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Gmdan Neutra—Ceutxcals, Inc.
2 North Main Street

Suite 466 o
Mlddletown, Ohm 45052

Dear Ms. Scherrer. ‘
'February 4, 2006. It is not clear whether you mtend this .

A) to be the notification reqmred for dletary
uan toy,Zl U S C 343(1)(6) (gectmn 403(r)(6) of the

This is in response to your letter of
letter to the Food and Drug .
supplements bearing labeling ¢
Federal Food, Drug, and Cosmetic/ Act
brochures and proposed labels for the 50
dietary supplement Your lettex state
product : i

l

~ “Helps Maintain Healthy Cholesterol Levels
: “Mamtams Healthler Blood Pressure i

In the preamble to the January 2000 ﬁnal rule on struc " ﬁmctmn; claxms (see 65 FR

1000 at 1018), FDA stated tha m"xsy about the mamteuan of rmal cholesterol 1evels did
not necessarily constitute 1mpl d d1scasye claims. We stated, however, that because “many
people»thinkof cholesterol solely in 1 of the negatlve role of elevated cholesterol in heart
disease,” in order to av01d 1” plying ’

’ _claxms about the control of ‘olood press e; th :
clalms are about blood pressures that‘ar : lready w1thm t

ect blood pressure and
being i mtended to affect
al ranges, they are disease

, makmg f’or th1s product repres t ‘that ‘the product is mtend
- blood cholesterol but do not also ﬁnclude a statement abo
. blood pressure and blood cholesterol that are already in t_ :
claims.

in the clalms “Reduces Chance of Stroke, Heart Attack
- and Angina Pains,” “[I]mproved holesterol ‘a.ile,vels,” “Recommended for those with a farmlyz
history of heart or. cuculatcry, 10| nd “Also reconnnended for those in treatment for f
. hlgh cholesterol or heart dlsease Fa er lxved 10; years beyond predlcted death takmg this

The promotional brochure also v

50153 16T 567




Page 2 - Ms. Adnane Scherrer

product.” The brochure also mcludes:epresentahons that the product is “medlcme e that is
intended for “treating t the sympi ms O ess,” and is to “assist the body thh heahng” inthe
context of blood pressure, blood;cholesterol levels and heart dlsc e;.} N :

21 U S. C 343(r)(6) makes clear that a statement 1ncluded

_that section may not claim to dia ose, mltlgate, treat, cure, a sf
class of diseases. The statementsg’;xat you are makmg for this product suggest that it 1s
mtended to treat, prevent, or mxtlgate dxseases, such as hype ]
coronary heart disease, stroke and ang ~These claims do

U.sS.C 343(r)(6) These claims s

the meaning of 21 U.S.C. 321(g)‘(1')(B, . ‘ ;tlthat 1t is sub_]"

ension, hy ,ercholesterolerma,

provisions of the Act. If you inf en

‘Center for Drug Evaluat1on an
v Montrose Metro H, 11919 Roc

You also 1ncluded a brochure for

to" ake lanns of this nature, you should contact FDA’
iR), O Office of Comphanoe, HFD-3 10
: \Rockvﬂle Maryland 20852. :

v

a analgesxc patch named “Pa1n~No~More Tlns product

~ does not appear to meet the statu-t' definition of a dietary supplement contained in 21
U.S.C. 321(ff), and therefore, can not. be marketed as a dletary upplement We explaln the

basis for our opinion below

The term “dletary supplement" is
~ that the term means a product- (othe

or contams a vitamin, a mmeral an herb; or other botamc

substance for use by man to suppl

. concentrate, metabohte, constltuent’ '

i
rz

:f_U S C 321(fi) provides
plement the diet that bears
acid, a dietary '
1 dietary intake,ora -
of the above 1ngred1ents

ﬁiefned in Zl Us. C. 321(&) ;
r than tobacco) intended

lement the diet by incre
ct, or combmatlon of 2 an _

21 U.S.C. 321(ff) further states that dletary supplements are intended for ingestion in a form

described in 21 U.S.C. 350(c)(1)(B)(
not represented as conventlonah .fc

a dietary supplement.

