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Office of Special Nutritionals (HFS-450)
Center for Food Safety and Applied Nutrition
Food and Drug Administration

200 “C” Street SW

Washington, DC 20204

Section 403(r)(6) Notification

Dear Sir or Madam:

In accordance with the requirement of section 403(r)(6) of the Federal Food, Drug and
Cosmetic Act, Leiner Health Products notifies the FDA that it has begun using the following
phrase and statement:

Triple Formula for Healthy Joints
Support for healthy cartilage and connective tissue
Helps maintain optimal lubrication for joint mobility

Your Life® Osteo Joint™ combines three complementary nutrients to help maintain
healthy joints and connective tissue.

Glucosamine Sulfate — Provides a source of Glucosamine, a naturally occurring amino
sugar that is a basic building block for producing connective tissue, including cartilage
and synovial fluid. It is needed for healthy structure and function of joints for optimum
mobility. As bodies age, cartilage, a spongy tissue that acts as a shock absorber in joints
may need additional nourishment to maintain adequate mobility and cushioning support.

Devil’s Claw — Clinical studies in Europe indicate that this natural herb may help provide
optimal joint mobility.

MSM (Methylsulfonylmethane) — Helps nourish the production of collagen, an important
component of healthy joints and connective tissue. MSM works in conjunction with
Glucosamine Sulfate by providing the building blocks of collagen.

on the following product:

YourLife® Osteo Joint™

Very truly yours,

Health Products

7 GaldBensussen, President

cc: Michael Bradley, Director of Regulatory Affairs
William Cochran, Manager of Regulatory Affairs —7
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