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April 22, 2005

Office of Special Nutritionals (HFS-450)
Center for Food Safety and Applied Nutrition
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200 C St. SW
Washington, DC 20204

NOTICE OF DESCRIPTIVE CLAIMS

Enclosed herewith are texts of descriptive claims made by Organix South on or after
April 22, 2005:

AJAY

ANITA

KAMA
MANISH
NARSIMHA
NARTANA
NEEM
NIRMAL
NISHA
PAVAN
SAHANA
THERA NEEM
THERA NEEM LEAF
USHA

VDAY

Text of statement, name of supplement, identification of manufacturer, and contact
information for each product are included on its sheet. I certify that these exhibits are
accurate copies of the originals and that the firm has acquired substation that statements
therein are truthful and not misleading.

Smcerely,

@7{ 46 Redes 16 7O

Robert S. Rister | g75 0162 LET
Consultant to Organix South, Inc.



Supercritical Whole Herb Technology
TheraVeda supplements combine the benefits of
chemical-free herbal extracts and natural whole
herbs through an innovative, patent-pending
technology. Supereritical extraction is a gentle
i rful combinations

. process powe e
that contain the broadest spectrum of the herbs'

essential nutrition. Our unique techxz;-:d{ogy adds
™y o i rrot

- the therapeuti targeted supercri
to the broad-spectrum Jmstﬁ%mmicalextmt.
The two are recombined with the whole herb and

- sealed in a vegetarian capsule. TheraVeda

sggs}lements achieve the broad specirim now
combined with a concentrated, therapeutic herbal

" extract formula, *
‘TheraVeda's Ajay Aller Support Formula

was based upon’ traditional formulations dating
back thousands of years. As an herbal addition to
your. health Ajay may help support

- propeér histamine levels and respiratory function.*

: Organi)éggn’th's Ther:g{te’dh”! vegetarian  capsules
- contain ¢oTR, 0¥, sugar, wheat, or
T aie Toromiatsa Sathout the 1es

dairy products e
preservatives, artificial flavors or colors. Cur premiom

i psules are prepared withont any chemical
ivents and are independently verified to be free of

‘ pesticides and harmful levels of heavy metal

‘Lor prevent any disease.

- conaminants

*These statements have not been evaluated by|
the . Food and Drug Administration. This
product is not lutended to diagnose, treat, eure

Formulated &
digtvibuted by:
Organix-South, Inc.,
; Clearwater, FL 33760
www.theravedsheebs.com
1-888-989-6336

Serving size: 2 capsules
Serv:nngperoontamac

Supplement Facts

Amount Per Serving

% Dally Value

Coriander (seed) SCO?2 extract
25% volatite oils 30 mg with
5% d-linalool 22.5 mg

120mg =

Coriander {séed) raw herb powder

%Bmg e

Turmeric {rhizome) sogz extract

100mg e

'ag’?ﬁ'm‘m/ 2 e?r’?am’eéb oue
(S%wmummds 1(5:13‘)9

20mg e+

Neem (leaf) SCO2 extract
{50% fimonads 6 mg)

12mg e
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Supplement Facts

Sew?n,g per cgnlamer 30

Amount Per Serving % Daily Value

60
A

afe (seed) PSE™ hydrophtlw 148mg-»

Pom

extra 01)
Pomegranate (seed) raw hetb powder 100mg =
Licorice (mot) SCO2 extract (150:1) “t5mg .-

Liconce PSE“‘h drophil 1%
rhzir¥2f7°?rhxg)lc m e

Ashwagandha(mot)SCOZeWaa(‘tmi) 1dmg »

ndba{mot PSE* 150 mg |

ac%grgéém ndesﬁl?“ies mg)

Ashmgandha(mot)laWhe,rbpMer __Tomg -

mbums nai‘mtﬁs(m’ﬁt) SCO2extract (25.1) BAmg » |

T A e s 10 mg omg ¢

Daily Value not astabiished.




