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Age Management Sciences

December 1, 2003 S L

Office of Nutritional Products, Labeling, and Dietary Supplements
Center for Food Safety and Applied Nutrition (HFS 800)

Food and Drug Administration

200 C Street, S.W.

Washington, D.C. 20204

To Whom It May Concern:

I certify that the information contained in the enclosed notification, filed by
Optigenex Inc. is complete and accurate, and that we have substantiation that the
statements are truthful and not misleading.

Sincerely,

bk Sebn~

Richard Serbin, J.D., LL.M., R.Ph.
President and CEQ
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Age Management Sciences

December 1, 2003 USPS Certified
Office of Nutritional Products, Labeling, and Dietary Supplements

Center for Food Safety and Applied Nutrition (HFS 800) BREBINE
Food and Drug Administration R ]ﬂ
200 C Street, S.W.

Washington, D.C. 20204

NOTIFICATION OF STATEMENTS
OF NUTRITIONAL SUPPORT

This notification is filed by Optigenex Inc., 750 Lexington Avenue, New York, NY
10022, pursuant to section 403(r)(6) of the Federal Food, Drug, and Cosmetic Act, 21
U.S.C. § 343(r)(6).

Name of Dietary Supplement Activar™ Age Manager™
Name of Dietary Ingredient see attached ingredient listing
Statements of Nutritional Support - supports the body’s natural defense
for the Dietary Ingredient against the effects of aging
- delivers a level of nutrition unachievable
by even the healthiest diet

- fuels each of the more than 100 trillion
cells in the human body

- an advanced and comprehensive approach
to caring for and maintaining DNA

- provides the fuel to power lasting
daytime energy and mental acuity

- helps to prepare you for a restful night’s
sleep

- helps maintain inner health and vitality

Pursuant to Food and Drug Administration regulation 21 C.F.R. § 101.93(a)(3), a signed
certification is attached to this notice.

By: Richard Serbin, J.D. LL.M, R.Ph.

Nhond St~

President and CEO, Optigenex Inc.

750 LEXINGTON AVENUE 207+ FL, NEW YORE, ~EW YORK © 5002
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Amowt Perdeiig %OV

