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.Thomas W, Peterson ' T ; l -
VICE FESDENT GENERAL HAFAGER - ' .

October4, 1995 ‘ - _

tinda S. Kahf, Ph.D. -

Oftice of Special Nutritionals -
Center for Food Safefy and Applied Nutrition

Food and Drug Administration

200 C Street, S.W. (HFS-450)

Washington, DC 20204

Dear Dr. Kaht:

Pursuant to Section 6 of the Dietary Supplement Health and Education Act of 1694 ("DSHEA?,

F;hannaton Natural Heatth Products, Division of Boehringer Ingelhelm Pharmaceuticals, lac,
wishes to notify the Food and Drug Administration that within the past 30 days the company has-

begun marketing a dietary supplement with a label which bears.statements of autritional
support.

The dietary supplement for which the statements are made Is Ginkoba™ tablets, which conslst
principally of standardized ginkgo biloba extract. The statements of nutritional support read as
follows:

‘Mental Alertness Dietary Supplement®
mproves Memory and Concentration®

*“Enhances Mental Focus"
*GINKOBA™ is a natural way to enhance your mental focus"
" *GINKOBA™ will help you maintain an overall feeling of hieafthy well-being; reducing

normal forgetfulness and improving concentration®

A copy of the {abel is aftached.

These statements are accompanied by the required disclaimer indicating that the statements
frave not been evaluated by FDA and that the product Is not iatended to diagnose, treat, cuce,
or prevent any disease. The company-possesses adequate substantiation for these statements
.of nutritional support which renders the statements truthfuf and non-misleading, aad thus

pemissible under the DSHEA.

Sincerely, a/%,\,.

Mr. Thomas W, Peterson,

Vice President & General Manager o
PHARMATON NATURAL HEALTHRRODUCTS - - — v - - mfmrs oot v e C T e
A Division of Boehringer ngelheim Phammacedticals, [nc.
p2597eg _ _
75 0/62, - LET 79

900 Ridgebury Road, PO. Box 368, Ridgefield CT 06877, Te! (203) 798-4243 « Fax (203) 798-5771
A DIVISION OF BOEHRINGER INGELHEIM PHARMACEUTICALS. (NC.
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Get a $1.50 Cast Rebate
-To recelve a $1.50 cash rebate and recelve &
$1.00 coupon good foward your purchase of
Ginkoba, please sead the followlng:

1. Your cash reglster recelpt with
the purchase price of Ginkoba
clrcled. . .
2. The UPC symbol from the Ginkoba cartoa.
3. Complete the back of this certificate with
your name and address. . .

tdall to: Glakoba $1.50 Rebate

£.0. Box 1818
Young Amecics, MK
§5594-1818 (Pl)

Please complete the followlng:

HName:

State:—— T

To trelp us secve you better, ploase completa the quas-
tHoas oa the otfiec slde of redate coUpoa.

Eiaase aflow 6 - 8 weoeks for delvery of rebate chack. Vod
where potivied, taxed of othenwise cestacted. Limd oae pec
Gousetold. This official certificate must accompany youl
coquest and may aol be mochanicslly capoducad ia any way.
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Biloba tree. The extiactia Glkoba s
peec” Y standardzed to 24% giakgo

Store of room teaiperature and avold
excessive heat 40°C (104°F) to mala-

taln opfimal freshaess.

fd PHARMATON
NATURAL HEALTH PRODUCTS
Division of: - .
Boehdnger ingethelm Phamaceuticaks, nc.
Ridgefield, CT05877

Sv._xnsowoeﬂecﬂhproduds.hc.
Khel, Mau, HI 96753 .

Product of Geanany . BA1S30

Questions . —

"1. What age cctegody ore yout

— Woryoungar_ 2025
2685 3 60«

’ J.Abodhowodnndowaakcmwobo?

Doty

—2&xaweek
—Ixaweek .
—Lessthononce aweek

6. §¢ tks thve Gaet ticrve YOU've wted Glakoba?
Yos___ No_

6-“0«(onaﬂmwubmtddc\qehkobd?...:-
__1Smonths ‘
___bmoaths- 1yeox
_ 13 vyeac
___3+veos

7. Do you buy geaedc/slore brand audrtional wuppie-
aveats?
—Nwovs_ Sometimes__ Never__
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Ginkoba.- - -
Slandardized Glakgo floba Extract (50:1)

Ginkoba™ & for heatthy aduts who want to
lmprove thelr abllity to concentraté ‘Gnd fo
enhance mental “focus™.
The extract In Glnkoba™ has been shown

. effective as a supplement for the enhance-
ment of cognitive function in aduts, s spe-
clal anfi-oxidative propetties protect the
cell membranes of the necvous system from
nomad aging.
No otfer extract of the feaveés of the Ginkgo
Blioba free meets the stondards and quality
of the one In Ginkoba™, Over 30 yeors of -
extensive research and resutls have shown
that Ginkoba™ & a safe and natural way fo
supplément your dief. No wonder i has
eamed the title of the wodd’s best -
resedrched he. Not dll ginkgo exfracts
are created equdlly. The majority of the
modem glnkgo research refers to the spe-
cific, highty standardized extract found in
G&“(Obc“‘c - - -
Suggested Use: When taken os directed,_-_
GINKOBA & a natural way to shampen your
mentd focus. GINKOBA will help you maln-
{ain an overdll feeling of hedlthy wel-belng -
by reduclng normal forgetfulness and -
fmproving concenfration.

