
December 20, 2000 

Office of Special Nutritionals (HFS-450) 
Center for Food and Drug Administration 
200 C Street SW. 
Washington, DC 20204 

RE: OleoMed dietary claims 

Dear Sir: ,‘ 

In compliance with 21 CFR 101.93(a), we submit the following: 

Pharmed Group Corp. is the Exclusive Distributor for OleoMed for the United States. 

The product has been marketed without any claims and claims will be added after FDA 
.approval of the submitted claims. 

The statements of claims for each product are attached. 

The name of the dietary ingredients are attached. 

The name of the dietary supplement including brand name is attached. 
_. 

I, Odelin Fernandez certify the accuracy,of the information presented and contained 
herewith. 

. 
. . -. 

.I 
.Odelin Femandei - 

1’ 
,. , _:~Vice.Presid&t Prod& Devki’bpment 

Pharrned Group Corp. 
-. ._A, 

” ’ .. 

sworn beio'ke me 'this 21st. day -of December 2000 
Odelin Fernandez Personally Known. 

STATE OF: Florida 
COUNTY OF: Dade . 

Please visit our web site at: http://w.pharmed.com 

3075 N.W. 107th Avenue (PHARMED WAY) m Miami, Florida 33172-2134 l Telephone: (305) 592-2324 l Fax: (305) 591-5938 



December 21,200O 

OLEOMED PRODUCT LINE 

PRODUCT ACTIVE INGREDIENTS PER DOSE CLAIMS 

ILEOMED EXTRA VIRGIN OLIVE OIL Extra Virgin Olive Oil 1,2OQ mg For a Healthy Cardiovascular System 

Softgels 
ILEOMED ANTIOXIDANTS Extra Virgin Olive Oil 1,122 mg For a Healthy Cardiovascular System 

softgels Vitamin E 5 I.U. and Promotes Immune System Healtt 
Zinc 6 mg 
Selenium 30 mcg 

3LEOMED OMEGA 3 - OMEGA 6 - VITAMIN E Extra Virgin Olive Oil 445 mg For a Healthy Cardiovascular System 

softgels Omega 3 I Omega 6 750 mg 

3LEOMED GARLIC 
Softgels 
3LEOMED CALCIUM + FOLIC ACID 

Softgels 

Vitamin E 5 I.U. 
Extra Virgin Olive Oil 300 mg 
Garlic 900 mg 
Extra Virgin Olive Oil 800 mg 

IFolic Acid 100 mcg 

For a Healthy Cardiovascular System 

Supports a Healthy Cardiovascular System 
land Promotes a Healthy Bone System 

OLEOMED ECHINACEA 

Calcium (as Carbonate) 400 mg 
Extra Virgin Olive Oil 700 mg Supports a Healthy Cardiovascular System 

Softgels Echinacea 500 mg 

OLEOMED EVENING PRIMROSE OIL Extra Virgin Olive Oil 400 mg 

Softgels Evening Primrose Oil 800 mg 

and Promotes Immune System Health 
Supports a Healthy Cardiovascular System 
and Promotes Healthy Joints, Skin and 
Hormonal Balance 

OLEOMED GINKGO BILOBA 

Softgels 

Extra Virgin Olive Oil 450 mg 
Ginkgo Biloba Extract 150 mg 

(2% Flavonoids) 

Supports a Healthy Cardiovascular System 
and Promotes Mental Alertness 

OLEOMED GINSENG 

Softgels 

Extra Virgin Olive Oil 500 mg 
Ginseng Extract 100 mg 

Supports a Healthy Cardiovascular System 
and Promotes Energy Levels 

OLEOMED SAW PALMETTO 

(15% Ginsenosides) 
Extra Virgin Olive Oil 930 mg Supports a Healthy Cardiovascular System 

Softgels 
OLEOtiED ST. JOHN’S WORT 

Softgels 

Saw Palmetto 270 mg and Promotes a Healthy Prostate Function 
Extra Virgin Olive Oil 1,050 mg Supports a Healthy Cardiovascular 
St. John’s Wort Extract 150 mg System, Promotes general well 
(Hypericum standardized to 0.03% hypericin) being and Positive Mood Balance. 