VimminA (as retinyl paimitate and 85% a8 bota-carctene) 270010 54

Vitariin, C (w ascorbyl paimitite snd secorbic ackd) 180.mg mll'
: w1y

Niwcin (se plecinamide nd niscin).
-Folats (se folc acid)
Biotn Tameg 261 TBietn " )
Panfothenic scid (as D-calcur pantothensie) mg 180 [ mmbwgumm 30mg 00
OMMMIMMMI A0 mg 48 lodine (es mmwwmm 1&mog 12
| o’ i iodkie i from 35mog 30 [77| Magnesium (es magnebium ciéde iid gvoine's) TWomg %0
Zinc {as zinc glycicime) smg 2 Zng {us Hnc ghycinate) . 2mg:. 18-
~Baleriim {ss aalecomethionicte) By 04 “Selenium (a3 seleromwiionine) Hmog 8T
Sopper (ss copper lysinete) O3mp 18 Sappar (ws copper yvirats) ' 018mg ¢
Manginess (as mangeess gucorate) _ 03mg 5 [{]. angunewd {ss maganess giuccnat) LI
* Chromium {ss chromium p Tomeg 83 Myﬁm@%ﬁw.. - BO0meg. 50
(es sodium molybdais) 15 meg 20 Malybdenum {ss sodkim mol ) . 12 meg 168
INFLAMMATORY PROCESS SUPPORT ~Proprietary Blend 75mg - INFLAMMATORY PROCESS -P m™mg
Turmenc thizoms exiract (85% curauminoids), Quercetin & Coyonne pepper (fulf) “Turmeria rhizome extreol Quercstin dhydrate & Cayenns pepper (fnst)
BLOOD SUGARANSULIN SUPPORT - Proprietary Blend BLOOD umm P) Bland :
Venadium (as venadyl sufete) B moy Vanadium isuifals) 90 mog .
Fi seead, Aipha-ipolo adid 8 Q-10 8my Feni awed .dd Con Q10 Simg .
BOTANICAL ANTIOXIDANTS - 218 : SOTANICAL ANTIOXIDANTS -~ MM 11emg M
muwmmmmmm).ombummma(u*m Cruciferous vogetable blond - brocool, ke, radish (2% glucosinoistes), Graps sidn exdract
favongly P arana seod axtract (12 mg of naturally occuring @mwmmmmm ).Rnum-ymmld
caffelne), & lultmd skin exiracts) {merial parts), Pycnogenol (pine tree bark eudrisch) & Listein (from marigokd flower edrach)
METHYLATING FACTORS - Propristary Blend 8y METHYLATING FACTORS - Propiietery Biend smg_ .
Betxine HCI & Sulfur (from MSM - methylsulfonyimethane) Betaine HCI & Sultur (from MBM - methylsulfonyimathane)
DNA REPAIR DNA REPAR i
AC-11™ (tPatantad extraot of Uncaria fomentoss, standardized to 181 mg ¢ AC-1T™ (tPatentsd exiract of Unverie fomentoss, standardizad to 131 mg .
8% Carboxy skl esters) 8% ontars
FAT METABOLIZERS - Proprietary Blend Nmg . FAT METABOLIZERS - P Biend 2mg hd
Gotu koia leef, L-Camitine-tartrate & Acetyl-L-oarmitine HCH L-Camnliina-L-tartrate & Aostyl-L-oamiine HCI
ABSORPTION ENHANCERS ABSORPTION ENHANCERS
o el Bmg * Phosphetidyicholine (hom scy jecihin) ' Nmg___*
BRAIN FUNCTION SUPPORT BRAN FUNCTION SUPPORT 121 mg b
DMAE bhterirate 3amg Ml ‘noeitol, Vilerian Root & Meintonin
WHOLE FOODS - P Blend 25mg hd WHOLE FOODS - Proprietaty Blend 108myg :
8| sigee & Groen ess ] 8 Groen (serial
CELLULAR ENERGIZERS - Propristary Bisnd M b CELLULAR ENERGIZERS - Proprietury Blend d
Snensis exiract (1% ypic ecid) & 3X (6% 10-HDA) sinensis xiredt (1% ) IX (5% 10-HDA)
NUCLECTIDES-PRECURSORS FOR GENE EXPRESSION IRBORS FOR GENE EXPRESSION
Chiorsiia sigae (10% RNA - ribonucieic ackd ) Bmg Chiorella sigas (10% RNA - riborwdisic acld } Bmg
ANING ACIOS - Propiatary Blend 206 mg s ANINC ACIDS - Propristary Slend 88img
L-Glutarmine, L- e Toutite & L-Ghstarnine, L-Arginkie (ss L-argisine HC), L-Omithine {sa L-omithine HCY), Tawrine,
FATTY ACID COMPLEX 300 mg * Ls ) .
Scybean lecithin, borage seed ofl, svening primross oll & fish body off FATTY ACID COMPLEX 300 mg *
DIOESTIVE ENZYMES - Propristary Blend 1,920 units * oli 4 fish
Noutral Lacisee, § Coluinse PROBIOTIC COMPLEX 78 mitfion CFU
_Lactobeciue sckiopitus, Laciobeclius plantsrum, Biidobacteriu biidum & Laclobecive casel
*DV (delly valus) not setablished m . whe mmamm
o ared v celiuioss, Eroscarmiolioss sod d Neutral . Laciawe, & Coluinse

oV vaiue) not seteblished:



Activar: Order

Supplement Facts - AM

Serving Size: 4 Caplets
Servings Per Container. 30

B

Aemount Per Sendng %0V
VITAMIHS
Vitamin & (a5 retind palmitete and 85% as natwal beta-carctene) 3,6001U 72
vitamin C (as ascorbyl palmitate and ascorbic acid) 200 my 333
Vitamin D (as choiecalciferol) 80 iU 20
vitamin E (as d-alpha tocopheryl succinate and with mixedtocopherols) 1001U 333
vitamin K (as phytonedions) 150 meg 168
Thiamin (as thiamin HCl) 10myg 667
Riboflavin (as riboflavin and riboflavinS-phosphate) g§my 471
Niadn (as niscinamide and niacin) 140 my 700
Vitamin Be (as pyridoxine HC! and pyridoxal S-phosphée) 24mg 1,200
Folate (as folic acid) 100 mcg 25
Vitamin B12 {as cyanocobalamin} ) 160 mecg 2667
Biotin 100 mey
Pantcthenic acid (as D-calcium pantdthenate) 24 mg 240
MNERALS
Calcium (&s calcium carbonate and caicium citree) 600 my 60
lodine (as potassium iodide and from kelp) - 60 mey 40
Zirc (as zinc glydinete) : 4 my 27
Selenium (as selenom ethionine) 60 mcg 86
Copper (as coppet lysinate) 0.4 mg 20
Menganese (as manganese gluconse) fg4mg 20
Chromium (as chromium polynicotinate) 100 mog 83
Mdiybdenum (as sodium molybdee) 20 megy 27
IHFLAMMATORY PROCESS SUPPORT - Proprietary Blend 100 mg *

Tunmenc rizome extract (95% curcuminoios), Guercetin dihydrate & Cayenne pepper (fuit)

| BLOOD SUGARAHSULIN SUPPORT - Proprietary Blend

vanadium (as vanadyl sultte) 50 mey

»

Fenugreek seed, Alphaipoic add & Coenzyme Q-10 80 mg

BO TANICAL ANTIOXID AHTS - Proprietary Biend 290 mg

»

Green tea leaf extract (40% catechin and pdyphenols), Glngko biloba leaf extract (24% girkgo
1avonglycosides, 6% terpene iactones), Guarana seed extract (16 mg ofnaturally ocouring
catiine), & Anthocyaning (from bilberry it and arape skm extrects)

ME THYLATING FACTORS - Proprictary Blend 11 mg *

Betaine HC! & Sulfur (from MSM - methyisulfonyimethane)

DHA REPAIR

ACA1T™ (Paterted extract of Uncariz tamentosa, standardized to 175 mg *
8% Carboxy alkyl esters)

FAT METABOLIZERS - Proprietary Blend 58 mg *

L-CamitineL_-tartrete, Gotu kola leaf & L-carnitine HCI

ABSORPTION EHHANCERS

Phosphatidyicholine (from soy lecthin) 50 mg *

BRAIN FUNCTION SUPPORT

DMAE hitartrae 50 mg *

WHOLE FOODS - Proprietary Blend 300 mg *

Blue-gyeen algae, Spindling algae & Gresn barley grass (aerial parts)

CELLULAR EHERGIZERS - Proprietary Blend 45 my *

Corayosps sipensls fungus extrad (1% cordycepic acid) & Royal jelly 3X (5% 10HDA)

1 HUCLEO TIDES-PRECURSORS FOR GENE EXPRESSION

Chiorella glgae (10% RNA - ribonudeic acid ) 50 mg

; AMINO ACIDS - Proprietary Blend 275 myg

L-Clutamine, L-Phenvlalaning, L-Tyrosine, Taurine & N-Acetyl-L-cysteine

FATTY ACID COMPLEX 400 mg

Soybean lecithin, borage seed dl, evening primrose oil & fish hody oil

DIGESTIVE ENZYMES - Proprietary Blend 4,760 units

»

Amviase, Neutral proteass, Lactase, Lipase & Cellulase

http://www.optigenex.com/amp_ingredients.html

|
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Activar: Order : Page 4 of 5

