
Bayer Heal thCare 
Consumer Care Division 
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March 12,2003 

Office of Special Nutritionals 
Center for Food Safety and Applied Nutrition 
U.S. Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740-3835 

Subject: 30-Day Post Market Notification for Structure/Function 
Claims; One-A-Day@ Women’s Dietary Supplement 

Dear Sir or Madam: 
Bayer HealthCare UC 

Bayer HealthCare, Consumer Care Division submits the information in this 
notification pursuant to Section 403(r)(6) of the Food, Drug and Cosmetic Act as 
notice of n&keting structure/fimction claims on the product label of One-A- 
Day’@ Women’s Dietary Supplement. 

Consumer Care Division 
36 Columbia Road 
PO. Box 1910 
Mornstown, NJ 07962-1910 

Phone: 973 254-5000 

PRODUCTNAME 
YAMJI /L%DDRJ!SS OF 
DWl-RIBUTOR 

YAMEOFDIETARY 
[NGREDIENTNJPPLEMENT 
[SUBJECT OF THE 
STATEMENT) 
TEXTOFSTATEMENT 
BEINGMADE 

Top Panel of Carton 

Ine-A-Day@ Women’s 
3ayer HealthCare 
Consumer Care Division 
36 Columbia Road 
P. 0. Box 1910 
Morristown, New Jersey 07962- 19 10 
3ne-A-Day@ Women’s Dietary Supplement 
Multivitamin@ultimineral Supplement 

. Supports Bone Strength with Bone Building 
Nutrients including Calcium, Magnesium, 
Vitamin D and an appropriate level of 
Vitamin A* 

l Promotes a Healthy Reproductive System as 
a woman’s body changes, with Folic Acid, 
Vitamins B6, B12, Magnesium, Zinc and 
Calcium. Provides nutritional support 
during PMS, Oral Contraceptive use, and 
Menopause. * 

l Protects Cells from Free Radicals with 
Antioxidant Vitamins A, C, and E.* 

97s 0162 LET 



4  

. 

3 0 - D g g  PasteMarket  N o tif icat ion fo r  S tructure/Funct ion Cla ims;  
O n e - A - D a y @  W o m e n ’s Dietary S u p p l e m e n t 
P a g e  2  

S ti P a n e l  o f Car ton  

Right  P a n e l  o f Car ton  

. P r o m o tes  B o n e  S trength* 

. S u p p o r ts a  Hea l thy  R e p r o d u c tive 
Sys tem*  

K e y  ingred ien ts  fo r  W o m e n ’s Heal th*  
. B O N E  S T R E N G T H : Ca lc ium,  M a g n e s i u m , 

Zinc, V ita m i n  D , V ita m i n  A  
. H E A L T H Y  S K IN, H A IR & N A IL S : 

V ita m i n  C , V ita m i n  B 1 2 , Iron, Z inc  
. S U P P O R T S  R E S IS T A N C E : V ita m i n  A , 

V ita m i n  C , V ita m i n  E , Iron, Z inc  
. E N E R G Y : V itam ins  B 6 , B  1 2 , Th iamin ,  

Ribof lav in,  Niac in,  Iron, P a n to then ic  Ac id ,  
Fol ic  Ac id  

. R E P R O D U C T IV E  S Y S T E M : Fol ic  Ac id ,  
V itam ins  B 6 , B 1 2  &  C , Ca lc ium,  
M a g n e s i u m , Z inc 

*These  s ta tements  h a v e  n o  ) een  eva iua ted  by  th e  F o o d  a n d  D rug  
A d m inistrat ion. Th is  p roduc t is n o t i n tended  to  d i a g n o s e , treat, cure,  o r  
p reven t a n y  d isease.  

In  acco rdance  wi th 2  1  C F R  1 0 1 .9 3 , th e  in format ion c o n ta i n e d  in  th is  n o ti f icat ion 
is c o m p l e te  a n d  accurate.  Baye r  Hea l thCare ,  C o n s u m e r  Ca re  Div is ion h a s  
substant ia t ion o n  f i le th a t th e  s ta tements  a re  truthful a n d  n o t m is lead ing.  Th is  
n o ti f icat ion is compr i sed  o f a n  or ig ina l  a n d  two (2)  cop ies.  

S h o u l d  y o u  h a v e  a n y  q u e s tio n s  o r  n e e d  a n y  add i tiona l  in format ion,  p l ease  c o n tact 
th e  unde rs i gned  a t 9 7 3 - 2 5 4 - 4 7 9 3  or  J o a n n e  R o b i n e tt a t 9 7 3 - 4 0 8 - 8 0 9 3 . 

P  C a the r i ne  W . F ish 
Assoc ia te  Director,  R e g u l a tory  A ffa i rs  
B A Y E R  H E A L T H C A R E , C O N S U M E R  C A R E  D M S IO N  


