DEPARTMENT OF HEALTH & HUMAN SERVICES

: ~Date:

FEB 16 2006

From: ConSumerSafety Ofﬁcer, ,DiviSi' on Cf ' DtarySupplem
' Nutrmona]c Products, Labehng an Dief upplements :

:;, Ofﬁceof o

Subject: 75—Day Premarket Notlﬂcatmn of New )1etary Ingredlent
To: e Dockets Managemcnt Branch HFA ~3 05 e

Subject of .the Notlﬁoat 0

Firm: ZephantechLLC |

e Date Recelved byFDA November 23,2006

' 9G—Day Date: February21,2006 S

,v;;Food Drug, and |

In accordance w1th the requxrements of sectmn 413(a) of

e  Labil




"™, DEPARTMENT OF HEALTH ANSERVICES  Pubic Health Senvice

5100 Paint Branch Parkway
e _;;_Food and Drug Administration
LR Coilege’ Park Maryland 20740 :

‘Paul ZP. Wang, M. D Ph D
Senior Scientist

Zephantech, LLC.

3610 St. Johns Lane

Elhcott Clty, Maryland 21042

Dear Dr. Wang

bmxtted pursuant to 21 USC.

This is to mform you that the notxﬁcatlon ,’ dated Novembar il 200
: Dr . A_ct)) 'was filed by the

350b(a)(2)(section 41 3(a)(2) of the Fed
- Food and Drug Adm1mstrat10n (FD
“called “CaCh- F3” which you asse

‘According t0 your nouﬁcauon, “CaC, :
Polylsaccharides, Coriolus versicolor,
or 200 meg selenmm per capsuig T ’
~ the label state are the followmg F
capsule with dmner meal Store

vide ‘“reasonable assurance that
sk ef 1llness or mjury ‘

ts of21 CPRIQO 6 and is
e the exact amount of
1ﬁcat10n does not contain
lient, when used under the




| Page ok Drwang S

: conchtlons reconunended or suggeete’

’ expected to be safe, mcludmg an

- which you have concluded that th ne , plemer SO beexpected to be safe If ,
you market your product thhout _submitting notificatior requi g

1USC. 342(ﬂ(1)(B) asa
adequate information to
t or unreasonable risk
‘P’;féhibited under21

‘ subrmttmg suchfa notlﬁcatlon your
_ dietary supplement that contams a ne
provide reasonable assurance that suc
of illness or injury. Introductxon of :
. USC. 331(a) and (v)
- Your notlﬁcatlen wﬂl be. kept confide tial November 23 2()05
* After the 90-day date, the notification w ] ‘
Management Branch in docket
- writing specifically what mfom}‘
confidential for FDA S conmde’ta 0

(301) 436—2375




71‘1‘.-18-200'5 k

| _Lmda S. Pelhcore Ph D i

. Cedlege Park' Maryland’ 20740

301—436 1448 (ofﬁce)
' 301-436—2636 (fax)

‘Re. -Premarkct, Noﬁﬁcauprg '
Dear Dr. Pelli;‘c,ofr’e“;f T
e premarket

The notification
rimthinon.

’ Also, Qnedocument fora predu
2 notiﬁcanon m the package

Sincerely yours,

: Paul ZP. Wang, M. D Ph D
- Senior Scientist -
Zephantech, LLC
13610 St. JahnsLane S
~ Ellicott city, Maryland 2]042 S
Emall _916988@vah00 com s




11-18-2005

Linda S. Pelhcore Ph D ,
Senior Supervisory Toxxcoioglst e ek S e
Office of Nutritional Products, Labeling and D1etary Supplf nts
Center for Food Safety and Apphed N 'mtxon - L

Food and Drug Administration = e
5100 Paint Branch Parkway, HF S-810

‘ College Park Maryland 20740 F

301-436»1448 (ofﬁce)
301 —436-2636 (fax)

