DEPARTMENT OF HEALTH & HUMAN SERVICES

Publ Heatth Service
- FOoa ug Admtmstratson

Memorandum

Date:

FEB 16 2006

From: ; Consumer Safety Ofﬁcer D1v1smn of lictary Supplement'
: Nutrmonal Products, Labehng and Dle Supplements_ﬁ

rams , Office of

Subject: 75~Day Premarket Nottﬁcatxon of New Dxetary Ingredlents
To: Dockets Management Branch HFA 305

Subject'of the Notiﬁca ion: \;_Lubao

Firm: Zephantech, LLC

, Date Recewed by FDA November 23 20(}6 s

90-Day Date: February 21 2006

In accordance w1th the reqmrements of sectmn 41 3(a) of th > Federal F ood Drug, and

Cosmetic Act the attached 75-day premarket nonﬁcatmn and related correspondence for the .

aforementloned substance should be | ed on pubhc dlsplay in docket number 95 S-0316 as o

soon possﬁ)le smce itis past the 9 —day date Thank you for your assxstance

/4 7.{5_«a3/x , | | _ ; RP7S 2 /
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»**7.  DEPARTMENT OF HEALTH AN

food has not been chemlcally altered mu

: condltlons recommended or suggested

HUMANSERVICES Pubhc Health Service

N 5100 Palnt Branch Parkway
. Food and Drug Administration
& .College Park, Maryland 20740

Paul ZP. Wang,MD PhD mun L S D
SeniorScientist ~~'FEB~62006 - -
Zephantech LLC : S R e T e R

3610 St. Johns Lane -~ '
Ellicott City, Maryland 21042

Dear Dr. Wang*

This is to mform you that the notlﬁcauon, :dateci :November 18 2 \0' ubmmed pursuant to 21USC.

Accordmg to your notlﬁcatlon “Lubao
300 mg Velvet Antler Powder and 100 mg Heney Powder per*capsule The e

mtroduced or dehvered for 1ntroductlo )

_ atwn to deterrmne ‘whe,ther it
) : there must bea history of

expected to be safe. If this requirement. & ' »
under 21 USC. 342(f)(1)(B) because there is ma equate 1nformat10n to pr

{ reasonable assurance that
the new dletary 1ngred1ent does not present a mgmﬁcant or measonab > ‘

sk of 111ness or mjury

nts 0f21 CFR19O 6 and i 1s '
e as to the exact amounts of
emam hlstory of use or other

Your notxﬁcatxon concerning “Lubao” do ‘s nat comply W1th the
incomplete. For example, it is not clear from the mformatlonm our
each 1ngred1ent in your capsule In add1t1on, ycsur nonﬁcatlon dees i




Page 72-,Dr,'v-'Wéng : ; o

supplement, will re; "onably be expected to-’ ,
, _(es or othe fv1dencevthat is the basis on which you
' X to be safe. If you

ts of 21CFR190.6
75 days after
JSC.342(5)(1)(B) as
'adequate

\ subxmttmg such a nonﬁcatlon, your produ( '
a dletary supplement that contams anew.

unreasonable I'isk of 1llness or m)ury Introd ” sl e
proh1b1ted under 21 US C. 33 1 (a) and (v)

~in docket number 958-03 16 Prm
’ 1nforrnat10n you belleve is proprle

cret dr othemnse conﬁdentlal fﬂr FDA’s consxderé.tmn :

If you have any questlons concermng thlS mattzr please contact Lmda P _1;?;,01?6,, Ph.;D., at (,30{1)43-6-23 75,

 Sincerelyyours,

e g ,1etéi£y vSuppléments i
Center for Food Safety and Apphed Numtmn e




11-18-2005

Linda S. Pellicore, Ph.D.
~ Senior Supervisory Toxicolo
‘Office of Nutritional Products, ng and Dietary Sup,
 Center for Food Safety and App___,, Nutrition
Food and Drug Administration
‘ Paint Branch Parkway, 10
-'Maryland 20740,, e

= Collég ;Par

el

301-436-1448 (ofﬁce)
301-436-2636 ()

 Re: Premarket Nonﬁcatlon £

E Dear Dr. Pellx‘core - ?'3

documents are prepared fo
Also, one document for a p
' notiﬁcatlon in the package

Ménythanks! _

 Sincerely yours,

Paul ZP Wang, M D., Ph D
i Senlor Scientist
Zephantech LLC ir
3610 St. JohnsLane
Ellicott cﬁ'y, Maryland 21 042
: Emall 2916988@\/&1100 com

ed the premarket

. The notification
d Trimthinon.

r premarket



11-18-2005

Linda S. Pellicore, Ph. D

Senior Supervisory Toxwologlst , S
Office of Nutritional Products, Labeling : and Dletary Supple ents
Center for Food Safety and Apphed Nutnnon G
Food and Drug Administration

5100 Paint Branch Parkway, HFS 810

College Park Maryland 20740

301-436-1448 (office) b
301-436-2636 (fax)

