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8 2 ‘03 MAY -5 ,P 1 59 
Office of Special Nutritionals (HFS-450) 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
200 C S treet, S .W. 
Washington, DC 20204 

RE: Dietary Supplem ent S tatem ent of Support Notification 

To Whom It M ay Concern: 

MACA Caval Power US Sales, 12130 NW46th S treet, Coral Springs, FL 33076, the 
distributor of the following dietary supplem ent products, intends to m ake the following 
statem ent of support: “MACA CLenidium  m evenii Waln.) is an Andean root CEOD used as 
a food staple and herbal m edicine in South A m erica. It was dom esticated 2006 years ago 
by the Inca Indians due to its high nutritional value and it was com m ended by : 
international dietitians as s source of nourishm ent. In the m iddle of 1990s. as a natural 
dietary supplem ent. MACA was produced nrim itively bv A m erican scientists with 
advanced biotechnologv.” YFunction: Anti-fatigue.” 

This claim  is being m ade for MACA (Leuidium  m evenii Walu.), which is contained in 
MACATM CAVAL POWER CAPSULES 300 m g, m anufactured by MACA 
Bioengineering (HUBEI), Ltd. and MACA Bioengineering, Inc. (USA), who is 
supervising the production process. This subm ission is m ade in com pliance with the 
requirem ent of 21 CFR 101.93. 

The undersigned is an authorized sales representative of MACA Bioengineering 
(HTJBEI), Ltd and certifies that the inform ation contained in this notice is com plete and 
accurate, and that MACA Bioengineering (HUBEI), Ltd has substantiation that the above 
statem ent is truthful and not m isleading. 

Full Nam e 
MACATM US Sales/Distributor 
Title 

Enclosures 

Phone: 86-27-8677-3702 (HQ) Web: http://www.maca.com.cn 
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Thursday, April 17,2003 

Office of Special Nutritionals (HFS-450) 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
200 C Street, S.W. 
Washington, DC 20204 

RF? Dietary Supplement Statement of Support Notification 

To Whom It May Concern: 

This letter is submitted pursuant to Section 406 (r)(6) of the Federal Food, Drug, and 
Cosmetic Act for the purpose of notifying the agency of-statements being made in 
connection with the marketing of dietary supplements being distributed by this 
representative., 

The product name and the dietary ingredients for which the statement is being made are 
as follows: 

MACATM CAVAL POWER CAPSULES 300 mg 
MACA (Lepidium meyenii Walp.) - 100% purely natural herb 
Other Ingredients: 7.6 g amino acid, 0.077 g taurine, 00027g zinc per 1oOg 
material 

Manufacturer: MACA Bioengineering (HUBEI), Ltd. (P. R. China) and MACA 
Bioengineering, Inc. (USA), who is supervising the production process 

Addresses: Bamboo Garden Building, No, 146* East Lake Rd., Wuhan, China 
65 1 O-F Clavell Lane, Charlotte, NC 282 10, USA 

The text of the statements that are being made in regards to the above stated product are 
listed below: 

* MACA (Lepidium meyenii Walp.) is an Andean root crop used as a food staple 
and herbal medicine in South America. It was domesticated 2000 years ago by 
the Inca Indians due to its high nutritional value and it was commended :by 
international dietitians as s source of nourishment. In the middle of lQQOs, as a 
natural dietary supplement, MACA was produced primitively by American 
scientists with advanced biotechnology 

l Function: Anti-fatigue; Applicable group: Fatigable and week people 
l 100% purely natural premium quality herb . . . . . . ..~.................................................................................................................................................................................................. ~ . . . . . . . . . _ . . . . . . . . . . . . . . . . . . . . . 
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l  This  p roduc t is n o t in tended to  p reven t, treat, cure  or  m it igate any  d isease  

The  above  statements m a y  b e  used  in  b o th  E n g h s h  a n d  Ch inese , as  shown  in  th e  
a tta c h m e n t, a n d  two l anguage  vers ions shou ld  carry s a m e  exac t mean ings . 

The  unders igned  is a n  a u thor i zed  sa les represen ta tive o f M A C A  B ioeng ineer ing  
( H U B E I), L td  a n d  cert i f ies th a t th e  inform a tio n  in  th is  n o tice is comp le te  a n d .accura te , 
a n d  M A C A  B ioeng ineer ing  (HIJB E I), L td  has  subs ta n tia tio n  th a t th e  above  statement  is 
t ruth&l  a n d  n o t m is leading.  

S incerely,  

X u d o n g  S h a o  
M A C A T M  U S  S a les/Distr ibutor 

Enc losures  , 
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MACA (Lepidium meyenii Walp.) is an Andean 
root crop used as a food staple and herbal medicine 
in South America. It was domesticated 2000 years 
ago by the Inca Indians due to its high nutritional 
value, and it was commended by ‘international 
dietitians as a source of nourishment In the middle 
of 199Os, as a natural dietary supplement. MACA 
was produced primitively by American scientists with 
advanced biotechnology. 

[Main material] 100% purely natoral herb-MACA 
(Lepidium meyenii Walp.) 

[Function Ingredients & Content] 7.6g amino acid, 
0.077g taurine, 0.0027g zinc per IOOg material 
[Function] antifatigue 
[Net~mcanta~3OOmg.per capsule -- 
[Specification] 60 capsules per bottle 
[Applicable people] fatigable and weak people 
[Inapplicable people} chi1dre.n 
[Dosage] 3 capsules once, twice per day 

[Store] please keep in cool and dry places 
[Notice] this product is not intended to prevent, treat, 
cure or mitigate any disease 
flerm of validity] 24 months (date of production: see the 
bottle bottom) 
(Executing standard] QIMSHOOl-2001 
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