Re: 'Premarket Nonﬁcagion ij:f i;i’\é( i

Dear Dr.vPelyli'coref,?f" -

contains new 1ngred1ents and on behal‘ f Zephantech { ftech”) marketmg
- of d1etary supplements, notice is hereb glven pursuant‘ t
- 413 (a)(2) of the Federal Food, Dru ‘
Zephantech to market new dletary

SSOB) of the mtent of

:PQlYSaccharides ;

: Ganoderma Iuczdum (Fr ) Karst lysaccl
v PolySaccharides

Coriolus versicolor
Green Tea -—-~Camellza sinensis (L )Kunt‘ze 4
Velvet Anﬂer Powder o ‘us_elaphus L ;

B LR

3% Fat

CaCh-F3 % Serwcmg sze : ;
~ Servicing per c@ntamer
- Amount per s¢ i
- Yunzhi Polysaccha:ndes e
- Ginsenosides '
- Velvet Antler Powder
V,Se]emum e

‘Microorganisms and pesucxde were not detected in ali products or 1nd1v1dual 1ngred1ent
‘Contents of heavy metals in the products are under the saf -;;ranges raquared by FDA and
pharmaceutical manufacture standardsi :

‘ m




The pos31b1e beneﬁts Gf aH abo‘ '
research and apphcatlons
jbeen prepared in this pac;;age

Accordmg toa Iong hlstory of extens:velyapphcatmnsf i

‘humans, we. have concluded that, )
safe under the recommended Direc
and fell free to contact 1 me by emai
regardmg thls nonﬁcatmn

Smccrely yours, ‘

Semor Scientist :
.Zephantech LLC..

3610 St. Johns Lane Shhen

Ellicott city, Maryland 21042; L

Emall @16988@%1100 com, -

sed on the pnor |
v_;‘ferences have

y by ‘expected to be
erespondence to me -
have any question




Premarket No
CaCh-F 3

NO.t:ifma:t}ian;Daté: : e
Distributor: | -
SRR i 'Zephantech LLC

 3610St. JohnsLane
Ellicott City, M;Dzmoz USA‘ 1

Manufacture (Reglstered F '*

- #380 Hepmg Rd., §
Hebe1 provmce

Products: ’
Productname: CaChF3
"Pabkage:j w . 6Gcapsules pe‘er

f'Sifgvge's't:ed._use‘:f S “‘As a nature d:etan
c b SRR ~~<capsulevv1th.b aI«

~ Supplement Facts: | fSemcmg Slze

o v’Y&hzhi Polysacc)
Gmsenomdes o

io v'f.-a__;-for Dretary Supplement

; 1 capsule
S 80
-~ %DV
 100mg
- 30mg

100mg

. 100meg



Functlonal Clalm

Immune Support and Energy Support

3 Vélvet Antler Powdef

| Selenium (Selenemethmmne)
,”'Artlﬁcml Gum i ey

 Granular Selection

| Bowling

 Labeling




Product Specifications (translated version from Chinese vers

attaéhedf:bé'low) :

E ’rProduct Name
: 5Content

_ | ,Manuchture Leve]f;
i -Manfufacturer:fi‘_

,Mlcroorgamsms

' CaCth o

| Storage/Transportation |

H by NCPC manufacture

: North Chma Pharmaceutlcal Corporatmn (N CPC)
'380# East Hepmg Rd Shzjxazhuang, Hebei Provxce China.
] PCOSOOlS v L

- Total plate couﬁf § O/g (Less than 10 CPU/g)

- E coli
Yeast

. Heavy Metals:
 Arsenic

Cadmium 2
<05 ppm

~ Mercury
Lead
,Copper :

‘0/1 00g (Less than 30 CFU/ 1 OOg)
~Not. detected :

Pathogemc bactema Not detected

| <‘f;1f.oppm S

<1.0 ppm

<10ppm

< 20 ppm

Pes‘aclde Contammatlon S e S L
Hexachlombenz f,e;, DR ; NotrD‘etected' '

Qumto : ;
o ,Pentachloromtrobenzene (PCNB)‘ “;...~‘Not Detected

Pentachloroaniline ~~ Not Detected
Pen achlorothwamsol -~ NotDetected

Lindane ~ NotDetected