I, Odelin Fernandez certify the accuracy of the information herewith presented. 

,&g&i? ; 

STATE OF: Florida 
COUNTY OF: Dade 
Sworn before me this 21st. day of December 2000 

VicePresident ProductDevelopment Odelin.Fernandez personally known to me. 
Pharmed Group Corp. 



FOR A HEALTHY CARDIOVASCUL.AR SYSTEM 

EXTRA VIRGIN OLIVE OIL 

. 

Dirqctions: Adults, take 2 to 4 softgels daily on an 
empty stomach before breakfast as a dietary supplement. 

Keep in a cool, dry &zce. Avoid 
direct contact with sunlight. 

Supplement Facts ’ 
Serving Size: 2 softaels 
Setvings per contaiiiek 30 

Per 2 Soltgels Per 4 Softgels 

batones 
Calories from Fat 

Total Fat 

nt %mr 
12.66 25.12 
12.56 25.12 

1.200 mg < 2% 2,400 mg 3.7%. 

D 

Amount %OV* 
Caiories 

Amount %o\r 
12.66 

Calories from Fat 
25.12 

12.56 
Total Fat 

25.12 
1.200 mg < 2% 

Saturated Fat 
2.4aQmg 3.7% 

170mg 22% 
Polyvnsaturated Fat 

340mg <2% 
128 mg 

Monotinsaturated Fat 
256 mg 

858 mg 
Cholesterol 

1,716 mg 

Omg 0% 
Sodium 

Omg 0% 
Omg 0% 

L 

rotal Carbohydrate 
Omg 0% 

0 mg 0% 
L 

Protein 
Omg 0% 

Omg 0% Omg 0% lmg o%- 
mra wrgtn wvs Oil Extra Virgin Olive Oil 1,200 mg 1,200 mg 
‘~DaihlValoaamLuaadona2.~ 

” 2.400 mg - ” 2.400~ 

takxtadlat. 
~----*Z.MxI 

‘* Oaiiy Valua not established 

OTHER ~GREDIENTS: G&in. vcperd glycerin. 

NO: Swch. Sodium, Sugx flavors ard 

Presecvrtives. 

hcncy proven by assay. 

CAUTION: Foil blister pack etlsum safea and t&shnrss. 

h not use ifseal on box is bmken or mis&g or ifprinted 

foil ml ~~~.w&ek is broken. h help mainc?in mavimum 

Product oowq store 31 concrollcxl room temperacure 
(689-77*~) 

=EP OL7- OF THE REICH OF CHILDREN. 

OLEOMED is j trademark of A1cal.j Facma, &t&id 
(Spain). 

~nufacrured for and Distributed by: 

PHARMED CROUP CORP. 
Miami. FIori& 33 172 VS.4 

. 



SUPPORTS A HEALTHY CARDIOVASCULAR SYSTEM, PROMOTES 
GENERAL WELL BEING AND POSITIVE MOOD BALANCE 

St. John’s wort 
EXTRA VIRGIN OLIVE OIL t ST. JOHN’S WORT 

22 %c c 
DIETARY 

SUPPLEMENT 
1,050 mg 150 mg 

2 

55 

Keep in a cool, dry place. Avoid 
direct cdntact with sunlight. 

FOR A HEALTHY CARDIOVASCULAR SYSTEM 

EXTRA VIRGIN OLIVE OIL t VITAMIN E t ZINC t SELENIUM Y 
‘rt. 

1,122 mg 5 I.U. 6 mg 30 mcg i 
: / 

DIETARY ! I 

_. empty stomach before breakfast as a dietary suplement. _ 

0 
Keep in a cool, dty place. Avoid 
direct contact with sunlight. 60 



Supplement Facts 
Sewing Size: 2 softgels . 
Servings per container: 30 

Per 2 Softgels Per 4 Softgels 
Amount %DV’ Amount %DV 

Calories 11.00 22.00 
Calories from Fat 1 ‘I .oo 22.00 
Total Fat 1,050 mg c 2% 2,100 mg 3.2% 

