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I45 Trader!  BoulevalC 5,.  Unlt  #14
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Re: K823701-

Dea! Ms- Mui ;

this lct ler correctE ou! subetanciauy cquivale!. t  let [er of  Februar-y 15, 1983,
fegardi:lg tshr urade :lame,

we have loviewed yo\rl sect.j,on s10(k) DotificBts:oD of i.ntent Eo lnarhet thc
dev:ce leferenceC above and we have deEermiEed tbe device i8 gubstantsi.ally

equiwalents to devices narkeced i! inlelstate conmelce prior to May 28, 19?6,
che etlactnen! daEe of tbe Medical tevicc l\mendmelts or to deviceB tbat have
been recLasEified j.l] accordancc with lhe provisiolrc of che Federal Food, Dtug,
and cosmslic Acts lAcc). You nay, lhercfore, narke! lhe acvicd, su.bject to the
generai conlrols provision€ of Ehe Act. lhe genetal control-s Provisions of
the Act include lcqurremcnts lqr arurua1 Fegistratsion. Lieiirrg of devicel, gocd
roanufactulii.g practice, labeLillg, and prohibitiols agaj,nst nisbranillrlg and
adultserat lon.

rf your devlce is classi:ied {!ee abovc) inlo eLthc! cla55 Il (speclal
Contlol.s) or c1a65 III (lremarke! AFploral) iE nay be sr.r.bject ge such
addirional contlols. Elxistlng najor regulatiors affcctilg your device can be
found iR cbe Code of ?edefal Regulationg. Title 21, Dalts 800 lo 895, A
substantially squivalenc detendaalion assumeF cotiPlj.ance wj.th lhe Gooal
Manufac!.urillg Prac!.lce for Moallcal Devices! General {(l4P) rcaulation (21 CFR
Parr g2O) and that, lhro\:gh periodtc GMP lnsPecEionE, FDA 'riJ.I vcrify eucb
assumpi:io5ri- Fail.ute to conply wir.h Ehe GMP .cglrl.ation lllay reguLt ln
regnrlaEcry action. In additiol, the Food a]:d Dlugi Mttliqisl"ation (!DA) may
pubLish further aDxouBcenentc coicelning you! dcvi.ce in thc .E!4el!.L-Eegjlctfr'
Plcase note: Ehis resPonse to your PlenaEkct no!:lj-cation submissloc does not
af,fect any obligatioa you nj.ghc hsve under seccionG 531 chrough 542 of the .lcE
for dcvices under tbe Electlonj.c groduct Raaliation cootroi Plovisj.ons, or
otsh.e: Fedelal 1a$5 or regirlations -



' ' :
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thi6 lettse! wiu attow ygu to begiu inalkcttrlg you! clcvice a€ described. in ygu,5r0(k) pren rkct Botiflcntlon. The FDA fiadi,ng of subsia;Iaf equ1valerce of
f:t-"^d...:r:: 

ro a legaLIy malketed predlcare atevice resulls in a cl.as€Iflcariolrlor you! crcvice ar'd rhu5, !,€imrts your .evlce to pro."Jl-lo-lrr" *r.x"t,
If-yon alesi.le speci.fr.c advj.ce fo! your device oE ou_ Idbeljlrg !:egrrrat].on (21
:T,:i:r. ..ot-il9 addirionany 8oe.io.lor rn vir;d-aj"gillii"'*"r"es), pleas€coDract tho Otfice o! Compliance 

-ar 
(301) s94_4616. iaaitioo"ffy, fo.quescLons oE tshg plomotion al1d advelctslllg .f vou, aa":."", 

_iiaase 
concacc t]!cOtf1cc of Compliance ar l3o1) 594_4639. AIeo, please ;a; ;;;. tsbe !eg.\:l.ar!on

:i:f!1:d, 
'MisbrandlEg by refclelce !o pren!,!k€! Eorifj.caciob,, (21 CFR80?.97) . otbc! g.neral lnfcrftatj.cn otr you! rcsponEr.birities uncc: che acE naybe oblained f::om che Division of smatt i,raaufacuL;" ;;;;;;;" ar rheir colLflee Bunrber {oo0) 538-2041 or ar (301) 443-6sg7 or ag ris' :niernet adcrress'http . ,/ /r,,L'ra' . fda . gov/ cdlh/dsrdallaiD . bemr r .

Sincerc.l,y youls,

" ry*^=41
h L{11tan yi!,  ph. D.

Direclo!, DLviEio! of RcproducEive.
Abdonilal, Es!, No:re atrd TlrloaE,
.nd R.'diol.ogica] Drviced

oiflce o! Dcvi.ce EvaluaEion
Cente! for D€vlc!! attd

t{rdiologtcal Feettsh


