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‘ Nutntwnal Products, Labelmg
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" ‘Public Healm“service

’Qo""m"%.% DEPARTNIE NT ’ OFHEALTII SERVI CES

dai 7@5100 Paint Branch Parkway
~ Food ‘and Drug Administration
RN '-‘,Coilege Park Maryland 20740

PaulZP Wang MDD, PhD
Senior Scientist
‘Zephantech, LLC.
3610 St. Johns Lane 4
_Ellicott City, Maryland 21042
‘Dear Dr. Wang
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 Sincerely yours,

ied Nutrition

o | Center for Food Saf




11-18-2005

Linda S. Pelhcore, Ph.D.

Senior Superwsory Toxrcologmt :
Office of Nutritional Products, Labeling and Dietary S
Center for Food Safety and Apphed Nutrrtron el
Food and Drug Administration £

5100 Paint Branch Parkway, HEF; S«S 1 0
College Park Maryland 20740

;301.-,45;5-::1448 (office) - .
301-436-2636 (fax)

Re: Premarket Notlﬁcatron for Dretary Supplements

-~ Dear Dr. Pelhcore

Zephantech to market new dretary mgredlents They At

Ganoderma luczdum (Fr ) Karst S o 1P01ysacchandes ‘
Coriolus versicolor £ oo A, Po
Green Tea ----Camellia : smenszs (L )Kuntze - 40
. Velvet Antler Powder ~---C’ervus elaphus Lo 64.{ % prot
Chinese Red Ginseng Powder R

-—-Panax gins

‘.S"#.Wl!\?r*
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, Amount per"ervmg
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Yunzhi Polysaccharrdes
Selemum ~ :

mdwrdual 1ngred1ent
ge_ ,reqwred by FDA and

Mlcroorgamsms and pestrcrde were not detected in aI p
Contents of heavy metals in the products are under
kpha.rmaceutlcal manufacture standards 5

' \ "upplements to humans are based on the prior \
‘humans. The related hterature references have C‘«1
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regardmg this notlﬁcatlon

Sz;nc¢1_tcly yours,

‘ZP Wang, MD. PhD L
~ Senior Scientist e
Zephantech, LLC.
3610 St. Johns Lane
- Ellicott city, Maryland 21042 Lent
- Email: zp16988@yahoo.com




PremarketN » ;‘}{fnr lxetary Suppiements g

CaPV-F2
W , ) »
s s
2 Zephantech LLC

3610 St. Johns Lane' | |
Ellicott City, MD .21202 UsA.

Manufacture: (ReglsteredF ’US“ DA‘ 19113%12268)
Noxth Chma Pha faceutxcal Corporatlon (NCPC)
#380 HeplngR, Shijiazhuang
Hebe1 provmce P R: Chma PC 050015

P:mdu’ctS-i »

‘Prbd}lcthanm: . "“Can F2 : e

..Paékage: . - :  ' 60 capsules per botﬂe'

lem nt for ,adults Take one
nea ne capsule with -
osed. Store in a -

‘Suggested use: g gAs a nature dxetary up,

fpmnted seal under cap is brcakéh or missed.

 Supplement Facts: Servmmg Slze

(o 1 capsule
Semcmg per com i ‘

60
%DV .
- 0mg
 100mg
100mcg

g ngzhi Polysac h
- Yunzhi Polysac
Selemum '

Functional Claim: ~ Immune suppqﬁ,

Idren. Donotuse



Process of capsulé Prepérafién (I,OO 'cépsulg;g) o

5 L1ngzh1 Extracts (24% Polysacch

| Yunzhi Extracts (40% Polysaccharides

Selenium (Selenemethwmne)
Amﬁczal Gum f[f

[ GranularSeletion

~ Capsule Filling

Bottling

 BotfleSealing |

 Labeling

QuahﬁedProducts

b



Product Specxﬁcatlons (translated verswn from Chmese ve
attached below) ‘ : :

N stéfage/rr’aﬁspmaﬁag‘;j, S

1 YNCP’ C Iiianufacture

‘Preduct Name:i ; '”CaPV F2 :
Cantent 150 mg polysacchandes and
: capsule v
Manufacture Level 'GMPs :
- Manufacturer: North Chma Pharmaceu ""ca
o  380#East Hepmg Rd‘, Shijiazhu
; 'PCOS " o
Mlcroorgamsms ;
Total plate count 0 Less than 10 CPU/g)
E. coli , - 0/100g (Less than 30 CFU/ IOOg)
Yeast T - Not detected -
Pathogemc bacterxa Not detected

ncg Selenium per

rpbi'atlbn (NCPC)
Hebel Provice, China.

: Heavy Metals i
Arsenic <10 ppm
Cadmium <1 Oppm i

“Mercury  <05ppm
Lead <10 ppm
Copper < 20 ppm

Pestxclde Contammatlon

! "’Péxtachloromtrobenzene (PCNB)‘-; - Not Detected

Pentachloroaniline = Not Detected
Pentachiorothwamsol ~ NotDetected

Lmdane i P e ey Né~t"De'tected '