Saturated Fat 148ma ~2% 296 ma ~2% 

Polyunsaturated Fat 112 mg 224 mg 

Monounsaturated Fat 750 mg 1,500 mg 

Cholesterol Omg 0% 0 mg 0% 

Sodium 0 mg 0% 0 mg 0% 

Total Carbohydrate Omg 0% 0 mg 0% 

Protein 0 mg 0% 0 mg 0% 

Extra Virgin Olive Oil 1,050 mg ** 2,100 mg l * 

St. John’s Wort Extract (Hypericum) 150 mg l * 300 mg l * 

[standardized to 0.3% hypericin) 
’ Percent Daly Values are based on a 2,000 calorie diet. 
If Dallv Value not established 

OTHER INGREDIENTS: Gelatin. vcgeral glycerm, 
glycenl monos~ance ad soybean lecithm. 

CAUUON: Foil blister pack ensures safety and freshness. 

Do not use if seal on box is broken or missing or If printed 
foil seal oversoftgels is broken. To help maintam maximum 
producr porency store at controlled room temperature 
CtW-77°F) 

,, 

z 
,- 

I 
KEEP OUT OF THE REACH OF CHILDREN. 

z 
52 I 

-. ,, 

---.- - 
I 1 

Supplement Facts 
Setvin~ Size: 2 softgels 
Servings per container: 30 

Per 2 Softaels Per 4 Softgels 
Amount %DV’ Amount - %DV’ 

Calories 11.74 14.64 

Calories from Fat 11.74 14.64 

Total Fat 1,122mg <2% 2,244 mg 3.5% 

Saturated fai - 158 mg < 2% 200 m’s <?% 
-. 

Polyukaturated- Fat 120mg 148mg 

:Mdnba~~~tu~ated’F&t 802 mg i,~OOin~ 
- 

Cholesterol Omg 0% Ofly”O% 

Sodium 0 mg Q% . 0 mg 0% 

Total Carbohydrate 0 mg 0% 0 mg 0% 

Protein 0 mg 0% 0 mg 0% 

1,122 rng- 
.--I. 

Extra Virgin Olive Oil l * 2,244 mg l * 

Vitamin E 51.U. 16% 10 I.U. 33% 

Zinc 6mg 40% 12mg 80’ z/o 

Selenium 30 mcg 21% 60 mc! 3 43% 

* Percent Daily Values are based on a 2.000 calorie diet. 
** Daily Valuenot established -I 

I 

2 

OLEOMED is a trademark of Alcalzi Farma, Madrid 
(Spain). 

. 2 

- E 

Manufactured for and Distributed by: 

PHARMED GROUP CORP. 
2: (5 

Miami, Florida 33172 USA 
‘d 

.z 

d d 

OTHER INGREDIENTS: Gelatin, vegetal glycerin, 
glyceril monostearate and soybean &chin. 

/ 
., 

!. 
NO: Starch, Sodium, Sugar, Flavors and 
Preservatives. 
Potency proven by assay. 

CAUTION: Foil blister pack ensures safety and freshness. , 
Do not use if seal on box is broken oc missmgot if printed , 
foil seal over wftgels is broken. To help mainrain maximum -b 
product potency store at controlled room temperature !z= 
(68’-7i’F) .- 

Ef 
KEEP OUTOFTHE REACF&CtiILDREN. -. - 2 = 

OLEOMED is a tradema& of AIcalj Farma, Madrid hi 
(Spain). 2 

52 g 
Manufactured for and Distributed by: &. ‘; 

PHARMED GROUP CORP. 
z .9 
5 

ck 

Miami, Florida 33172 USA A 3 

[p&&l 
.~ .; ,_ . .,” 



S~PORTSAHEALTHY CARZXOVASCIJLARSYST~M 
AND PROMOTES ENERGY LEVF~ P 

Ginseng 
! 
I 

DIETARY 
EXTRA VIRGIN OLIVE OIL t GINSENG 

i suPPLJ34ENT 500 mg 100 rng 

Uirections: Adults, take 1 softgel daily on an empty 
sto math before breakfast as a dietary supplement. 

0 ! 
Keep in a cool, d; pluce. Avoid 
&rn,.+ rs.-~r-~ . . ..r~ 1. 1 

SUPPORTSAHEALTHYCARDIOVASCULARSYSTE~~ 
ANDPROMOTESAHEALTHYPROSTATEFUNCTION 

DIETARY 
SUPPLEMFQQ! 

