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5742 W. Harold Gatty Dr.
Salt Lake City, UT 84116
Phone (801)517-7000
Fax (801)517-7003

November 10, 2004

NOV 5 0 200

VIA: Certified Mail

v

Food and Drug Administration
200 C Street S.W.
Washington, DC 20204

Re: Notification Pursuant to Section 6 of DSHEA and 21 CFR §101.93

Dear Sir or Madam:

Enclosed please find the Notification Pursuant to Section 6 of DSHEA and 21
CFR §101.93 for the dietary supplement product Leptopril™. This notification is on
behalf of Generix Laboratories™, LLC.

Please review the information at your earliest convenience. Please contact me

with any questions or if there is any further information I can provide regarding this

matter.
Sincerely,
)“QG ﬁ‘ Y 3 C °)
Heather Sprik
Legal Assistant
Enclosure
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NOTIFICATION PURSUANT TO
SECTION 6 OF DSHEA
AND 21 CFR § 101.93

This notification is being filed on behalf of Generix Laboratories™, LLC
that is the Distributor of the product(s) which bear the statements identified in this
notification. Its business address is: 5742 W Harold Gatty Dr. Salt Lake City,
Utah 84116. This notification is being made pursuant to Section 6 of DSHEA and
Rule 21 C.F.R. § 101.93. The dietary supplement product on whose label or
labeling the statements appear is Leptopril™.

The text of each structure-function statement for which notification is now
being given is:

(Statement 1): “Acute Metabolic Regulator”
(Statement 2): “Weight Control Compound for the Significantly
Overweight”

The following summary identifies the dietary ingredient(s) or
supplement(s) for which a statement has been made:

Statement Identity of Dietary Ingredient(s) or Supplement(s)
Number that is the Subject of the Statement:
1 Leptopril™ — 95 ct. Box
2 Leptopril™- 95 ct. Box

The following identifies the brand name of each supplement for which a
statement is made:

Statement

Number Brand Name Label or Labeling?
1 Generix Laboratories™, LLC both
2 Generix Laboratories™, LLC both

|, Daniel B. Mowrey, Ph.D., am authorized to certify this Notification on
behalf of Generix Laboratories™, LLC. | certify that the information presented
and contained in this Notification is complete and accurate, and that Generix
Laboratories™, LLC has substantiation that each structure-function statement is
truthful and not misleading.

Dated this _,ZQday of //m/mﬂéﬂ/ 2004.

= < /

‘Danlel B.3owr
Consultant for nenx LaboratoriesTM, LLC




Generix Laboratories™ LLC

{ “Providing Affordable, Generic Versions of
‘ the World’s Most Popular Formulations”
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and Save *These statements have not boen evaluated by the Food and Drug Administration.

This product is not intended to diagnoss, treat, cure, or prevent any disease.

mrd Directions: For maximum weight loss, take
upueswnhaﬁlllglassdwatuﬁmlnumbdoﬂ!ud! meal.
Bonot exceed 6 capsules per day.
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