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Cordyceps sinensis ot CMI2IO

€ Named as "'winter worm, summer grass" in Chinese
literally, Cordyceps sinensisis neither worm nor grass.
Instead, it is a larva-fungus complex.

. @ More than 400 Cordyceps genera have been discovered

| worldwide, but the only one ever specified by

traditional Chinese medicine scholars is the fungus of

Cordyceps sinensis (Berk.) Sacc parasitizing

the larva of Bat Moth (Hepialus armoricanus

Oberthur).




Cultured Mycelia of Cordyceps sinensis-LivPhcD TCMDIO
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All varieties of strains from the stroma and sclerotium

Cordyceps sinensis were obtained after proliferation of cells
through the sterilized-isolating technique.
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Identifying fungal strains S
The isolated strains were identified as

the authentic Cordyceps sinensis by the
Research Center on Entomogenous
Fungi, Mycological Society of China.

Samsoniella hepiali : LivPhcD

Identification report




Production Footsteps
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Proprietary submerged fermentation and production techniques

TCM Biotech ‘s researchers collect and analyze the fermentative broth of
various stages to find out the best culturing conditions and harvest timing,.
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Exclusive fermentation technology and equipment

Automatic monitoring system
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LivPhcD VS Other cordyceps mycelium

Cordyceps mycelium N
produced by TCM Other cordyceps mycelium Cordyceps militaris

often mistaken for Cordyceps sinensis

LivPhcD
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The Director of the United States
Patent and Trademark Office

Has received an application for a patent for a
new and useful invention. The title and descrip-
tion of the invention are enclosed. The require-
ments of law have been complied with, and it
has been determined that a patent on the in-
vention shall be granted under the law.

Therefore, this
United States Patent

Grants to the person(s) having title to this patent
the right to exclude others from making,
offering for sale, or selling the inv
throughout the United States of America or im-
porting the invention into the United States of
America for the term set forth below, subject
1o the payment of maintenance fees as provided
by law:

If this application was filed prior to June 8,
1995, the term of this patent is the longer of
seventeen years from the date of grant of this
patent or twenty years from the earliest effec-
tive U.S. filing date of the application, subject
to any statutory extension.

If this application was filed on or afier June 8,
1995, the term of this patent is twenty years from
the U.S. filing date, subject to any statutory
tension. If the application contains a specific
reference to an earlier filed upplu ation or ap-
plications under 35 US.C. 120, 121 or 365(c),
the term of the patent is twenty years from the
date on which the earliest application was filed,
subject to any statutory extensions.
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Pharmaceutical composition for preventing
and treating liver fibrosis or nonalcoholic
fatty liver disease

TWI501771
TWI554277

US8,858,954
US8,658,181

* Japan JP6050099
* European Union EP2644201B1

e Taiwan

* USA

Methods for making and compositions
comprising fermentation products of
Cordyceps sinensis

* USA US8722056 B2




The only Cordyceps sinensis owns a

US FDA confirmed that LivPhcD was a
natural botanical product with

decent quality safe enough to be used
as dietary supplements’' new ingredient
in American market and therefore
granted it a pre-market notification.
FDA agrees LivPhcD can

e promote general health
® boost energy

® modulate physical functions

roval from US FDA

s
Manco PoLo TECHNOLOGIES, INC.
A Green Pharmaceatical Company

PREMARKETING NOTIFICATION

TO: Division of Standards and Labeling Regulations
Office of Nutritional Products, Labeling,
and Dietary Supplement (HFS-820)
Center for Food Safety and Applied Nutrition
Food and Drug Administration
5100 Paint Branch Parkway
College Park, MD 20740-3835

DATE: March 31, 2002
Dear Sir/Madame:

HOMEGI BIOTECH INTERNATIONAL CORP, Taipei, Taiwan would like to
aotify FDA of its intent to market a dietary supplement, “Sustotrong” which contains
new dietary ingredicats, in the US market. It has authorized Dr. Yuan Lin of Marco Polo
T Inc. ( 1) to be s who will handle matters
regarding this notification. Sustotrong is a product of TCM Bio-Technology
International. It is manufactured under contract by Sheag Chang Pharmaceutical Co. Ltd
and distributed by HOMEGI BIOTECH INTERNATIONAL CORP.

A. Name and complete address of Distributor

HOMEG] BIOTECH INTERNATIONAL CORP.

2, No. $60, Section 4, Chung-Hsizo E. Road
smny- Chiu, Taipei, Taiwan, 110
Republic of China

Authorized representative in the US

Dr. Yuan Lin

Marco Polo Technologies, Inc

5900 Conway Road

Bethesda, MD 20817

30| 8975211 (phone); ]01-530 5526 (fax)
mail: ylin60@yahoo.

Name of product and dietary ingredients

w

Name of product: Sustotrong

Sustotrong is in capsule form. Each capsule contains 500 mg +/- 10%.

Each package contains 90 capsules. There is no structure/function claim on the label
(Attachment 2—Package labei)

4900 Conway Road, Bethesda, Marytand 20817 Phooe: (301) 897-5211: Fax: (301 530-5526
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'/é DEPARTMENT OF HEALTH & HUMAN SERVICES UG Hl: Sacvice

A Food and Drug Adlmmua on
Rockvile, MD 2

IND 65,

TCM-Biotechnology International
Attention: Yuan Lin, Ph.D

U.S. Representative

5900 Conway Road

Bethesda, MD 20817

Dear Dr. Lin

Please refer to your | i | New Drug ication (IND) submitted under section 505(i)
of the Federal Food, Drug, and Cosmetic Act for TCM-700C.

We have completed our 30-day safety review of your upphc.\m\n and as discussed with you ina
telephone conversation with Jeff D. O'Neill of this Division on September 29, 2004 have
concluded that you may proceed with your proposed clinical investigation.

If you have any questions, call Jeff O'Neill, Regulatory Health Project Manager, at 301-827-
2335

Sincerely,
{See appended electronic signature page}

Debra Bimkrant, M.D

Director

Division of Antiviral Drug Products
Office of Drug Evaluation IV

Center for Drug Evaluation and Research
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Address 24-8,No.97, Sec.1, Xintai 5t Rd., Xizhi Dist., Taipei City 22175, Taiwan
Tel +886-2-2697-2628

Fax +886-2-2697-2627
URL http://www.tcmbio.com/
Email info@tcmbio.com

\ Thanks for Your Attention/
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