Saw Palmetto 
EXTRA VIRGIN OLIVE OIL t SAW PALMETTO 

930 mg 270 mg 

P empty stomach before breakfast as a dietary supplement. 
, 

Keep in a cool, dry pIace. Avoid 
direct contact with sunlight. 



__---- 
30 Softgels 

EX%iiiGINOLIVEOILtGlXSENG 

OTHER INCjREDIENTS: Gelatin. vegetnl glycerin. 
glyceril monostearxe and q&an leclthm. 

NO: Starch, S&urn, Sugar, Flavors and 
Preservatives. 

Potency proven by assay. 

CACTION: Foil blister pack ensures safety and freshness. 
Do not use if seal on box is broken or mesing or if printed 
foil seal over sofrqela is hroken. To hcip maintain maximum 

gmhxt potency sture at conrroilcd room cempcraturc 
(68”-77°F) 

KEEP OUT OF THE REACH OF CHILDREN. 

OLEOMED is a trademark of Alcalzi Farma, Madrid 
(Spain). 

Manufactured for and Distributed by: 

PHARMED GROUP CORP. 
Miami, Florida 33 172 USA 

Supplement Facts 
Serving Size: 1 softgel 
Servinas per container: 30 

Cholesterol 

Calories 

Sodium 

Calories from Fat 

Total Carbohydrate 

Total Fat 

Saturated Fat 

Polyunsaturated Fat 

Monounsaturated Fat 

Amount %DV 

Omg 0% 

5.23 

Omg 

5.23 

0% 

500 mg ~2% 

Omg 0% 

71 mg c 2% 

53 mg 

358 ma 

Protein 0 mg 0% 

Extra Virgin Olive Oil 500 mg l * 

Ginseng Extract (15% ginsenosides) 1OOmg ** 

* Percent Daily Values are based on a 2,000 
calorie diet. 
** Dailv Value not established 

-. 
-Y 

1 
OTHER INGREDIENTS: Gelatin and vegetal glycerin. 

NO: Starch, Sodium, Sugar, Flavors and 

Preservatives. 
Potency proven by assay. 

CALTION: Fotl blister pack ensures safety and freshness. 
Do not use if seal on box is broken or missing or if printed 
foil seal over softgels is broken. To help maintain maximum 
product potency store at controlled room temperature 

(68”.77°F) 

KEEP OUT OF THE REACH OF CHILDREN. 

Supplement Facts 
Serving Size: 2 softgels 
Servings per container: 30 

Per 2 Softgels Per 4 Softgels 

/ 

i I 
! 
I 

; ;’ 
I Amount %iflV* Amount %DV’ 

Calories 9.74 19.48 
Calories from Fat 9.74 19.48 

Total Fat 930 mg <2% 1,860 mg 2.9% / , 
mmd Saturated Fat 132mg ~2% 264 mg ~2% 

Polyunsaturated Fat 100 mg 200 mg 

Monounsaturated Fat 664 mg 1,328 mg. 

Cholesterol Omg 0% 0 mg 0% 

Sodium 0 mg 0% Omg 0% 

Total Carbohydrate O’mg 0% 0 mg 0% 
OLEOMED is a trademark of AlcalP Farma, Madrid 
(Spain). 

Manufactured for and Distributed by: 

PHARMED GROUP CORP. 
7 .!i 

Miami, Florida 33 172 USA z :: .2 w 

Protein- 

Extra Virgin Olive Oil 

Saw Palmetto 

0 mg 0% Omg 0% 

930 mg ** 1,860 mg ** 

270 mg l * 540 mg. l * 

* Percent Daily Values are based on a 2,wO 
calorie diet. 
+* Daily Value not established 



SUPPORTSAHEALTHYCARDIOVASCULARSYSTEiMAND 
Pl$OMOTESHEALTHYJOINTS,SKINANDHORMONALBALANCE 

i 
EXTRA VIRGIN OLIVE OIL + EVE?;IXG PRIMRCSE OIL ” 

DIETARY 400 mg 800 
3. 

mg 7 E 
,,c 

SUPPLEMENT 5 
c 

1 

empty stomach before breakfast as a dietary supplement. 