Supplement Facts - PM Formulal|

Serving Size: 4 Caplets
Servings Per Container: 30

Anout Per Sening %DV ||

VITAMINS |
Vitamin A (as retinyl palmitate and 85% &s beta-carctene) 2,8001U 56 |
Yitamin C (as ascorby pelmitste and ascorbic acid) 400mg 667
vitamin D (as chalecalciferol) 801U 15 |
Vitamin E (as d-alpha tocopheryl succinate and with mixedtocopherols) 801U 267 ||
Vitamin K (as phytonadione) 150 meg 188 |
Thiamin (as thiamin HCI) 5mg 333
Rikoflavin (as riboflavin and ribofievin-5-phospheate) 10 mg 588 |
Niacin {as niacinamide and niacin) ‘ 140 my 700
Vitamin Bs (as pyridoxine HC| and pyridoxal 5-phosphete) 15 mg 750
Folate (as folic acid) 160 meg 40 |
Vitamin 812 (as cyanocobalamin) ' . 240meg 4000 |
Bictin 80meg 27 |
Pantathenic acid (as D-calcium partothenate) 40 mg 400
MHERALS !
lodine (as potassium iodide and fom kelp) 24 mcy 16 [
Megnesium (as magnesium oxide and glycinate) 285 mg 66
Jin: (as Zinc glycinate) _ 3mg 20 |
Selenium (as selenomethionine) 48 mcg 69
Copper (as copper lysinate) 0.2mg 10 |
Menganese (as manganese gluconge) 0.2 mg 10
Chromium (as chromium polynicotinate) 80 meog 67 |
Mdybdenum (as sodium molybdee) , 16 mey 21 §

|
INFLAMMATORY PROCESS SUPPORT - Proprietary Blend’ , 100 mg *
Tummeric rhizome extract (95% curcuminoids), Quercetin dihydrate & Caverne pepper (fuit)

BLOOD SUGARINSULIN SUPPORT - Proprigtary Blerd

{ Vanadium (as vanadyl sulfate) 40mcg *

Fenugreek seed, Alphadipoic acid & Coenzyme Q-10 57 mg *
BO TANICAL ANTIOXIDANTS - Proprietary Blend : 147 mg *

Cruciferous vegetsble blend - broccoli, kale, radish (2% glucosinoletes), Grape skin extract
(37% total palyphenols), Tomato lycopene extract (20% lycopene), Rosemary 4:1 extract
(aerial parts), Pycnogenol (pinetree bark extract) & Lutein (from marigold flover extmdj

METHYLATING FACTORS - Proprietary Blend 7 mg *
Betaine HC| & Sulfur (from MSM - methsulfornyimethane)
DHA REPAIR I
ACH1™ (Patented extract of Uncarks tomentosa, stendardized to 175 mg *
8% Carboxy alky esters)
FAT METAB OLIZERS - Proprietary Blend 30 mg *
L-CamitineL_-tertrate & Acety-L-camitine HCI
ABSORPTION EHHANCERS
Phosphatidyicholine (from soy lecithin) 40 mg *
] BRAIN FUNCTION SUPPORT 161 mg *
| TTnosttol, vaenanRoot & Melatorin
WHOLE FOODS - Proprietary Blend 140 mg *
| Blue-green algae, Spinlline algae & Green barley grass (aerial parts)
CELLULAR EHERGIZERS - Proprietary Blend ' 35my *
Cordyosps shensis fungus extract (1% cordycepic adid) & Royal jelly 3X (5% 10-HDA)
NUCLEOTIDES-PRECURSORS FOR GENE EXPRESSION
Chiorells dgae (10% RNA - ribonudeic acid ) 50 mg *
AMIHO ACIDS - Proprietary Blend 1,148 mg *
L-Clutemine, L-Arginine (as L-erginine HCl), L-Orrithine (as L-omithine HCI), Taurine, ;
L-Tyrosine & N-AcetyL-cysteine ;
FATTY ACID COMPLEX 400 mg * B
Sovbean lecithin, borage s2ed oil, evening primrose oil & fish body il
1 PROBIOTIC COMPLEX ’ 100 million CFU *
{ ardnban e anidnmbitue | andnhacitliie mtankanim AFdnhankanum AN um 2 1 adnbhacitiie ~ooi

http://www.optigenex.com/amp_ingredients.html 9/22/03



