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Daar Mr. Helstelin:

We havs teviewsd your Sesciem 310(k) mocifiesclon of Encent oo markec che
davice feferencad ahowve and e have decermined the device (s substancially
equivalans o dévices markeced in interstate commevcs prior ©o Hay 18, 1976,
the snsctmanc dace of the Wedical Device Amdndsents ar o devices that have
baen reclaseilied in smessrdinss wich the provisions of tha Fedaval Food, Drug.
and Cosmatic Azt (Act}. You may, Thersfore, mackat tha device. subject Lo Che
general controls provislens of tha At, The genaral comcrsle provisions of
the Act Llnslude requirasencs for sspus] reglecracion, lizeing of devices. gosd
'lln'illl-nnml.n; praccice, lobeling. snd prohibicions mgeinst sisbranding and
sdulcatatlon,

IE your device (s classified {se= sbove} ince althar claes 11 (fpecial
Comtrels) or clazs L1I (Presavket Approval) Lt may be subjecc to such
addicienal concrols. Exiscing msjor regulacions sffeccing your device can be
found Lln che Coda of Fedaral Regulecions, Ticle 21, Paces 800 wo 883, A
-l“h':‘.nt!..l!." aguivalent deterninacion assusss compllance wich the Cood
Hanufscturing Prestice for Hedical Oevices: General (GHF) regulation (71 CFR
Pacc 530) and thac, chreugh pesricdic GHPF Lnspections. FOA will verify such
sssumpeions. Failure to comply wich che CMP regulacion msy chsult kn
cepulatory ascion. 1In eddiclion, the Food and Drug Adminlsceazisn (FOA) may
publish furcher ann ing your davica Ln the -
Elease note; chis response to your presstikac necifisacisn subnizsion doess no
affecc amy obligacfon you might have under seccions 531 through 543 of che Act
for devicar under che Elsctronis Product Hadistion Conecrel previzions, or
other Pedaval Lavs or Ropulscions,

This Lettar Lemsaiscely will mllew you to bagin mackecing your sevice sz
described in your 50100k} premarke: nocificatien, An FOA Finding of
subscantlal squivilencs of your device to & legally marksced predicace device
fesults ln & classificacion for your devicn and permits your devics ©e precesd
Eo che markec, bug ic 4983 not mean that FON gpprevas your davice, Therefere,
FOu may net promoca ot Ln sny way cepresent Your device or Lts labaling e
belng gpovowed by FOA. If you disice gpacific advles for your davice on aur
labeling regulacion (2L CFRE Parc 801 snd addiclonally 009.10 For in wlixe
diagrestic davices}, promstion, or sdvertlsing plesse contsct the DEEice of
Conplisnce, Promecion and Advertising Policy $caff (HFZ-300} =c {301} .
¥4-a639. Other ganoral (nformacion on your respensibilicies wnder the Acc

may bo obcained Ceom the Diviston of Saall Wamifaccursrs Asmlotance ac
- ehair
Eell Fres ousber (8003 BID-F08) or st (IOL) LAY-E6597.
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