An article that is applied exterr al

; comphdnce with 21 U. S.C. 350(0)(1)(13)(11), are
od as a sole 1tem of a meal or the dlet and are labeled as

ly to the skm is not “mtended for mgestxon ” As stated

above, the definition of dletary, suppl

'ment m 21U. S C 321( states thata dletary

' supplement is-a product “intende
by the court in United States v. T

en : Carmns. J:Ene'r,«‘B :‘Na'

(ED N.Y. ), aff’d 72 F.3d 285 \(Zd Ctr 1995), whlch sta

The ordmary and plaln meamng of the term. “mgestld
stomach and gastromtestxnal tract by means of enteral
Medical Dictionary (4th L

of food and drink into’ the

E. Supp 381, 393-94

.,‘eans to take into the -

s Ed. 1976) (defining i gestion as the “introduction

(1976) (deﬂmng mgestlor as “the takmg of matenal (as food) into the dlgestlve

system.”)...

tion” has been addressed o

1strataon See Stedman s

stomach.”); Webster’ s Third New Internattonal chtlonary I
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0 ".,,’ to mean enteral admxmstratmn mto the
age of the statutory

o sections 1mmed1ate1y prece

© 350(c)(1)(B){) states tha the vitamin must t tend in tablet,
capsule or liquid form. Each of these forms denote of mges:tion‘that
involves swallowing into the stom ; tes that ¢ 2 food is
intended for mgestlon in hquld form under sectxo‘ ' : ly ifitis =
'formulated in a fluid carrier and is mtended for g uantltles measured i

in drops or similar small umts of measure.” Thzs el_ 1 qmd,fo ” also
denotes mgestmn by swallowmg the ﬂuxd o ol :

Therefore, because the term “mgestwn” eans mtroduced mto the gas
products that are intended to be y, such as transdermal ski pa _
subject to regulation as dietary supﬁ use they are not “mtended for mgestxon :
~and are drugs under 21US. C. 321(g) r the de
*to affect the structure or function of th
mltlgatlon, treatment or preventlon 0 
market a product such as this, you sho
Research (CDER), Office of Comphance, H
Pike, Rockvﬂlc, Maryland 20852 2o

g n an
tro I, 11919 Rockvﬂle

Please contact us if we may be of furt}ixe;@‘afss‘iistanc:e{ nen s

 Sincerely yours,

and ‘Apphe'd Nu’ i

Cop1es : i oy o
FDA, Center for Drug. Evaluataon and Research Ofﬁce of Comp
FDA, Office of the Assoc1ate Commlssxoner for Regulak ory Affa
- Enforcement, HFC-200 - el L
FDA, C1ncmnat1 D1stnct Ofﬁce, Of}

e Gf (Comphance, HFR—CE44O




Ofﬁce of Nutntlonal Producl:s :
‘ lements

5100 Pa :.ft »ranch parkway |
Col!ege Park Md. 20740 '

We, Gmdan Neutra-oeutncais ne. ¢
2 North Main Street Surte 406

copy of the proposed b“
~ concerning the. weight. The
~ the product. There wnll be 30 s‘

- Also enclosed isa copy of ou |

~We have chosen to commum formation in this fe iy : wssh {0 be certain
that all needed information b en ! ur o - ttempted to
make contact with your offi re e SaE
you wedo not want to allow,

We are a new company why

and has forwarded all. neede

State office for incor {
product names w:th

You can reach me dunng re

*7 North Main Street
Suite 406
Middletown, Ohio 45042

Phone: 5137054100
Fax: 513433-2024
Email:ascherrer@siscom.net -
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 GINDAN NEUTRA-CEUTICAL'S G,n::fN:ﬂ,:':urf:ar;':df::i::‘:;::f;:;z':ﬂ

Products to Ametica, LET US KNOW WHAT TYPE OF HEALTH

. MA!NTENANCF ASSISTANC& YOUSEEK. S
PAIN- NO-MORE Patches | e e |

ailments you wishto prevent? ““Chinese ‘Medicine? -
. D Yeslhave ng symptoms. [C] Yes, thave read some.
’ ERREE S ." R ; o Yeslhavesymptoms e ft akes total sense ¢
‘ . ; ; : 3 Yes! s:mekmedrea: - '[[] No. But twould ke to hear
: S o ,
PAIN-NO _MORE GINDAIN PAIN~NO-MORE isa multr-functronal O ERE \

PATCHES HAVE , Would you boinforestedin Should we advise you of fut
BEEN HOUSEHOLD analgesic patch that improves crrculatron where mmmmwcmm;m mw‘”?;m”_y%’m soll?
STAPLESIN CHINA [] YesMineistoohigh. . D Yes, | will bo interested:

; feventsa lied. T ese
FOR CENTUR!ES ’ IS appie h 8 patChes have been used 1 D Yes My family has a history D No, wil call you it | am.
: by the Chmese for the treatment of pam fromag- |  [J Notaresdyam aware of [] Yes, ! would ik to sel

Cholestow. , : thém.”

rng, over exercrse jomt mjury, and arthntrs for o
? : ~Comme’nts:

ment often mterferes wrth your bodysnaturaiy | A A . _'

’ 7 CMx 1OCM PATCH rngrediens Musk. fen» i

, ; nermtpepper cam;mor birch oil, belle- =R
emnAN® PAIN-NO-MORE® |+ oot andoher et ot 3 IN CHI e ko

: CMX65CM PATCH: lngredrems  PRC L mddretown omo4so42

PATCHES cause . Ginger, A,.gm.m tizome, thubarb, fack | Phone 513-705-4100 or zns-m.sass

REP AIR & RELIEVE P AIN. ; rn«ihepulpit myct, rankincanse camphor, mentho i (tota!of28herbs) | Fax: 513.433-204

' heahng and often has srde effecte

mal aschewer@slsce;m.ne’t ’




= skin itches or develaps rash

GINDAN® PAIN-NO-MORE® Adhesive Patches

- All Natural, Fast Acting, Convenient, & Effective

 Five 7 cm x 10 cm Patches/Pack  Forexternal use only . Expires: Nov. 07

- INGREDIENTS: Musk, crude ch;uan-Wu, fennel:root, pepper,

camphor b"énadcnna Wéat ﬁi‘rchioil &'4, other Chinese herbs.

USES: WI" relax muscles & tendons and relieve aches & pains
due 1o strains, sprams bruxses and/or theumatic arthritis-and
;amt pain:

: DIRECTIONS Remcve from:fﬂm & apply o clean dry skm and

.xtself (usuaﬂy 2 days). Remove'if.

CAUT!ON Dc NOT ‘apply o chudren under §, pregnant women,
eyes, mucous membranes, ha:ry surfaces ‘'or wounds. ltching,
rashes, and blistering are rarely seen side effects. Seek medical

»care if symptoms persist: thmmunmq mm «u«wmwm :

T STORAGE Sealed in bagi in cool dry place out «of reach of

Chﬂdren

Distributed-by: G?ndhn;Neutra-cept?qﬁis, inc. Middlet,oivn, Ohio USA




GINDAN NEUTRA-CEUTICAL'S

CHOLEST-LOW

CHOLEST.LOW
FORMULA
IS BASEDON -
ANCIENT CHINESE
KNOWLEDGE

GINDA!N CHOLEST-LOW isa mum-functtonal herbal

kernel that tmproves heart and circulatory system :
health. It helps balance the entire system rather than
treating symptoms., CHOLEST-LOW is made of frut
7 ke herbs lt‘s natural propemes ehmmate

STUDIES SHOW THAT:
GINDAN CHOLEST-LOW

Holps lla_lntaln Hoalthy Trlglyc- '

e medicm ~which. foo e
often mterferes w:th your body s naturat heal- ‘

ing and oftan has side effects
GINDAN CHOLEST-LOW

PREVENTS AND TREATS.

_ GINDAN CH

GREEN TEA EXTRACT
' CRANBERRIES ‘
INSENG FAMILY HERBS

‘TANGERINE ZEST | :
moouc*rs. g

KUD_ZU:
CASSIA SEED

, ROOTS ARE GOMMON
' ESE

Ryl mNDAN

» NEUTRA-CUETICALS
NG

MiddCommons Centre
2 North Main Street
Sulte 406
, Mlddletown, Ohlo 45042
Phone. sia-mm 320r 7054100

“Fax:513-433-2024
Emalliascherrer@siscom.net.




L

fea ,a:and Clrculatun Ty

. fSemﬁQS:ze\ one package (bag

| Servings Per Contair

| [Amount Per Serving __ T
Proprietary Blend L

| "« Daily Value not Estabz k

| Ingredients include: K

‘| Caution: Not for use by
_Keepoutofreachafch n. -
_Storemacoolanddrypla S e
] Do not use if seaied bagl ‘ :en or open. e

Green Tea Extract

o a o T T BT o 1 g
S :

A product of Gmda eut
3D '.[