Recommended Adulf nfake: Adulfs over 12
years old should fake one fablet, swallowed
whole, fhree fimes dally with watel af mect- -«
fimes. Research on doses cbove 200y -
per day does not substantiate any better

effectiveness. Opfimal effectiveness has ¢
been shown atter 4 weeks with conticsous
unintequpted use.
Precautions: lnoverdd research fiaks witha -
total of 9772 reciplents tavolved. no sedous

ot significant adverse reactions or drug

lnteractions have been reported to date. y
There have been rare reports of headache,
miid gastrolntestinal distubances and affer-
gic skn reactions with use of the extract n
this product. However, as with any supple-
ment, contact your doctor I you are faking

Ll 3 A ahtmshim s A
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u\hfe..«pfed ase.
Precautions: faovecdd reoe«d:ﬁokmha

otdof9772redp(erd=lmo'(ved,nosedom
f adverse geactioas oc

Nerad!a\shavebeentepodedtodqte.
T There have been rare fepoarts of headache, |

aiid gastrolntestinal distubanoes and afier- { .
gicddnread(omwuhmeofﬂ\emqh

this product. However, as witfi any supple-

mertt, confdct your doctor tf you are tddrq
a presciipfioh medldrve .afe pregnant or
lactating. -~

tNo Information &s ayatiable on the use of
ginkgo blioba exiract tn children under the
age of 12 years old. As with other supple-
meats, please keep this product out of the
reach of chlldeen. In case of accldental
overdose, seek the advice of a professionat
immediatety. .
The statements presented on this package
hiave nof been evaluated by the Food and
- Drug Adminlstration.” This product s aot
{atended fo diagnose, freat. cuce, or pre-
vent any disease.
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Get a $1.50 Cash Rebate
To recetve a $1.50 cash rebate and recelve a
$1.00 coupon good toward your purchase of

- GinKoba, please sead the following:

1. Your casti register cecsipt with =
tf\epwd\asepdoeo(GHo:ba i

zmumsymotmmekmm
3. Complete the back of this ogrtificate with
“your name end address. . .

#all to: Glakoba §1.50 Rebate

! 0.0. Box 1618
Young Amecica, MK

AL g,

P(ease complete the fo((ow(ng'

Naa
Addeess:
City-
Teleptione:

Tom«mmmmmdnm
tlons oa the otfier &lde of cebete coupOA,

Plaasa aflow 6 - 8 wosks for Gstivery of rebiate chack. Vol
where protitbited, taxad o othemwise ceclricied. Umione pec
-housatiold, This officlal cactificate awsst acoompeny your
request and may nol ba mechanicafly repduced 1 any way.-
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4+ Enhances Menta) Focus

b W: Nawral Herbal Extract
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QINKOBA ls a‘hadamrk of Phamm Natml He atm Products.
DMatm of Boe cals, Ina.
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Saaled rormpmfoctm. Do not trse I Incividheal Bister seals ars broken.
Packaged by: Ridgebury Phanmaceuticals, ina,, Danbuty, G 08810
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GINKOBA « Standardized Girkg Sfloba Bxtract {80:4),

NUTARITION FACTS: "
Seeving Sitnt § tatiet a
£ach Tablet contatme

cmraomnotwdsmm tesearch results hava shawn that GINKOBA

1 A g2t and natural vy 1o stpplement your dlet, No ofher extract of
ha Girkgo Blloba trea meets the standards of the one In GINKOBA,

Calorfess 0 Calorles from 0
Suggertad Usa: When taken a3 directed, GINKOBA Is 4 naturat way 1o {0100 00
enhanes your meatal focus, GINKOBA wil help you malntaln g | rotes
overa feefing of healthy wallbelng, tadveing normal (orgethiness | Sosrs .
and Improving concentration, olal Carbehparate Oy
fecommandad Adu Intaket AGURS ovet 12 ysars old shoutd take one  §groims
tablet, swahowed whote, with water thres fimes dally at maaftimes,
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Cautionst At with athat supplements plases keep thit product omt of

“Pareent Dafty Vahors oe S290d 00 § 2,000 eatorte dhat,

the tasch of chlldran, n cass of sccidental overdose, Seek ha advics of
A professional lmmedhwy ftyou 4ra taking 4 prescription medicing,
ate pregnant ot lactating, plesse contact your doclot belore taking
GINXOBA. No Infom\aﬂon 12 svallable on the usa of ginkgo blloba
extract n chitdren tmder tha 2ge ol 12 years o4,

Tha siatamentx prasentad en Dhis packags hevs ol baan svafuated
By tha Food and Ontg Admintstration. Thin product It not Intended
fa dlagnote, trast, cura ot preveat any disease,

tora 1 fuom tamparatre and avold axcesslvs host above
4G (104°F) to matntatn optimat frasthnese,
]

Ingradientss Bach GNKOBA fablet contalng
o of concentral g& exiract lrom fha
dma GInkpo Bilobs trea, The axtract

ln mmcoaA .Y medserf slandardized Yo
4% omnr O(S'Gdtai a;‘%m
eonmuen s (Ginkgolides
ndenobamkeg!nm it proven rallo 9

. Nso Contalns

cethﬂase. hdm. & po‘?g d?
1anlum oxide,
syn hetle lmn mddes.

ENTAL ALERTNESS DIETARY SUPPLEMENT
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