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Office of Special Nutritonals (HFS-450)

Center for Food Safety and Applied Nutrition

Food and Drug Administration 1875 98 AUG 21 PI2:48
200 C Street, SW

Washington, DC 20204

Re: Notification for statements on Dietary Supplements

In compliance with DSHEA regulations, we are providing notice to the Food and Drug
Administration of a new dietary supplement label with structure/function claim(s):

Brand Name: Allovedic Remedies™
Product Name: Respiratory Support Formula
Structure/Function Claim:  Supports a Healthy Respiratory System

The distributor of the product is:

American Formulary, Inc.
P.O. Box 50777

Provo, UT 84605-0777
1-800-350-3305

Attached is a sample of the printed label for this product for your reference, which includes a
bolded and boxed FDA disclaim statement if a claim is made.

Submitted by: /

v
Neil G. Reay
Vice President

w1

P.O. Box 50777, Provo,UT 84065-0777 1-800-350-3305 Fax 801-225-7486
140 Ethel Road West, Piscataway, NJ 08854 732-985-9899 Fax 732-985-9851
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Label Sample

Suggested Use: Take one tablet with water two times a day.
Suppornts a heaithy respiratory system.*

Supplement Facts
Serving Size: 1 tablet
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American Formulary's Allovedic Remedies™ combines the
technology of today’s medical science (Affopathy) with the
traditional knowledge from ancient heafth systems {such as
Ayurveda). A whole new class of supplements has emerged.

@ R@m@diesm . | Amount per serving: %DV

Proprietary blend 350mg  « »

Keep all supplements out of the reach of children. Consult
a health care protessional If taking prescription medica-
tionts, or if pregnant or nursing. Store in a coof, dry place.

Use by 7/31403

Picroliv® (Picrorhiza kurroa) root exiract,
in® (B: ia serraa) gum extract, long

— - %
. pepper Truit extract, Trikalu (an equal blend of
This battle is sealed with a printed outer film seal and an long pepper frut, black pepper fruit and ginger
ool powders), Adhatoda vasica leal extract,

inner freshness seal. Do not use If either seal is broken. Tylophora asthmatica leaf extract, N-Acetyl-

Rop s i ~ support formula* e e

Orug Administration. This product is not Intended fo diagnose, i . :
u:la't, cure or prevent .,y:ﬂsem. “ . ) Dietary Supplement * * Daily value not established
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Lot #

Ficraliv®, Boswellin® and Biogerine® (US Patent

) #5,536,506)are registered trademarks of Sabinsa

Distributed by:  AMERICAN FORMULARY, INC., Prova, UT 84605-0777 © 1998
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