
Ortho Molecular Products Inc. 

3017 Busmess Park Drive 
PO. Box 1060 

Stevens Point. WI 54481 
7 15.342.9881 Phone 

800.332.2351 
7 15.342.9866 Fax 

orthomoiecularproducts.com 

May17,2005 

Office of Special Nutritional (I-IFS-450) 
Center for Food Safety and Applied Nutrition 
U.S. Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MQ 20740-3835 

Dear Sir/Madam: 

This letter will serve as notification, pursuant to section 403 (r)(6) of the Federal Food, Drug, and 
Cosmetic Act and 2 1 CFR 10 1.93, that Ortho Molecular Products, hne. is using the following claim on its 
label (see attached labels on page 2). 

Name of Manufacturer: Ortho Molecular Products, Inc. 
30 17 Business Park Drive 
P.O. Box 1060 
Stevens Point, WI 5448 $ 

Statement Text:, Cardiovascular Health, Daily Essentials 

Dietary Ingredients: Pantethine, Vegetable Cellulose, Glycerin. 

Dietary Supplement Name: Pantethine 

As required, enclpsed are two photocopies of this notification. 

I certify that the information presented and contain& in this notice is complete and accurate, and that 
Ortho Molecular Products, Inc. has substantiation that the statement is truthful and not misleading. 

Sincerely, 

Meiissa Slager I 
Document Control / Training Manager 
Ortho Molecular Products 

Or&o Malecuiar Products Pmtethine 
5/l 7/2005 
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A tta c h m e n t o f P a n te th i n e  Labe l s  

S u g g e s t e d  Use:  A s  a  d ie tary  supp lemen t .  2  capsu les  pe r  day  o r  as  
r e c o m m e n d e d  by  your  hea l th  care  profess ional .  
Fo rmu la ted  to b e  f ree of  a l l e rgens  de r i ved  f rom: Glu ten ,  corn.  egg ,  
dasy  peanuts ,  soy, yeast,  a r l~Hc!a l  colors a n d  f lavors If you  a re  p reg -  
nan t  o r  nu ismg,  consul t  your  physIc ian be fo re  tak ing this p roduc t  A s  
wi th  a l l  d ie tary  supp lemen ts  s o m e  ind iv idua ls  m a y  n d  t@ e r a t e  o r  m a y  
b e  a l lerg ic  to the  ingred ien ts  used,  P l e a s e  r e a d  the  Ingred ien t  p a n e l  
careful ly  pr ior  to ingest ion.  C e a s e  ta ldng  thls prcdt i  a n d  ccnsult  
your  ph f lc lan  if you  h a v e  nega t i ve  react ions u p o +  ingest ion.  
K E P C O N T A ! N E R T I O k i T i Y  C L O S E D .  S T O R E  A T  R O O M T E M P E P A T W + E .  
K E E P  C U T  O F  R E A C H  O F  CHl toMN 
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