SUPERCRITICAL ©  Kama is the Cupid of Indian
mythofogy. K without
3 g to empower those worthy of Talli

% Daity Value
Ashwagandha {root) SCO2 extract (100:1) 16mg o
Aslmgandm Mm(agnwgammom -
Ashwagandha (oot} ravherbpowder ~ 100mg »
Tribulus terrestris (fruit) SCO2extract (251)  65mg o
mumsmmm 110mg =

(Xo%gponnsung)
1mmm(w)mmmn Hmg e~
Mucuna pruriens {seed) PSE™ edactT10) 50mg = |
“Mucuna pruriens (scedj rawherbpowder  100mg e
Asterocantia Lohgholia [seed) SOO2 et (151) Dimg
mm(wﬁmmmww X
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Amount Per Serving % Daily Value
Eclipta alba (leaf) SCO2 extract (0:1) & 24 mPB mg =
i i RAmg-e

lem_en F

j%‘% 4 G a;? ; $ o i aIw\i’-( (.
€ pitia - state €8 e

W ,»;%% CHODG DY ALEL e ”%S\Q%%(b e e e 55

Qe i : & | Ectpta alba (eaf) rawherb powder g

Embiica officinalis fruf) SCO2 extract (100:1) 20ng o

Emblica officinglis frul) PSS ** 380mg « -
Fychophiie exiract %@fh\nhsEm -

,ém

3
Ry

ST RS i
};?fi»&* e R

S

”‘2\@3«,@«““ 1 therapics sipport the 1 e 25| Emblica officinalis fruf wherb powder __ 100mg
& o TR bl 8 Ginger (1 )5902 .y P “16mg - -
S e . éﬁé’%ﬁ TRk YOI ieodd 10 e, o0 : zigm;g’,"z"’e e Silract -
" dlba, also’ known:as sbhi e 2B mgd Whgngerosd8mg
£ A N T T T et i L 3 M!
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Supercritical Whole Herb Technology
TherdVeda supplements combine the benefits of
chemical-free herbal extracts and natural whole
herbs firough an innovative, patent-pending
technology. Supercritical extraction is_a gentle
process for making powerful herbal combinations
that contain the full range of the herbs’ essential
nuirition. Our unique technology. adds the
therapeutically targeted supertritical extract to
the broad-spectrum post-supereritical extract.
The two are recombined with the whole herb and
sealed in a vegetarian capsule. TheraVeda
supplements achieve the broad spectrum of
actions previously only available with whole herb
supplements, but now combined with a
concentrated, therapeutic herbal extract”

TheraVeda's Nartana Joint Support was created
to support total jont funchon and mobility. Hi
tency herbs allow proper mobility and support
's normal ability to maintain cartilage *

Organix-Soutl's TheraVeda™ vegefarian capsales
contain NO corm, soy, salt, yeast, sngar, wheal, egg or
dairy 3 and are ed; without the use of
preservarives, axtificial flavors or colors, Our premium
végetarian capsules are prepared without any chemical

and independently verified to be-free of
pesticides and hormful levels of heavy metal
contaminants.

*These statements have not been evaluated
by the Food and Drug Administration. This
product is not intended to diagnose, treat,

cure or prevent any disease.
e ) Formulated &
dxsh‘ib!.}ted by

Organx-South, Ine,,

www.theravedaherbs.com
1-888-696-6336

F:Clearwater, FL 33760 |

Joint
Support *

PERCRITICAL
CHNOLOGY - Nortana, 1 the
{anguaye, mo

Sanskrit

Amount Per Serving % Daily Vaiue

M%&MM

‘m1%ﬁ§) 20mg o

Ashwagandhia {root) 5002 extract (1201)  10mg °
h 150mg »

Tingspora cantifolia (stem) SO02 =t (701) 30 mg

TRl Pesr  200mg.

Ymmmfoiamwmmer 50 mg
Tribulus terrestris {fruif) SOO2 extact (511) “S4img »

Tribulus terrestris R 3
wmmmﬁmsmm Somg

0mg e

m%%em fﬁ?‘m .




Supercribcal ‘Whole Herb Technology
TheraVeda combines the benefits of ehennca}—ﬁe‘,
herbal extracts and natural whole herbs thmugh
an innovative, patent-pending

Supercritical extraction s a gentle process %()),r
making powerful herbal combinations that
contain the broadest spectrum of the herbs'
essential nutrition. Our unique technology adds
the therapeutically targeted supercritical extract
to the broad-spectrum t—su reritical extract,
The two are recombing whole herb and
sealed in a vegetanan capsule TheraVeda
supplements achieve the broad spectrum. of
actions previously only available with whole herb
supplements, but now combined with a

ated herbal formula.