Keep in a cool, dc place. Avoid 
direct contuct with sunlight. 

. .,.‘.,A 
b-. 

.-.w.- 

_ _ __ _.l_.._r___-- “-:-‘-- -- .- _ -.. _._ .._ - . _.-- ..-_-. -- -...._- --- --..... - .._. _- _ ;-- .-. -- ._.-_ __.;- .._.. ~.. ______ - -.-- _ __._? . . y--’ 

DIETAdY 
SUPPLEMENT 

SUPPORTSAHEALTHYCARDIOVASCULARSYSTEM 
ANDPROMOTES,MENTALALERTNESS 

30 Softgels 
j \I 

Ginkgo Biloba 
EXTRA VIRGIN OLIVE OIL t GINKGO BILOBA 

450 mg 15omg -, 



/ _a-, _  ̂ *., 

d 
., ” 

------y-y-q 

‘-_, 

_. 

Supplement Facts 
Serving Size: 2 softgels 
Servinos per Container: 30 

Per 2 Softgels Per 4 Softgels 

Amount %DV’ Amount %OV 

Calories 10.80 21.60 

Calories from Fat 10.80 21.60 
Total Fat 1,200 mg < 2% 2.400 mg 3.69% 

Saturated Fat 152mg ~2% 304 mg ~2% 

Polyunsaturated Fat 634 mg 1,268 mg 

Monounsaturated Fat 414 mg 828 mg 

Cholesterol 0 0% mg 0 0% mg 

Sodium 0 096 mg 0 0% mg 

Total Carbohydrate Omg 0% 0 w 00/o 

Protein 0 mg 0% 0 mg 0% 

Extra Virgin Olive Oil 400 mg ** 800 mg l * 

Evening Primrose Oil 800 mg ** 1,600 mg ** 

- 

PHARMED GROUP CORP. 
2 .3 

Miami, Florida 33172 USA z ti 
a w 

- Percent Dally Values are based on a 2,000 
calorie diet. 
** Daily Value not establfshed 

! 7P i I ‘dk4!!’ : 
I 

-.-.-q I-y-_----_---.---_--.--_---. .- ------.--I----.-- I.._ -_-------------- --^-_ i 

. _ 

:’ 
.> I -. 

,’ ..’ ~ ,.. 
- 

I, :: ‘1. 

.-, 

.._ /u,.. 
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Supplement Facts 
Serving Size: 1 softgBls 
Servings per container: 30 

Calories 
Calories from Fat 
Total Fat’ 

Amount %DV’ 

4.71 
4.71 

450 mg ~-2% 

,SaturatedFat,. . .’ '-. 64 mg .T 2% 
,I . . 41) mn 

~~ s- 

-. Polyurikhrated Fat 

.-Mdnoukturated Fat 

Cholesterol - -- 

Sodium. 
rotal Carbohydrate 

‘rotein 

322 rnb 

0 mg 0% 

0 mg 0% 

0 mg 0% 

Omn l-w” 

Ixtra Virgin Olive Oil 450 mg ** 
3nkgd Biloba l&tract (2% flavonoids) 150 mg l * 
Perceni Daitv Values are based on a 2 000 

calorie diet, 
** Daily Value not established 

KEEP OCT OF THE RE.XH OF CHiLDREX. 

OLEOLIED is J tradsm;lrk of Al&i Fat-ma, !&x&l 
(Spain). 

PHARMED GROUP CORP. 
Miami, Florida 33 Ii2 USA 



SUPPORTS A HEALTHY CARDIOVASCULAR SYSTEM 
AND PROMOTES A HEALTHY bONE SYSTEM 

-_I 
L. . . . . . 

Cdciwm + Fdic Acid 
DIETARY 

SUPPLEMENT 

EXTRA VIRGIN OLIVE OIL t C~4LCKM t FOLiC ACID 

800 mg 400 mg 100 mcg 

Directions: Adults, take 2 to 4 softgels daily on an 

empty stomach before tvcnkfast as 3 dietnry sqylement. 
VI 

;$g i 
05.7541678 8. 

Keep in a cool, dry p&e. Avoid 
6; j(,~,,/< 

0.1 I 

direct contact with sunlight. ir. ._. a.- 
3 ,?’ 

