
I 

I 

a 

‘” 

April 11,200l 

Office of Special Nutritionals (HFSaSO) 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
200 C Street, SW 
Washington, D.C. 20204 

SUBJECT: Submission of Label Claims 

Dear Sirs: 

In compliance with 21 CFR 101.93, the following information is submitted: 

1. Oleomed America, 3075 N.W. 107& Avenue, Miami, FL 33 172, a company of 
Pharmed Croup Corp, same address, is the’exclusive distributor of Oleomed 
products in the United States. 

2. The name of each product appears on the front label of each product 
container. 

3. The claims made for each product appear on the front label of each product 
container. 

4. The name and quantity of each active ingredient in a product appears on the 
back label of each product container. 

5. The required disclaimer appears on the back label of the product container and 
bears the reference asterisk. 

Enclosed herewith are product containers with original printed labels and copies of same. 

The undersigned hereby certifies that the information contained herein is complete and 
accurate and tha$ the statements made are truthful and not misleading. 
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Please visit our web site at: http://www.pharmed,com 
3075 N.W. 107th Avenue (PHARMED WAY) l Miami, Florida 33 172-2134 l Telephone: (305) 592-2324 l Fax: (305) 591-5938 
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specific heakh’needs: ; Mediimranean Formulas 1 
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has a high content of 

monounsaturated fatty acids 
(friendly fat) and 

t anfioxidants, natural 
i nutrients that play an 
: important role in general 

wellness. 

QleoMed 
; Pharmaceutical-Grade 
i Olive Oil 
I 
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is scientifically tested and 
meets the standards set by 

the European and Royal 
Spanish Pharmacopeias, 
assuring you the highest- 
grade olive oil available in 

the world. 
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bridges the’health benefits 
of Pharmaceutical-Grade 

$ Olive Oil and the health 
i benefits of dietary 
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f‘ QB with vitamins; minerals, .’ 
f herb& an&or other nutrients, 

i 
$ 

provide natural nutrition 

1 
solutions to help you support 

specific health needs. * 

’ Pharmaceufical-Grade i 
Olive Oif 

f scientifically designed to The Healthy Link to the Mediterranean 
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? goes beyond its health 
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benefits as a highly effective 
natural active-ingredient. It is 

; also a highly effective delivery- 
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supplements to be efficiently 
used by the human body. * 
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Oil and the health benefits of 
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are unique combinations of 
Pharmaceutical-Grade Olive 

’ i Oil with vitamins, minerals, 
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herbals and/or other nutrients2 
scientifically designed to 
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provide natural nutrition 

solutions to help you support 
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Better. * 
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IeoMed Mediterranean 
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are unique combinations of 
Pharmaceutical-Grade Olive 
Oil with vitamins, minerals, 

herbals andlorother nutrients, 
scientifically designed to 
provide natural nutrition 

solutions to help you support 
specific health needs. * 

Pharmaceutical-grade 
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Olive Oil 

goes beyond its health 

natural activeingr&ient. It is 
also a highly effective delivery- 
system for vitamins, minerals, 

herbal and dietary 
supplements to be efficiently 
used by the human body. * 
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bridges the health benefits of 
Pharmaceutical-Grade Olive 

Oil and the health benefits of 

The Healthy link to the Mediterranean 
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are unique combinations of 
Pharmaceutical-Grade Olive 
Oil with vitamins, minerals, 

i herbals and/or other nutrients, 
f scientifically designed to 
2 provide natural nutrition 

1 
solutions to help you support 

specific health needs. * 
I 
” Pharmaceutical-Grade 
\ Olive Oil 

goes beyond its health 
benefits as a highly.effective 
natural active-ingredient. it iS 

also a highly effective delivery- 
system for vitamins, minerals, 

herbal and dietary 
supplements to be efficiently 

P 

i 

used by the human body. * 

OleoMed 
g 
i 

bridges the health benefits of 

i 
Pharmaceutical-Grade Olive 

Oil and the health benefits,of 
i dietary supplements to help 

YOU Naturali Stay Healthy 
and Fee Better. * T 



!%oMed~Meditk&a? 

1 
E&mulas 

3 

are unique combinations of 
Pharmaceutical-Grade Olive , 
Oil with vitamins, minerals, 

1 herbals and/or other nutrients, 
i scientifically designed to 

1 

I 
/ 

provide natural nut 
solutions to help you support 

i specific health needs. * 

2 Pharmaceutical-Grade 

i 
Olive Oil 

goes beyond its health 
1 benefits as a highly effective 

natura! active-ingredient. It is 
also a highly effective delivery- 
system for vitamins, minerals, 

herbal and dietary 
supplements to be efficiently 
used by ttte human body. * 

OleoM~d 
bridges the health benefits of 
Pharmaceutical-Grade Olive 

Oil and the health benefits of 
; dietary supplements to help 

you Natural1 Stay Hea(thy 
and Fee Better. * T 

, / 



r -7 1 OleoMefo~;~itpmean , 

-$ are-unique combinations oP 
3’ Pharmxeutical;Grade OliLe 
i- Oil.iith.~tamins;minerals, 
f ~+i&r&Js a+!or other ntitritints, ? 

scientifically. designed Zo 

[ 
specific health needs. * 

I Pharmaceutical-Grade I 

goes beyond its health 
benefits as a highly effective 
natural active-ingredient. It is 

also a highly effe&ive delivery- 
system for vitamins, minerals, 

herbal and dietary 
supplements to be efficiently 
used-by the human body. * 

&.eoMed 
bridges the health benefits of 
Pharmaceutical-Grade Olive 

Oil and the health benefits of 
dietary supplements to help 
you Natural1 

and Fee T 
Stay Healthy 
Better. * 