'Ihe(xi:“:lgiaé Nirmal Liver (he)are F%;;nula
was dovel 10 su roper hepatic function
8 el o s G

to de an
alterthe:r weight change.

Orgg’nnn:thuths TheraVeda™ vegetanaxhle;apmles
son cory, soy, yeast, W] or
oducts and are %‘mh&e&%m the ﬁ of
preservatives, artsficial flavors or colors. Our premium
vegemmmpsules aré prepared thhout anighexmcai

pesticides and harmful Ievels of heavy metal
COtAMnANS.

*These statements have not been evalusted by
the Food and Drug Administration. This
product.is not intended to dugnose, treat, cure
or prevent any dlsease

- «( Formulated &

distributed by:
" Organix-South, Inc,

WWS ﬁwravedaherhs.eom
888-696-6336

Clearwater, FL33760

.
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Suppiement Facts

Sening size: 2 capsiles

Amount Per Serving % Daily Value

 Tinospora cofdifolia {stem) SCO2edract (701) 20mg »
‘m%rgua stem) PSE 150mg »

Tinospora cordifola stem) raw herb powder 100 mg

ECipta 3ba (ledl) SCOZ extract (501) ~ 26 =
| Ecfipta alha fleaf) PSE™ extact (10) 24mg «
Eelipta aiba (ieaf) ravt herb powder 150mg o

mm(mm;scczm 150mg -

'%sz’mramm e wg)

V)ngm.epoteswgshed. 4

figredients: Aerated siﬁca vegetaridn
Gwdmxypmpyl methyl ceﬁh:hse)

addﬂives No animal mgmdaents

critical H ilic Extract

= 'prsulesda ; take 1 capsule
I the middle of aarg!ea! with 8

ith an d!etasy -of herbal
shiould advise your heatth
hefore use of this product. i
. pfegnant or considerin
khould Gonsult your heal

of to using thasprod




i ightftin}ﬁ’: .
Stress Fornuila®

Supereritical Whole Herb Teclmolog
H ¥

Supplement Facts

Serving size' 2 capsules
ngpercxmtai;xpseur 30

Amount Per Serving , % Daily Value

Bacopa monnieri (leaf) SCO2 Omg s -
mgé(‘-mo (et omg e

Bacopa monmeﬁ 424
6‘y;drc’:’ ?eag 15% bacocides ik

i herb
&oopa(monng {leal) raw:3 o) 350 mg

Spﬂ(enarﬂ (Fbofj SLO2 extract {56 1») 10mg

B Post Sunercritis
SCOY Supercritical Cart




Supercritical Whole Herb Technology .
TheraVeda supplements provide the benefits of
rbal extracts and natural whole

herbs thro ‘an innovative, patent-pending
technology. Supercritical extraction is a gentle
process for making powerful herbal combinations
that contain the most complete range of the herbs'
essential nutrition. Owr mnque technology adds
the therapeutically targeted supercritical extract
to the post-supercrifical extractThe two are
recombined with the whole herb and sealed in a
vegetarian capsule. TheraVeda achieves the
broad s;}x‘ ectrum previonsly only available from
whole - herbs, but mow combined with a
concentrated herbal extract formula, *

TheraVeda's Pavan Upper Respiratory
Support was developed to s Pepo your fmmune
system and upper respiratory ?:mctm .

Organix-South's TheraVeda™ vegetarian capsules
contain NO corn, soy, sa]x1 yeast, sugar, wheat, egE or
dairy p and are d without the use of
preservxhves, ax?ﬁcnal flavoss or wlcrs ()ur ;;xfmn:;x} :
: es are prepared without

wﬁem audfure independently vérihed to be free of
pesticides and haruful levels of heavy metal
contammants.

“These alatements have not been evaluated by
the Food and Drug Administration. This
produet is not intended to diagnose, treat, cure
or prevent any disease.

Formudated & -
distributed by

* Organ-South, Inc.,

60

Sp‘lement Facts

{ Serving size: 2 capsules

Serving per container: 30

Amount Per Serving % Dally value

Holy Basil (Iéaf) SCO2 extract (7011) B

Holy Basi PSE * h fic
) Basi laf) PSE = hycroph 200mg o
Holy Basil {leaf} raw herb powder 200mg .
Tumerc{mizome)SCO2. 14
ﬁé%Mmezwassmand OOmg *
w%cumnmodswn"g)

85% turmerone 7.7

Tumemémma)mherb ) 20wmg o
B Cacominan omg) " .

