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VIA UPS NEXT DAY AIR 
Dr. Robert Moore 
Office of Nuttitiod Products, 

Labeling and Dietary Supplements (HFS-810) 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5100 Paint Branch Pkwy. 
College Park, MD 20740 

Ju3r %2004 

Re: Fulfillment of Reporting Ob ligation 
Under 21  U.S.C. s 343  (r) and  21  C.F.R. s 101.93 

Dear Dr. Moore: 

Whole World Botanicals, Inc., ’ by counsel and in accordance with 21 U.S.C. g 343(r) and 
21 C.F.R. $101.93, hereby submits an original and two copies of its notification within thirty days 
of first marketing its products with the statements presented below. Whole World Botanicals 
retains scientific documentation supporting the statements. 

1. SuDDlement Brand Name 

Royal Break-Stone 

Iwredients 

Phyllanthus Nimri (whole leaf, root and stem extract), gelatin, purified water. 

Text of Statements of Nutritional SUDDOI-~ 

Pmmotes beak& kzdny, Gadah andgaLlbhd&rfunction. 

Recent scient$?c Tesearcb has demonstrated that p&+&zn, bypopbyhntbin, tliacontanal and tticontanol extracted 
fmm Pbyhntbus nirzm’ have all demonstrated antibepatotoxicpmpetiies. The presence of at hast one antispasmodic 
akhid is beheved to be qbonsit% for the smooth musch relbxation in the biha?y and urinary tract. 

Ca&d ‘Cbanca Piedra” in South America, it has been found to promote ea9 bib fiwfirn tbegalbkzckhr to the 
liver and szqpotifie minefiw into the bhcUer. 

A powef2 and safe kzdn y, gahhd&r and her qbpoti. 
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In accordance with 21 U.S.C. $343(r)(6) and 21 C.F.R. $101.93 (c), each of the above 
statements wiIl be foIlowed by an asterisk that will be cross-referenced to another asterisk on the 
very same panel or page next to which the following statement will appear in a box in bold face 
type: “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.” 

Respectfully submitted, 

Viana Muller, PhD. 
President 


