Office of Special Nutritionals
Center for Food Safety and Applied Nutrition

Food and Drug Administration 1371 98 CEC18 AD24

200 C St. SW.

Washington ]
DC 20204 SERTE
gk

Attn.: Officer in Charge

December 8, 1998

Dear Sir/Madam
RE: Notification of IMEDEEN®

This letter is submitted pursuant to 21 U.S.C 343(r)(6) (section 403(r)(6) of the
Federal Food, Drug, and Cosmetic Act) for the purpose of notifying the
agency, of statements being made in connection with marketing of the dietary
supplement called IMEDEEN®. IMEDEEN?® is manufactured by Ferrosan A/S,
Sydmarken 5, 2860 Soeborg, Denmark and distributed by MYB Distribution
Inc., PO Box 36001, Richmond VA 2323.

IMEDEEN® consists of the following dietary ingredients:
Bio Marine Complex (Fish protein, polysaccharides)
Vitamin C

Zinc

In marketing materials one or more of the following statements are used:

IMEDEEN®

— nourishes your skin from within

— improves the density of dermis and thickness of photoaged skin

— reduces water loss from the skin by improving the skin barrier function
— reduces the appearance of fine facial lines

— reduces the visibility of facial dilated capillaries and age spots

- improves the overall skin quality and structure

975 -0162 N’

Ferrosan A/S
Sydmarken 5
2860 Sgborg
Denmark

Tel. +45 3969 2111
Fax +45 3969 6518
Telex 16383, ferro dk

Reg.No. 181579




| hereby certify that the information contained in this notice is complete and
accurate and that Ferrosan A/S has substantiation that the above statements
are truthful and not misleading.

Youts sincerely

food il

Svend Andersen

Vice President
Commercial Operations
Ferrosan A/S

Enclosures: Two copies of this notification.