12mg »

12mg

= u&,vegehmmpsules \

diﬁvesNoarﬁm!mgredients
percmmlﬂyd hitic Extract
t Carbon ok Dioxide Extract
capsules dally, teke 1 capsule 2 fimes
dameaiwgiysounoes of water,

dietaty or herbal
advise your - heaith
I8 yet, If

Cloarwater, FL. 33760 * SUPERCRITICAL, - L ,hpmignagxt‘ btrt oga:l%g n
Wmthemyedsherbs-com . VEGETARIAN N R : : ; Mﬁs{’m
1-888-589-6336 ! CAPSULES - . , .
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% Daily Value
ey

(51'50.'1;“ &MPSE"W 10mg <
Shatavari {roof) PSE™ extract (4:1) ) 460mg -
Shatavari raw oot powder - 100mg ¢ | -
Herhidesmus Indiciis (root) SOO2exact (40). 83mg o

Hemidesmus Indicus (roof) PSE™ 1 .
Sy e {reot) 60 mg

Berberts aristata (foof) SOOZ eviact (100 120G o |

- Q\ :
£
S

i




Supplement Facts

Serving Size: 1 capsule

Arount Per Serving ] * o, DV
Powdered Organic Neem Leaf.... ... 440mg ... ..

1* Daily Value notestablished - - - - - -
= Suggested Use: One fo two-capsules, two times
dally as a dielary suppiement
%’Oﬂ‘e}, ,..;Hz i vmwn 1,33,
.,...——_.O D!gamx—Seu‘:hsT“ Neem®
—— | NO com, soy, salt, yeast, sugar. wheat, egg and
S o, tlairy products and are formutated without the use
g“ of preservatives, anificiat flavors or colors
nufactured for. Note: Notintended for use by
pregnant or !actaﬁng women

rganix

> SOUTH INC.

Neom supporis overall health, immune
system response, healthy skin and bowe!
function. Neam has been used for
thousands of years in varigus Ayurvedic
treatments.

** Yhis statement has not been ‘evaluated by

ihe Food.and Drug Adminisiration, This.
product is not intended to diagnose, treat,
cure or prevent any disease.

To assure freshness and potency, store in a
co0l, dry place, away from heat, light and
moisture. Keep out of reach of children.

For additicnal information about ORGANIX-
SOUTH’s full tine of Thera-Neem products,
visit us on the web at www.organixsouth.com
or all 1-835-089-NEEM. )
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Supercritical Whole Herb Technology
‘TheraVeda su%plements combine the beneﬁts of
chemical-free herbal extracts and natural whole
herbs through an innovative, patent-pending
technology. Supercritical extraction is a gentle
process for making powerful herbal wmbmahons
that contain the broadest spectrum of the herbs
essential nutrition. Our ubique technology adds
the thetapeutically targeted supereritical extract
fo the broad-spectrum post-supercritical extract,
The two are recombined with the whole herb and
sealed in ‘a vegetarian capsule. 'l‘hemVeda
supplements -achieve. the -broad -spectrumn of
actions previously only available mth whole herb
suppleménts, but now combined with a
concentrated herbal extract fortnula

TheraVeda's Usha Daytdme Stress
Formula was developed to sssist your mind in
mainiaining concentration and Tocus, while
pushing away distractions due to a stressful
environment.*

Organx-South’s TheraVeds™ vegetarian capsules contain
" "NO corn, spyy salt, yeast, sugar, whest, egg or deiry products
and are formulated without the use of preservatives, artficial
flavers or colors Qur premium vegetarian capsules are
- prepaved without any chemical solvents and are
indépendently vetified to be free of pesticides and harmful
levels of heavy motal contaminants.

F;)rmulgbed &
distabuted by.

