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WELEDA - 
Quality Through Nature 

Office of Nutritional P roducts 
Labeling and Dietary Supplem ents (HFS-810) 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5100 Paint Branch Pkwy 
COLLEGE PARK 
MD 20740 

February 5,2004 

Re: NURSING TEA 

Pursuant to 21 CFR Part 101.93, Weleda, Inc. is filing a S tatem ent of Nutritional 
Support for the Dietary Supplem ent m arketed as NURSING TEA. Please note 
that the form ula has been changed as stated below; the product with the 
previous form ulation is not m arketed any m ore. 

1. M arketed by: Weleda, Inc., 175 North Route 9W, Congers, NY 10920. 

2. Text of Nutritional Support S tatem ent being m ade: ‘Supports Healthy 
Lactation.” 

3. Nam e of dietary ingredients: Fenugreek seed, Anise seed, Fennel seed, 
Caraway seed and Lem on verbena leaves. 

4. B rand Nam e: NURSING TEA. 

5. Substantiation inform ation on file at the com pany office. The corporate 
officer who can certify sam e is Erk Schuchhardt, P resident of Weleda, Inc. 

A  copy of the labeling is attached (box). 

Petra Augenstein-Caporale, RPh 
Chief Pharm acist 
Weleda, Inc. 97s on’& LU 

“‘““-, 
Route NY 10920 2. Weleda, Inc., 175 North 9W, Congers, 

‘“~b.~QOO) 241-1030 v Fax: (845) 268-8574 v e-mail: admin@weleda.com v Internet: usa.weleda.com 



Supports Healthy Lactation* 

Moded’emploi: Racerun sachetdetisanedansunetasse d’eau 
boubante. Couvriret lalsserintiserpendao 5 minutes. 6olrelusqu’B 
3 tasses par jour. Etant do& qu’il est essentiel d’utiliser de i’eau de 
qualit& pourobtenir une bonnetisane, nous recommandons de l’eau 
desource ou de I’eaufik&afin d’optimiser les r&ultak. 
Ingr@di@ntr : Fenugrec (grain& anis (graines), fenouil (graines), 
carw (graines), v@i-v@~“@  cdronnelle (feuilles). 
Tousles ingr(dients qul composent notre tisane d’allaitement sent 
cult& et &coitCs selon les norm@s dequalii&de WELEDA, et sent 
c@rt’fiC biolcglques par BCS OKO-GARAMIE GMBH, Allemagne 
Aucun a&n@, agent conservateur ou edulcoram n’a &tte alout . . 

P&utions : Ne pas uUlis@rst vow &t@s allergique a I’anis, P  
I’an&hole ou & tout autre ingridlent mntenu dans cette ~nfuscon. 
Si vow souffrez d’allemie au c&i ou &es sous traftement contre 
lediab+te, veuillezcon~ulterunprofenionnel de lasant&avant 
d’utiliserce prcduit. Les p@rsonn@s atteintes de maladles du rein ou 
ducoeurdowent utiliserce produitav@cpr&aution. Si un@&uption 
cutan&a survient, cesserl’emploi etconsulterun mbdecin. 
Grossesse:Cepmdukestr~mmandCpourlerfemmesqui 
allaitent. II nedewait pas &@utilis6durant un@grossess@sans 
avoirconsult&un tidecin traitant. 

*C@tt@ ail&gation n’a pas 6t4 &al&? par la FDA. Ce produit 
n’est pas destinC a diagnostiquer, traiter, guerir ou pr6venir 
des maladies 

land sfowteethmg; helps 
--.~ _-._ --._--. .-- .-_.-__ -- ,imediesaretake” Internally: 

Inthemomlng:CaldodoraFAM;a~mgred~ent: Apatite 5x 
~In~e@vening.Cakicdoro~M,aclnr@~ngred~ent:Calcareacarbon~calx 

Wlendula Ointnwnt 
TFuseffectiveo!ntm@~helpstotrwtminors~nimtabonsandrashes. 
idealforeventhemosts~~eas. particuiarlysoreand cracked 
“~pples~n numng mothers 
Active~ngredient: Calendula offiiu”absTinchr@(M) 

Applythis~ntlalbalsamforUlecareofcvb,skmah 
h@almgwOunds. Actrwngrallentr. Meramalisperenn~sTinchlre (M), 
Caler&!aoffic~nalisT~“ctwe(M) 

Amica Ointment 
U~WELEDAfAm~caOintmentforbru.es,rprai~sar@andach~ng 
musdes, bla~aandbluemarkr.Ac~eiingred,ent Amica montaria 
Z”ctur@(N). 

BUmcare 
Asooth~“g,coolinggel.WELEDA’sBumCareoff@rstreatmentofm~“o~ 
household’s bums. sunburns and ,rwct bites. Act& mgredlenk: “rot 
urensl~Amicamorrtana1X 

a”dlegs.~Usefulduri”gpreg”ancy,aswellasforpeoplewhoareonth / * 



- Certified organic, rich in vitamins and minerals 

Mother’s Milk is a complete and perfect nourishment. Generatly, breast-fed babies develop 
harmoniously, partly due to the close bond formed between mother and child. Breast-feeding 
provides a basis for good health throughout life. Even the best substitutes cannot impart the 
resistance to illnesses that mother’s milk provides. 

*digestible and rich in vitaminsand minerals. WELEDA’s 
thy lactation*, but it also has a soothing effect on the 
N’s Nursing Tea has been sold to thousands of satisfied 

w.vueleda.com or call @WI) X1-%330 

he FDA. This product is not intended to diagnose, 

Directio”s:Addonetea bagtoacupof bolll”gwater.Coverandlet 
standforSmm”tes.Drinkupto3cupsda~v. Becauseqoodwateris 
wential to brewing a great cupoft&, werecommenb using spring 
orfIltered water to ensure the best result. 
Ingredients: knugreek seed. Anise reed, Fennel seed, Caraway seed 
and Lemon verbena leaves. 
AlltheingredlentsinourNursingTeaaregrownand harvested 
accordingtoWELEDAqualityrtandardrandarecertifiedorganicby 
Bcs OKO.GAR~NTIE GMBH ~erma”y. 
Noflavorinas. prezervativesor~eetenersareaddedtothir~rodua. 
Warnings: &&use if you are allergicto anise, snethole, &anyof 
the ingredients ofthiitea. If you have a celeryallergyorare being 
treatedfordiabetes. consvita he&h professional before use. Use 
withcwtionin indiv~dualswith kid&and heartdisease. if you 
experience a skin rash, discontinue use and consult your d&or. 
This product is intended for lactating wome”, and should not 
be used during pregnancy without consulting with your health 
care provider. 

~~~~l~rne~t alimentaire 
Favorise une lactation saine* 

*This statement bar not bee” evaluated by FDA. This product is 
not internled to diagnose,treat, cure or plwent any disease. 
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MadeinGerrrwyf Fabriqu6enAJlemagne 
Distributed by/ Distribu6 par:WELEDA INC., NY-USA/ 

Ptmty Life He&h Products Ltd. Ontario-Canada 
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