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DEPARTMENT OF HEALTH & HUMAN SERVICES 

V<Or< 

0 Public Health Service 

Food and Drug Administration 
College Park, MD 20740 

... ~ . -~ ._ 

OCT I I 20 

Ms . Monica Wong 
Regulatory Affairs Manager 
PwaPharm International (H .K.) Ltd. 

c/o Amerisearch, Inc. 
1232 Q Street 
Sacramento, California 95814 

Dear Ms. Wong : 

This is in response to your letters of September 
16, 2006 to the Food and Drug 

Administration (FDA) pursuant to 21 U.S .C. 343(r)(6) (section 403(r)(6) of the Federal 

Food, Drug, and Cosmetic Act (the Act)) . Your submission states that PuraPharm 

International is making the following claims for the following products
: 

Nong's Wind-Cold Formula 
"[S]oothe symptoms ...including fever, white phlegm, 

nasal congestion, as 

well as running nose and muscle pain." 

Nong's Wind-Heat Formula 
"[S]oothe symptoms ...headaches and fever . . .dry and sore throat, nasal congestion, 

running nose, turbid phlegm, thirst and muscle pain . . .." 

21 U.S .C . 343(r)(6) makes clear that a statement included 
in labeling under the authority 

of that section may not claim to diagnose, mitigate, 
treat, cure, or prevent a specific 

disease or class of diseases . The statements that you are making for these 
products 

suggest that they are intended to treat, prevent, 
or mitigate disease such as respiratory 

infections and related diseases . These claims do not meet the requirements of 21 
U.S .C . 

343(r)(6). These claims suggest that these products 
are intended for use as drugs within 

the meaning of 21 U.S .C . 321(g)(1)(B), and that they are subject to 
regulation under the 

drug provisions of the Act. If you intend to make claims of this nature, you 
should 

contact FDA's Center for Drug Evaluation and 
Research (CDER), Office of Compliance, 

HFD-310, Montrose Metro II, 11919 Rockville Pike, 
Rockville, Maryland 20852 . 
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Page 2 - Ms. Monica Wong 

Please contact us if we may be of further assistance
. 

Sincerely yours, 

Vasilios H. Frankos, Ph.D. 
Acting Director 
Division of Dietary. Supplement Programs 

Office of Nutritional Products, Labeling 

and Dietary Supplements 
Center for Food Safety 
and Applied Nutrition 

Copies : 
FDA, Center for Drug Evaluation and Research, 

Office of Compliance, HFD-310 

FDA, Office of the Associate Commissioner for 
Regulatory Affairs, Office of 

Enforcement, HFC-200 
FDA, San Francisco District Office, Office of 

Compliance, HFR-PA140 
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Food and Drug Administration 

Center for Food Safety and Applied Nutrition 

Office of Nutritional Products, Labeling, and Dietary Supplements 

5100 Paint Branch Parkway 

College Park, Maryland 20740 

FAX: 301-436-2639 

UF.P 2 i ^~n 2uvin 

16 September 2006 

Dear Sir / Madam, 

Re7 30 Days Notification Letter of Dietary Supplement's Statement 

On behalf of PuraPharm Corporation ; with registered company address at AMERISEARCH, 

INC., 1232 Q Street, Sacramento, CA 95814, notice is hereby given pursuant to the 

requirements of Section 403(r)(6) of the Federal Food, Drug and Cosmetic Act (21 U.S.C . 

343(r)(6)) of the intent of us to market in the U .S . a dietary supplement, brand-named as 

Nong's Wind-Cold Formula . Accordingly, an original of this notification, the outer box layout 

is submitted for your reference . 

I hereby also certify that, to the best of my knowledge, all the information submitted here is true 

and accurate . 

Should you have further inquiries, please do not hesitate to contact the undersigned through 

phone at (852)2846 6245, fax at (852)2840 0778 or email at mwong@purapharm .com. 

Regards, 

l rS\ON 

V,t

l 

Monica Wong 

Regulatory Affairs Manager 

Suites 4103-OE, Jardine House, 1 Connaught Place, Central, Hong Kong 

G .P.O . Box 10122, Hong Kono 
Telephone : (852) 2540-1840 " racsimne :(E52)2840-07%b 

E-mail : into@purapharm .com 
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Food and Drug Administration 

Center for Food Safety and Applied Nutrition SEP 2 l L 

Office of Nutritional Products, Labeling, and Dietary Supplements 

5100 Paint Branch Parkway 

College Park, Maryland 20740 

FAX: 301-436-2639 

16 September 2006 

Dear Sir / Madam, 

Re: 30-Days Notification Letter of Dietary Supplement's Statement 

On behalf of PuraPharm Corporation, with registered company address at AMERISEARCH, 
INC., 1232 Q Street, Sacramento, CA 95814, notice is hereby given pursuant to the 
requirements of Section 403(r)(6) of the Federal Food, Drug and Cosmetic Act (21 U.S .C . 
343(r)(6)) of the intent of us to market in the U.S . a dietary supplement, brand-named as 
Nong's Wind-Heat Formula . Accordingly, an original of this notification, the outer box layout 
is submitted for your reference . 

I hereby also certify that, to the best of my knowledge, all the information submitted here is true 

and accurate . 

Should you have further inquiries, please do not hesitate to contact the undersigned through 

phone at (852)2846 6245, fax at (852)2840 0778 or email at mwong@purapharm .com . 

Regards, 
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~ °o 

Monica Wong 

Regulatory Affairs Manager 

, r h+P:a~e, Cer ~~I, Honn Kcr.a . 
G .PO . Box 10122, Hona Konc 
Telephone :(852)2840-1840 " Facsimlle~(852)2840-C77E 
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