Manufacturers of Fresh Botanical Extracts

Division of Compliance and Enforcement/ONPLDS

Center for Food Safety and Applied Nutrition

Food and Drug Administration

HFS-810

200 C Street, SW

Washington, DC 20204 January 17, 2002

Dear Sir:

This letter is to provide notification, within the prescribed 30 days of marketing,
of three new products that Gaia Herbs is adding to our line that contain structure function
claims. These products are Liquid Phyto-Caps that are herbal dietary supplements. I have
attached a copy of each label that contains the structure function claim as well as other
information.

These products are:
e Urinary Support
e Fem-Restore

e Aller-Leaf

Please call at 828-883-5938 if you need addition information or if you have any
questions.

Sincerely,

- & f ' B
/96’0;1«»@3 & *N/la:?—f\

" James A. Grant
Regulatory Compliance Officer

975 01612 LET 44/17/

108 Island Ford Road e Brevard, NC 2871

712
(8238) 884-4242 tel » {823) 383-3990 fax & (800) 831-

7780 orders
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[SUGGESTED USE: !
,Takeanpswesvwmasmdamomtafwmm

water every {-2 hours for |-2 weeks as needed.
iNa! to be used duning pregnancy or lactation

Keep awav from children Use only as directed|
lon label Safety sealed far your protectron |
]Keep bottfe capped at all tmes and store m 3)
jcoof dry ptace Natural separatton may occur.
| This does aat affect product quaity.

LIGUID PRYTO-CAPS™ - Gara Herbs’
logy delivers a

fult spectrum alcohol-free ligmd extract in a

100% vegetanan capsule. Now you can have

the supenor bioavallabiiity and fast absorpuion

of a hguid deiivery system, from certhied

orgamic and ecologically wiidcrafted herbs, 1n

a convensent capsule

ECOLOGICALLY WILDCRAFTED

CERTIFIED ORGANIC

THIS STATEMENT HAS NOT BEEN EVALUATED BY THE FOOD
AND DRUG ADMINSTRATION THIS PRODLLT IS NOT INTENDED
10 DIAGNOSE, TREAT CURE OR PREVENT ANY DISEASE

LlRlNARY
SUPPORT

Supports Healthy Functioning of the
Urinary System*
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60 UQUID -FILLED CAPSUlES

1Supplement Facts

Serving Size 1 Cagsuie
Servings Per Container 650

Amount Per 2 Capsuias

| Calories 20

I ALCOHOL FREE CONCENTRATED EXTRACTS OF-
i Uva Ursi sohd extract (Arctastaphyfos uva ursi) @
Buchu leaf (Barosma betuina} @

; leaf (Chy k L ]

Coptis thizome (Captis chensnsis) @

Echinacea (Fchinacea purpurea flowenng top,
Echmacea purpurea roat,

Echinacea angustriohia raot

Ectinacea pumurea seed) &

370 mgt

tDaity Value not d

Other ingredients. Vegetable glycenn, vegetable celulose

{capsule}

A =Certfied Organic or Grgamcally Cultvated
&= Untreated Ayurvedic Ongin

@= Fcologcaly Wiidcrafted

Each 2 capsuies cantan 2,740 mg crude herb equivalent
Gara Herbs Liquid Phyte-Caps™ U § Patent No 8,238,636 B1

Lot #

Gala Herbs, Inc, 108 island Ford Rd., Brevard, NC 28712

www gaiahierbs com
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SUGGESTED USE:
Take 1 capsule with a small amount of
warm water 3 times daily between meais,
Not to he used dunng pregnancy or factation
Keep away from children Use anly as directed
on label Safety sealed for your protection
Kesp bottle capped at ail umes and store in a

