- PERRIED"

MAR 23 '2001' :

March 19 2001

| Office of Special Nutitionals, HFS-450 : n »_
Center for Food Safety and Applied  Nutrition . '
; . Food and Drug Administration

: 200 C. Street, SW. ‘

Washington, DC202014

To Whom It May Concern:
" Enclosed are the origina’and two copies of a notification of nutritional support as * ‘
required by the Dietary Supplement Health and Education Act, Section 403 (r)(6) of the .
b Federal Food, Drug and Cosmetic Act. ..
| | Pleasefeel free to contact me |f you have any questlons : B

(i ’Smce ‘ely,

 Heidi Hom
o Regulatory Affairs
L. Perrigo Company

i cc: Dave Jespersen, Perrigo

97§ 0162 LET 7S5

‘} 117  Water Street
: Allegan, Michigan 49010
.. {616)673:8451 - o
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MAR 2 3 2001

Food and Drug Administration *
Office of Special Nutritionals(HFS-450) -
Center for Food Safety and Applied Nutrition
200 C Street, SW

Washl ngton DC 20204

NOTIFICATION ()F DIETARY SUPPLEMENT CLAIMS

i M‘énufacturer Name and Addreﬂs:
Perrigo Company of South Carolina :
5 15 Eastern Avenue
Allegan M1 490 10
b Statement Text: :
Hel ps support anormal, healthy attitude during Premenstrual Syndrome (PMS).
iﬁ’ 5 Dietary Ingredient: Dietary Supplement Name: i
B E !
et B | . .
Evening Primrose Oil Evening Primrose Gl ;
e - N “a I
b _ A
. Appearson thefollowing |abels:
; Valu-Rite™
[ : - ‘

I hereby certlfy thaI the [ nformatlon preeented and contal nedinthisnoticeis complete and accurate.

| dso Certlfy that Perrl gO Company has Substantl aII on td verlfy that the statement is truthfui and not mxsleadmg. R

S gnature/Date




