUPLICATE if you desire copy retumed to you.)

AFLPL’ICA'!Q’ION FOR AUTHORIZATION TO RELABEL OR TO PERFORM OTHER ACTION FORM APPROVED: OMB No. 0910-0025
OF THE FEDERAL FOOD, DRUG, AND COSMETIC ACT AND OTHER RELATED ACTS EXPIRATION DATE: 12/31/08

Paper work Reduction Act Statement An agency may not conduct or sponsor, and a person is not required to respand ta, a collection of information unless it displays
a currently valid OMB control number Publi¢ reporting burden for this' collection of information 15 estimated to average 28 hours per respanse, including time for
reviewing instructions, searching existing data sources, gathering and maintaining the necessary data, and completing of review of the collsction of information Send
comments regarding the burden estimate or any other aspect of this coftection of information to:

Department of Health and Human Services
Food and Drug Administration
15800CrabbsBranchParkway

Rockvilie, MD 20855-2613

TO: DIRECTOR ’ DATE | SAMPLE NO.
Los Angel Disti ’ 8/30/2005 N/A
08 Angeles 1strict :
P PRODUCT
Food and Drug Administration Chinese Herb Powder, Bulk
Application is hereby made for authorization to bring the ENTRY NO. ENTRY DATE
merchandise Below into compliance with the Act. GLS-0738971-3 3/25/2005
CARRIER AMOUNT AND MARKS
Korean Airlines 420 Kg. - in 42 Ctns.

Redelivery bond has been posted by the applicant. The merchandise will be kept apart from all other merchandise and will be
available for inspection at all reasonable times. The operations, if authorized, will be carried out at:

Anabolic Laboratories, Inc., 17802 Gillette Ave.. Irvine, California 92614 and will require

about ___10 days to complete. A detailed description of the method by which the merchandise will be brought into
compliance is given in the space below:

(1) A revised label (see sample attached) will be permanently affixed to the product.at its retail level of packaging; (2)
Website will be revised (or taken out of service, until revised) to eliminate all reference to medical claims.

We will pay all supervisory costs in accordance with current regulations.
FIRM NAWVIE ADDRESS OF FIRM
Gene Biotechnology Corporation 2570 Corporate Place, Suite E-100
Monterey Park, California 91754

ACTION ON APPLICATION
TO: (Name and Address) DATE

Your application has been: [] Denied because: D Approved with the following conditions:

Time limit within which to complete authorized operations:
When the authorized operations are completed, fill in the importer's certificate on the reverse side and return this notice to
this office.

SIGNATURE OF DISTRICT DIRECTOR ‘ - DISTRICT : DATE

FORM FDA 766 (12/04} See Back) ERONT
PSC Media Arts (301)443-1090 EF



IMPORTER'S CERTIFICATE

-
PLACE

DATE

{ certify that the work to be performed under the authorization has béen completed and the goods are now ready for

inspection at:

The rejected portion is ready for destruction under Customs' supervision and is held at:

TYPED NAME OF APPLICANT

SIGNATURE

REPORT OF INVESTIGATOR / INSPECTOR

TO

PORT DIRECTOR OR DISTRICT DIRECTOR

DATE

I have examined the within-described goods and find them to be the identical goods described herein, and that they

have been:

on:

.20

as authorized, except:

e

DATA ON CLEANED GOODS

Good Portion:

Rejections:

Loss (if any)

Did importer clean
entire shipment?

Time and cost of
supervision

INSPECTING OFFICER

DATE

DIRECTOR OF DISTRICT

Disposed of as noted above.

DIRECTOR OF CUSTOMS

DATE

FORM FDA 766 (12/04)

BACK



Supplement Facts
Serving Size: 2 Rblets
Servings Per Contginer 50 Eaoh bt SO0
Proptietary Herbal Exfraets 420mg *
Drynaria fortanel *

-

Gusouia aysivalis

Mractylodes macrocsphals .

Lagitica virhsa >
SR

Diher ngredisnts. microcrystaliine cefiloss, Sroscarmeliose
sogiten, Solioidat sticon Gioxide, magnesium stearate,

tiarium dioxics. )
*Daly Value not established

Directions For Uge: Adutts take 2 tablets with
watsr twice a day after a meal.

Caution: Foradultuse. Mot for pregnant or nursing
women Store at room tempetature, avold mossture and
exceesive neat, i sealis hioken do net use
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Harbal Dietary Supplement

A synergistic blend of high quality
herbal extracts.

Formutated by: Kou B Hwang, 8.0.




