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./{“ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
College Park, MD 20740

Ms. Monica Wong

Regulatory Affairs Manager
PuraPharm International (H.K.) Ltd.
¢/o Amerisearch, Inc.

1232 Q Street

Sacramento, California 95814

Dear Ms. Wong:

This is in response to your letter of August 29, 2006 to the Food and Dugg

Administration (FDA) pursuant to 21 U.S.C. 343(r)(6) (section 403(r)(6) ©f the Federal '
. Food, Drug, and Cosmetic Act (the Act)). Your submission states that PuraPharm |

International is making the following claim -for the product Arashi Kuni® Cordyceps:

«Arashi Kuni® Cordycepts is Best Used for:... J
[P]eople...a higher chance in getting cardiovascular diseases.'Natuaral Factors.”

21 U.S.C. 343(x)(6) makes clear that a staternent included in labeling nder the authority
of that section may not claim to diagnose, mitigate, treat, cure, or prevent a specific
disease or class of diseases. The statement that you are making for this product suggests
that it is intended to treat, prevent, or mitigate cardiovascular disease. This claim does
not meet the requirements of 21 US.C. 343 (x)(6). This claim suggeststhaat this product is
intended for use as a drug within the meaning of 21 U.S.C. 321(g)(1)B), and that it is
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 Evaluationand Research
(CDER), Office of Compliance, HFD-310, Montrose Metro II, 11919 Rockville Pike
Rockville, Maryland 20852. , ’

975 0163 LET 994
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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: A

FDIjX, 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

29 August 2006
Dear Sir / Madam,

Re: 30-Days Notification Letter of Dietary ‘Sugplement’s Statement

On behalf of PuraPharm Corporation, with registered company address at AVS ERISEARCH,
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 marketin the U.S. a dietary supplement, brand -named as '
Arashi Kuni® Cordyceps. Accordingly, an original of this notification, the ou-ter box and the
package insert fayout are submitted for your reference.

| hereby also certify that, to the best of my knowledge, all the information subranitted hereis true

and accurate.

Should you have further inquiries, please do not hesitate to contact the under—signed through
phone at (852)2846 6245, fax at (852)2840 0778 or email at mwong@purapt—arm.com.

Regards,

7=

Monica Wohg
Regulatory Affairs Manager
- 0p - 7045
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Arashi Kuni®
Cordyceps

According to ancient medicinal books “The Chinese Herbat of Materia
Medica®, Cordyceps i i f the thy ishing delicaci
alorig with Radix Ginseng and Cormu Cervi. Pravious researches have proven
that Cordyceps has strong and reliable medicinal applications, it is theretore
an ideal regimen food supplerment. In Japan, there have been many scisntific
researches, clinical studies and documents supporting the efticacy of
Cordycaps and hence the Japanese has recognized it as a health supplement
for years and trealed as a necessity.

Arashi Kuni® Cordyceps
Arashi Kuni® Cordyceps is made from 100%premium-grade cultivated
Tibetan Ci using the ietary Sub and
Hyp! i ion T proven to be
equivalent to wild cordyceps in qualtty, biology and sfficacy, Arashi Kuni®
Cordyceps contains various active Ingredients including cordycepin,
ic acid, { ine, proteins, aming acid and
vitamins which are crucial 1o the human defense system.

The Eificacy of Arashi Kuni® Cordyceps:

« Improves immune System

s Lungs and Maintair i y Health
« Nourishes Kidneys

- Helps Alleviate lnflammation

« Improves Cardiovascular System

Arashi Kuni® Cordyceps is Best Used for

~ Individuals with Weak Respiratory System
Contir ion of Arashl Kuni® G can the
fungs and maintain respiralory $Systern in a heatthy condition.

- People with Over-exerted Problems
Cordyceps can effectively relieve titedness and help fo regain vitality. The
amino acids and trace elements improve matabofism and physical strenglh,
therefore improving the physical conditions for those people with over-
exerted problems. Continuous consumption could detay aging as well.

» Individuals Concern Cardiac health
People with lass exercise, unbalanced diet and great pressure would have
a higher chance in getting cardiovascutar diseases. Cordyceps is a mild
supplement and good for cardiac nealth without any known side effact.

» Men Lacking Stamina
In Chinese medicine theory. good stamina is related to lhe functions of
kidneys. The kidney nourishing property of Cordyceps can help men to
tegain stamina.

* physically Weak Individuals
Researchés indicated that the polysaccharide contained in Cordyceps can
effectively improve the immune system. In addition, a variety of frace
elemonts is also capable to enhance metabolisim, thereby restoring enetgy
and maintaining good physique for weak individuals,

Quality Assurance
Arashi Kuni® Cord is It d under the ionat GMP
(Good Practice) standards t0 g tes its safety and refiability.

Every balch of Arashi Kunl® Cordyceps oblains safaty certificates on heavy
metal, microbiology and toxicity lests, issued by worldly-renowned testing
taboratory - SGS{HK). No 2dded preservative and toxic substances.

ingredients:
100% Premium Grade Cordyceps Sinensis

Functions:
Nourish the lungs and tha kidneys, enhance immunitys, regulate bodily
functions, strengthen respiralory systems and the lungs.

Administration & Dosage:

Swallow with warm water. Once per day, 2-3 capsules each time.

Being an ingredient wilh soup: Open capsules, add the Gordyceps powdet
into soup or drink.

Packing:
60 capsules / box, net weight 21g

Storage:
Keep in a cool dry ptace. Avoid direct sunlight.