Re: Premarket Not1ﬁcat1on for Dletary Suppiements

- Dear Dr Pellicore,

Based on FDA regulatmn of premarket ﬂouﬁca’uon of dletarysupplements Wthh
contains new ingredients and on behalf of Zephantﬁ, j intec

of dietary supplements, notlce*ls;heleby given pursuant
413 (a)(2) of the F ederal Fcro )rug and Cosmetlc Act ,

: Ganoderma luczdum (Fr ) Karst
Coriolus versxcolor S N
Green Tea ----Camell ia smenszs (L )Kuntze
Velvet Antler Powder —=-Cervus elaphus L

“Chinese Red Ginseng Powder L '

---Panax ginseng ’ey‘er A ;”2 7/6 Gmsenoszdes

SR N

led usmg the 1ngred1ents above-mennoned is:

- Lubao: ; ;Servncma Slze T 1 ,capsule
S Servxcmg per contalner e a0
Amount per serving: L {?%DV
Ginsenosides . 3.0mg
Velvet Antler Powder © 300mg

Honey Powder s ::/‘./-fi,l()()mg

M1croorgamsms and pest1c1de were not detected 1n all prod t& or mdmdual ingredient.
Contents of heavy metals in the pmducts are under the safe‘ anges requzred by FDA and
pharmaceutlcal manufacture sta.ndards A Lo

The possible benéﬁtsdf a ole
research and apphcatlons ~ uthans The related hterature references have .
been prepared in this package for you; o rev1ew P , A 06 .7 6 - /




~ According to a long hlstory of ”te" ts in our product in

ey aplcains of_\au ngrdi

‘humans, we have concluded that o . : e expected to be
safe under the recommended Di ;ect1o, ,For Use P lease ¢ rrespondence to me

and fell free to contact me by kemaﬂ at zp16988@yahoo Gm

 have any question.
fregardmg this no‘uﬁcaﬁon S ST T

Sincerely yours,

B 20, Wang,MD PhD e
Senior Scientist

- Zephantech, LLC.

3610 St. Johns Lane s
Ellicott city, Maryland 21042
Email: z _pléQ__@Vahoo COm,




Premarket © o ff_\ or Dletary Supplement

Lubao
thiﬁgaﬁ§n~ D‘ate:‘ ’
'110;25;2{305~:
Distributor:
- Zephantech, LLC.

3610 St. Johns. Lane .
Elhcott Clty, MD 21202 USA

#380 Hepmg Rd Sh éizhuang gt i
‘Hebei provmce P R Chlna PC 050015

Products:
Product name: Lubao e

Péckage: S | "? 6(34'ca;ps}ules’ per botﬂe 3 o

Suggesteduse: ~ Asanature dletary vup'; :ement fm aduits, Take one
I R et ;capsule with breakfast n one capsule with
At r meal. Keep*botﬂe tlght y closed. Store in a
ik place, out of reach of children. Do not use :
S “_;zf .1mpnnted seal under cap is broken or: rmssed

Supplement Facts: “Servu:mg Slze : L 'ﬂl'capsule
. i 'ffServmmgpercont T B
. Amount per scrvmg e D
~ Ginsenosides - 30mg
~ Velvet Antler Powder . 300mg
' ;Honey Powder e IOOmg
, (*Daily valua '
'Other Ingredlents . :
: - Multiple Ammo Ac;ds
~ No Artificial Color. No Artificial Flavors. No
e Preservatlves No Chemlcal Salvents Yeast or'

S :“qumten

estabhshed)

: Functional_Claim: o : “"-Bc’ne and Jomt Support Energy Support




- Process of capsule preparatlon 1

: Gensmg Powder(3 O% Gmsenos1des).z:t'
| Velvet Antler PoWder :
‘Honey Powder e

" Blentmg |0

| GramlarCasting

| CopsuleTilling

Granular Selection |

Quality Testing |

R —

_ Qualified Products

- [ StoragerTransportation.




Product Specifications (translated V@I‘SIQH from Chmese versmn by NCPC manufacture |

attached below)

‘ Product Name: Lubaﬂ :

- Content: - 3, Omg Gmseﬂosmes and 49

~ Manufacture Level: - GMPs P '
~ Manufacturer: ”,..North Chma Pharmac rporatlon (NCPC)
e . 380#Eas Hepmg Rd Sh ,Hebel Provwe China.

PCOSOOlS Soe o

,Mlcroorgamsms L

Total plate count O/g (Leéé thanl i
- E colz O/JOGg (Less thar
: ,Yeast »

Heavy Metals .
- Arsenic 1.0 py
Cadmium <1

, .Mercury"
~Lead
Copper et

- Pestlmde Contammatlon , S L
: Hexachlorobenzene BivAS el -_,,_; f;".:l_’}iNe;t,Detected,
Qumtozene s R et :
~ Penta hiaromtrobenzene (PCNB){" - NotDetected
Pen roaniline  Not Detected
othwamsol - NotDetected
‘ il Not Detecte_d”