Organix-South, Inc.,

- Clearwater, FL 33760 -

:S,wA

VEGETARIAN
c&?svws

PAT&ITPENDH\IG

’ .unw uqop— up
- Bob A 02 spn
pwg}z{ 1“1110 pbuioh
umopuns
11;11 no fins 0
prijouco Ay 0}[
v t)m [ J¥]
» lno mam  fjuo7,

COopES T 99mm 9 -
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SUPERCRITICAL

' TECHNOLOGY
’ INSPIRED BY
AYURVEDIC
- WISDOM

. Ayurvedic . dlrect;ve for Su

< Stress Formula

‘ WHOLE HERB'I‘ECHNOLOGY

Usha, in the Indian la guage,
means the DAWN. It is the time just
before sunrise when the mind. ahd
body are fully rejuvenated. - This .

- formulation uses time-tested .and:

proven herbs to help you maintain
fil:s state of mind ﬂ:roughout the
y.*

Usha combines- herbs. tradltionally
preseribed- for- fosus.- Laboratory -

:

studies of Withania sommnifera, also

known as ashwagandha, show that it

stimulates the production of sitric’

oxide, In the laboratoty, sitric oxidé is' 5

associated with the opening of blood -
vessels. Asparagus racemosus, also-
known as shatavari; is. the ancient

digestion aggravated “Bot
herbs are %mmendeg for men and
women who need to msmage stréss m
their busy lives.*

For maximumn benefit take Usha Daymne W

Stress Formila wnth Nisha

3

e

Supp’lement Facts

Serving size: 2 capsules -
Semng

g per contaiher; 30

| Amount Per Serving - % Daily Value
Ashwagandha (root) SCOZ extract (120:1) 20mg »
Ashi andha(mot) 180mg .
exfraet 4.5% withanolides 8 -

30% oligosaccharides 54 n%g -

- Ashwagaqma(mqt)taw‘mwpawder 80mg =
Shatavari root) SCOZ extract (150:1) - 10fag «
Shatavar {root} PSE = ”
m«npm%lm&m =N - 49029 :
Shatavari {root) raw hesb povader 90mg *

porting | ©

= Dally Value riot esfabished,

[

LI

s



Supereritical Whole Herb Technology
TheraVeda's supplements provide the benefits of both
superctitical extracts and whole herbs in an

containing the broadest speetrumi of sn herb’s
essential  nutrients. Our unique technology
concentrates the supercritical extract with the post-
mﬁrcriﬁcal extract. This is then combined. with the
whole herb in a vegetarian capsule, achievinvgihtgw
broad spectrum previously only available with whole
herb supplements, but now in a concentrated extract
. formula* ) .
ThemVeét‘s u(;nillluluty ffu rt wasi created to
support quality of life for people receivin
chemotherapy or-radiabions. High-pot . extraetx\o%
card s fvedic herbs may telp reduce
possible undesirable effects of these therapies,
enhafics emotional well-bemg and support normal
growth of cells and tissues. *

Organix-South's TheraVeda™ vegetarian capsules
contain NO corn, soy, salt, yeast, sugar, wheat, iﬁ%
of danry products and dre formulated without
useof preservatives, artificial Savors or colors, Owr
premi getarian capsules are prepared without
‘any chemieal solvents and are independentg
verified to be free of pesticides-and harmful level
of heavy gnetal contaminants.

*These statements have not been evaluated
by the Foed and Drug Administration. This
iproduct is not intended to diagnose, treat,
cure or prevent any disease,

S Formulated &

distributed by.

Clearwater, FL 33760

Sup

1 Sewving sze: 4 capsules N

Jurmerone 11,55 mg & 5% curcurmi

Oi'g;mm‘Sout}x, Ine, !

ple;ﬁént Féci:s

Sewving per container. 25

m
,Amount Per Serving % Daily Value

: L
Eimerone HOm k1T e 2 mg 20 ™

Turmeric (thizome) rawherbpmdgxg?g@#g ) 300mge

Neem (leaf) SCO2 extract (50% limonolds6 mg) 12 g »

1 Ashwagandiid (OO SCO2 aract (120)  16ig

59 «

: Ad"‘wagavt 'd( hﬁ(mfawhelbm - 3COmgh
-} Tinospora cordifoliis {ste) SCO2 extract (0:1)36 mg »
: mwim;%"m 26 mg e

Tiespora cojdifolia (stem) raw herb powder 300 mg »,
’ Mm\m)'@*ﬁw herene 25 my «

Orgeros 75




