W SERVICEg
4 DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

oF WEAL TR

Food and Drug Administration
R, College Park, MD 20740

July 15, 2015

TO WHOM IT MAY CONCERN
We have reviewed correspondence on behalf of:

Herbally Yours Inc.
1504 W San Pedro St
Gilbert, AZ 85233

concerning the status of:
Tut Immune - Lactoferrin Strawberry Flavor (100 ml)

This product is regulated by the Food and Drug Administration (FDA) pursuant to the requirements of
the Federal Food, Drug, and Cosmetic Act (FD&C Act) and the Fair Packaging and Labeling Act (FPLA)
and other related laws.

The Food and Drug Administration does not have statutory authority to approve any food or any food
manufacturer or distributor of such products.

The above referenced product is under the jurisdiction of the Food and Drug Administration which has
primary responsibility for the administration and enforcement of the FD&C Act and the FPLA and other
related laws. We have not examined the specific product being offered for export or reviewed the label.
Under the FD&C Act, such a product may be exported if:

1. It is not adulterated or misbranded and it meets the other requirements of the FD&C Act for
marketing in the U.S.; or

2. It cannot be lawfully marketed in the U.S. but meets the requirements of section 801(e) of
the FD&C Act (21 U.S.C. 381(e)).

Sincerely yours,

Y.

Steven Casper, Ph.D.

Dietary Supplements Regulations Implementation Team
Division of Dietary Supplement Programs

Center for Food Safety and Applied Nutrition

Food and Drug Administration
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CERTIFICATE OF FREE SALE

1. Pursuant to the provisions of Rule 44 of the Federal Rules of Civil Procedure, | hereby certify that the
copy attached (see attached list) is a true copy of material on file in the Food and Drug Administration,
Department of Health and Human Services and is a part of the official records of said Administration and
Department.

Letter Dated:

July 15, 2015

To Whom it May Concern
from, Steven Casper
regarding
Tut Immune - Lactoferrin Strawberry Flavor (100 ml)

2. In witness whereof, | have pursuant to the provisions of Title 42, United States Code, Section 3505,

and 1410.20 of the FDA Staff Manual Guide, hereto set my hand and cause the seal of the Department
of Health and Human Services to be affixed this 15th day of July, 2015.

Rkt . D

Robert J. Durkin, Esq., M.S., R.Ph.

Acting Director

Division of Dietary Supplement Programs
Center for Food Safety and Applied Nutrition

By direction of the Secretary of Health and Human Services

This Certificate expires on July 15, 2017.




