LR ProSynthesis Laboratoties LLC

10840 Welbury Court l 60
Reston, VA 20194 { eC g
January 10, 2003 [ /;,ZS 0
Office of Special Nutritionals (HFS-450) P69 W T - PR
Center for Food Safety and Applied Nutrition
Food and Drug Administration c o PY

200 C Street, SW
Washington, DC 20204

RE: Notification for Statement on Dietary Supplement Label, in compliance with Section 403(¢)(6) of the
Dietary Supplement Health Education Act (DSHEA) and Rule 21 C.F.R 101.93

Dear Sir or Madam:

In compliance with Section 6 of the DSHEA and in accordance with the provisions of
21 C.F.R 101.93, your agency is hereby notified that the distributor

ProSynthesis Laboratories LLC
10840 Welbury Court
Reston, VA 20194

has, on the package label of UNJURY™ Nutrition Supplement Power” made “claims about nutrient deficiency
disease” or “that describe the effect of the dietary supplement on general well-being”. The first package was
sold on December 14, 2002.
The text of the statements are as follows:
“For faster healing when you have a Protein Gap.*”
“When you have a Protein Gap, UNJURY can help you heal or recover faster.*”
“When you have a Protein Gap, UNJURY helps provide sufficient protein* for:
© Healing — when you want an injury or wound to heal as fast as possible, sufficient protein is necessary
° Recovering from Surgety or getting ready fot surgery

° Rebuilding after strenuous exercise — strenucus exetcise can damage muscle fiber”

“* These statements have not been evaluated by the FDA. This product is not intended to diagnose, treat,
cure or prevent any disease.”

The ingredients that are the subject of the statement are: Whey protein isolate; soy protein isolate, zinc (zinc
gluconate), vitamin C (ascorbic acid).

The undersigned herby certifies as President and Chief Executive Office of ProSynthesis Laboratories LLC that

the information contained in the notice is complete and accurate, and the firm has substantiation that each
statement listed is truthful and not misleading.
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