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Mr. John Morley -
President G
Natural Factors Nutntxonal Products, Inc.
v 111180"’StreetSW ‘ ~
Suite 100 -
Everett Washmgton 98203

Dear Mr Morley

This is in response to your lettcr of Tebn ;
Admlmstratmn (FDA) pursuant to 21 U;; C ‘343(r)(6) (se‘
Food, Drug, and Cosmetic Act (the Act)). Your submissio t
Nutritional Products, Inc. is mak;mg the\followmg clazms for th product Parasxte

Formula with Oregano 011 Extrabt : e n :

“Natural Factors Parasﬁ
“Anti-Parasitic.” :

21 U.S.C. 343(r)(6) makes clear that a statement mcluded labehn %under the authcnty
of that section may not claim to dxagnes _mitigate, treat, ) vent a specxﬁc '

disease or class of diseases. The statemems;that you are
that it is intended to treat, prevent, or ate. dlsease
requirements. of 21 U.S.C. 343(1‘)(6) These claims sugg
for use as a drug within the rneanmg of 21 U. S. C 321(g !

:hat“ﬂitiis ﬁsubie‘ct to

regulatlon under the drug provisions of > Act. If you in e claims of this
nature, you should contact FDA’s Center for Drug Evaluz arch (CDER),

Office of Compliance, HFD-310, Mt ntrose Metro I1, 11919 Rock lle Pike, Rockville,

Maryland20852 ‘ Fle oy R '
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Coples

Enforcement, HFC-200

FDA, Seattle. District Ofﬁce, Ofﬁce cf Comphance, HFR-PA340

dAPPhed Nutﬁtxon

ier assistance.
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'Dlrector , £
Dmswn of Dleta' ‘

Office of

FDA, Center for Drug Evaluatlon and Research Ofﬁceo"Camp HFD-3 0

FDA, Office of the Associate Comm1ssmner for Regulate Y



February 7, 2006

Food and Drug Administration
~ Office of Special Nutritionals
~ Center for Food Safety and Apphed
200 C StreetSW
Washmgten DC 20204

Dear'Slrior'M‘adam" Fant

‘ Th|s is to provnde the requzred mform] "

labeling regulations. .

- Supplement:

~ Manufacturer, ‘packer:

 Distributor:

Text of Side Panel:
' : : paras

Text on PDP:

'Name of dietary- mgredxent that :s the s

‘Gentian (Gentiaha lutea) extract
, (Onganum vulgare L.) extract, W

(Ptcrasma excelsa) extract Cloves SyZg

Name of the dletary supplement Natura I Factors :

| represent the mformatlon presented to‘ /;e; accurate a :

label regulafvons

Nutntlon ; i

4 ,NAnt|~F

‘comply with our obligation under DSHEA

| JWﬂéy, Prdsident ,\// et

- 1111-80th Street S.W., Suite 100

Everett, WA 98203 - -
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Phone: (425) 513-8800
Fax: (425)348- 9050