Supplement Facts
Serving Size 1 Capsule

GAI A HERBS Supplermen
Liguid Phyto-Capsy === =

ALCOHOL FREE CONCENTRATED EXTRACTS OF

| coof dry place Natural separation may occur
Fraxinus bark (Fraxmus amencana) @ 60 mgt
! Thes doss not arfsce prooluct qualty Rad Root {Ceanothus amencanus) @ 40 mgt
LIQUID PHYTO-CAPS™ - Gata Herbs’ yappie rhizome {f itatum} @ 30 mgt
[ patented technology delivers a concentrated — Life Root (Seneco aueus) @ 20 mot
full spectrum aicohol-free friquud extract n a rhizome 1A 20 mgt
| 100% vegetanan capsule Now you can have Corydahs root (Corydahs yanhusue) @ 16 mgt
the supenor bioavailability and fast absorpton Butterbur root {Petasttes hydndus) @ 16 mgt
of 3 hquid delivery systam, trom certified Ginger rtwzome {Zingiber officinaie) @ 14 mgt
{ orgamic and ecologically widcrafted herbs, in Lobelia herty'seed (Lobeha iflata) @ 10 mgt
a convement capsule, TDatly Vaiue nat

ECOLOGICALLY WILDCRAFTED
CERTIFIED ORGANIC

Qther getable glycenn, e celiviose

Supports Healthy Functioning of the et

‘WS STATEKNT HAS NOT BEEN EVALUATEC 8Y THE F000
BLCTIS NOT '[Emm 4 * 4=Certfied Organic or Organically Cuttvated a

ROt ThEA CRE G EVERT Al DSEASE Female Reproductive System* o< t
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Gaia Herbs, Inc., 108 Island Ford Rd , Brevard, NC 28712

~ 100% VEGETARIAN ‘ G s i Pyio G U ot o 6.238,5% 81
60 LIQUID-FILLED CAPSULES

A DIETARY SUPPLEMENT

www gaiaherbs com
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Gaia Herbs, Inc, 108 Island Ford Rd., Brevard, NC 28712

SUGGESTED USE: |
! JTake | capsule with a small amount of E ; ssupsg'l ‘ement Facts
|warm water 3 times dally between meals. erving: Copaute
t Not t0 be used during pregnancy or lactatian. )( E el -
i Keep away from chidran Use only as qirectea T | Amount Por 2 Capsules ny
on labsl. Safety ssaled for your orotectian. | Catones 20
Keap bottie capped at alf timas and store 11 3 H |
| }coul dry place Natural separation may occur ALCOHOL FREE CONCENTRATED EXTRACTS OF- }
| | This daes not atfect product qualny A E“gﬂm;‘:":bi’:;f"(f“‘”m; '0’59' : 132 mgt |
LIGYID PHYTO-CAPS™ - Gaia Herbs' Nymle?aaf('z/m'cadm‘::‘;‘: renels) ;gé r;qg !
| patented technology delvers a concentated | Bayberry bark (Mynca cerdera) @ 100 mgr i
full spectrum alcohok-free igusd extract n a s l Chinese Skuticap root (Scutefiana barcalensis) @ 36 mgt !
| 100% veqgetarian capsule Now you can have Goidensesl rhizome {Hydrasus canadensis) A 16 mgt |
the supernor bicavatlabity and fast absomtion T ] Yarrow Hawer {Achillea miliefolumy & 14 mqt |
| of a lxqunc‘l, dehzsry .slvstszt,z h;«taer:; rr\;tarr;lluu! n i Calamus rhizome {Acorus calamus} @ gmgt ! 3
organic and ecolagically wildcrat arbs, n ! 4R
| a'gnnvenmm caps?na Y l £ f 1 Darly Value not estabhshed ' :rg«;
ECOLOGICALLY WILDCRAFTED Other ingredients” Vegetable givcenn, vegetable cellulose Sk
CERTIFIED ORGANIC S i icapsuie) ' Ho
[ SOV 53 101 S FR 6 5T o z Supports Healthy Functioning of the e o G o Droamcaiy Cutivatad #3
AND ORUG ADMIMSTRATION THiS PRODUCT IS NOT INTENDED i * ®= icogically Wildcrafted 3
{10 LIAGHOSE, FREAT CURE OR PREVENY ANY DISEASE I Uppe r Respll'atory System Exch 12 capsules contam 2 700 mq crade herh squvaiont. E 3
“ “ n Il n “ m' 100% VEGEIARIAN Gata Heros Liguid Phyto-Laps = ') § Patent No » 238 536 B1
00000 00000 H 60 LIQUID-FILLED CAPSULES ‘
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