---._ _.___ ___.-_ ~ __-__.. --- .-.-- ---- ..---- -.---- - _._.__ _.._ ~- ._- .-._- -..- --...-. ----. ..-. 

y _.,_ i.^..-:‘.+‘:: __.. ;:- ,_ &a-. - . ..- ..-,b.’ .>&.-+a_- -I’...-- . .‘-*‘.- T.V.., -.I*..- 

4 SUPPORTS A HEALTHY CARDIOVASCULAR SYSTEM 
I AND PROMOTES IMMUNE SYSTEM HEALTH 

Echmacea 
EXTRA VIRGIN otm OIL t ECHINACEA 

_... 

Directions: .4,iults, take 2 to 4 softgels daily on an 

empty stomach before breakfast 3s a dietary supplement. $=Jj 1 

VI c15.754~1683 i 

Keep in a cool, dry place. Avoid 
direct contact with sunlight. 60 Softgels , 



--- 

..F- ‘..C _-_ I 

Supplement Facts 1 

Serving Size: 2 softgels 
Servings per container: 30 

Per 2 Softgels Per 4 Softgels 

Calories 
?alories from Fat 

rotal Fat 

Amount %DV* Amount %DV 
8.38 16.76 
8.38 16.76 

800mg ~2% 1,600 mg 2.5% 

I 

f 
I 

Saturated Fat 114mg ~2% 228 mg ~2% 

Polyunsaturated Fat 86 mg 172 mg 

Monounsaturated Fat 572 mg 1,144 mg 
:holesterol Ow 0% Omg 0% 
iodium 0 mg 0% 0 mg 0% 
‘otal Carbohydrate Ow 0% 0 mg 0% 
‘rotein 0 mg 0% Omg OT 

xtra Virgin Olive Oil 800 mg ** 1,600 mg ** 
olic Acid 100 mcg 25% 200 mcg 50% 
:alcium (as Carbonate) 400 mg 40% 
PerCent DAY WWS are based on a 2,000 calme diet. 

800 mg 80% 

Daily Value not established 

1 
* 

OLEOMED is a trademark of Aicalri Farma, X&id 
(Spain). 

Llanufacturcd for nnd Distributed by: 

PHARMED GROCT CORP. 
Miami, Florida 33 1 i2 USA 

Supplement Facts 
Serving Size: 2 softgels 
Servings per container: 30 

Per 2 Softgels Per 4 Softgels 
Amount %DV’ Amount y&V* 

Calories 7.32 1-4.64 

Calories from Fat 7.32 14.64 

Total Fat 700 mg ~2% 1.400 mg 2.2% 

Saturated Fat 100mg ~2% 200 mg ~2% 

Polyunsaturated Fat 74 mg 148 mg 

Monounsaturated Fat 500 mg 1,000 mg 

Cholesterol Omg 0% 0 mg 0% 

Sodium Omg 0% Omg 0% 

Total Carbohydrate 0 mg 09/o 0 mg 0% 

Protein 0 ma 0% 0 ma 096 

60 Softgels 

EI(TR.~VIRGISOLI\;EOILtECHI?iACEA 58859 30060 5 

Extra Virgin Olive Oil 700 mg l * 1,400 mg ‘* 

Echinacea 500 mg l * 1,000 mg ** 

’ Percent Daly Values are based on a 2,000 
calorie diet. 
** Daily Value not established 

Xanufactured for and Distributed bv: 

PHARMED GROUP CORP. 
Miami, Florida 33172 USA 



. . . 
__...-- 

FOR A HEALTHY CARDIOVASCULAR SYSTEM 
hi) S(?ftgc!s 

empty stomach before breakfast as a dietary supplement. 

Keep in a cool, dty pluce. Avoid 
direct contact with sunlight. 

.._ - . - ------,,~---i---- ----------~~.~.---I-c_-----___- ., ~ . . -__r_ ..-.. --~-___-_--- --...._ -- ,, 
I 

DIETiRY 

FOR A HEALTHY CARDIOVASCULAR SYSTEM 

Garlic 
EXTRA VIRGIN OLIVE OIL t GARLIC 

300..mg 900 mg 

60 Softgels 


