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ingredient, when used under the conditions recommended or suggested in the labeling of the
dietary supplement, will reasonably be expected to be safe, including any citation to published
articles or other evidence that is the basis on which you have concluded that the new dietary
supplement will reasonably be expected to be safe. If you market your product without

* submitting a notification that meets the requirements of21 CFR190.6
(http://www.cfsan.fda.gov/~Ird/cfr190-6.html), or market your product less than 75 days afier
submitting such a notification, your product is considered adulterated under 21USC.
342(f)(1)(B) as a dietary supplement that contains a new dietary ingredient for which there is
inadequate information to provide reasonable assurance that such ingredient does not present
a significant or unreasonable risk of illness or injury. Introduction of such a product into
interstate commerce is prohibited under 21 USC.331(a) and (v).

Your notification will be kept confidential for 90 days after the filing date of November 23,

© 2005. After the 90-day date, the notification will be placed on public display at FDA’s '
Docket Management Branch in docket number 95S-0316. Prior to that date, you may wish to
identify in writing specifically what information you believe is proprietary, trade secret or
otherwise confidential for FDA’s consideration.

If you have any questions concerning this matter please contact Linda Pellicore, Ph.D.,
at (301) 436-2375. '

Sincerely YOurs,

Susan J. Walker, M.D.

Director

Division of Dietary Supplement Programs
Office of Nutritional Products, Labeling

and Dietary Supplements
Center for Food Safety and Applied Nutrition
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Accordmg toa long hlstary of T

fegardmg thlS nonﬁcatlon e

Smccrcly yaurs,

Paul ZP;-Wang, M.D.,PhD. |
Senior Scientist i
Zephantech, LLC.
3610 St. Johns Lane

- Ellicott city, Maryland 21042 i £
Emaxl zpl6988@vahoo comfﬁ_ﬂkf',,j o
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, Distr_ibut’dr:

Zephantech, LLC..
3610 St. Johns Lame by

| on‘ fer Dletary Supplement

CaTh Fl

25-2005

 Bllicott City, MD 21202 USA

Manufact-ure:,_(Reglsyt\g;ge@@a)» ity

Produets; ‘
: Pfdduct ;iame: .
Package:

‘ Suggested_ use:

Supplement Fécts,: L

o _Gluten .

Functional Claim:

CaThFl -

: 'fServwmg Slze .
. Servicing per contamer
i Amount per servm‘ :

i cher Ingredzents

7_US—FDA 19113312268)

Hebel proncé, PsR Chma PC 05001 5 : A:’f L

- : 1.1 capsule
%DV
i 120mg
bhshed)

10 Amds
icial Flavors. No
g Solyents, Yeast or

; ~Mu
No Artzﬁczal Colo
Preservatives. No |

Immunesupport :
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_ Blending

' CapsuleFilling

QuahﬁedProductS n




Product Spemﬁcatmns (tl‘anslate""z vers
attached below) \ L

- Product Name:
Content:
- Manufacture. Level
~ Manufacturer k .North Chma Pharmaceu
e ' 380# East Heping Rd
: PC )50015 o

'Mlcroorgamsms e PR
Total plate count Lo O/Zg? (Less than 10 CP
“Ecoli | 0/100g (Lessthan 30
Yeast ~ Notdetected
Pathogemc bacten 3 fiN@t detected

y ,,m

Heavy ~Metalss‘ G -
Arsenic  <1.0ppm
Cadmium =~ <10ppm
Mercury ~ <0.5ppm
Lead ~ <1.0ppm
Copper < 2’0?ppm e

Pest1c1de Contammatxon
' Hexachlerobenzene :
Qumtozene s ~ e
Pentachleromtrobenzene (P ; |
Pentachloroaniline ‘Not Detected -
L Pentachlcsrothloamsol ~ Not Detected
Lindane =~ s ‘”»;NotDetected_-‘

Nm Detected i

ot Detected




