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Wa have reviewed your fSection S510(k) nocificacion of Intent to
markaz the davice refzrenced above and we have detmiwminwd cha
device le subozancially sguivelent (for the indicvailunm for
yew #tated in the anclosusel to devices markeved in inudisLdcs
soTmaras prier to May 28, 137¢. the enactment date of chs
Madica! Device Amendmenta. or to devices chat have bLewn
roclannifiad in accordante Wwith the provisiona of che PFederal
Food. Drug, and Cosmeeic Aet (Act). You may, tharsfors,
markst the device, subjezt to the general controls provisione
of =he Act. Tho genaral sontrols provisions of the Aot
include requivesents for srmusl registracien, liscing of
duvices, gosd samufaccuring peactics, labeling, and
pevhibitiong sgainst misbranding and adulteracion.

if your duvice is classified |(ase above) into sitner olsas [T
iGpecial Contruls) or cluse ITI (Premarkac Approvall. it may
ba mubject zo such addicionnl eontyols. Existing maior
esgulat:ons affecting £ device can be tound in the Cpde of
. s TiEles 21, Parts BOD Eo B35, A
substantionlly equivalent decerminarion ssyumes semnlisnca with
eha Oood Mauufaviusing Practice for medical Deviges: Gansral
(GMP! vagulscion (91 CFR Pact 8300 and thac, l;l'l'l."ﬁl-l?h periodic
GHMP inopactcicna, the Food and Drug Adminiseracicn JFDA) will
varily such assumpbions, Pallure to comply with the GMp
ragulation may result In rwoulstosy actlon, In addition, FDA
may publish [urthsr announcementa concesning your davice in
Llve w Pleass note: this respoase to your
premarket notification submission does nor affect any
abligatisn you mlght have under sections 331 Lhrough 543 of
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the Acst for devicen under |:1-|.;. Electronis Producs REadincion
Contrel proviclono, or other Pederal lawe ox segulations

Thia lotcer will allow £ begin marksting your device as
dascribed in r 510 ikl premarkat mocificacicn. The FOM
finding of tantial squivalence of your devies £o a legally

icate devisza rusules ln a glaveificacion Eor your
mﬂ:fnﬁr::u, parmits your device to procesd To the market.

- 4 danire opecific adviés for your device on our labsaling
r:mrg:tim {21 CFR Part 201 and sddicionally #06.10 Por ln
yirpg disgnostic devican), plesss contact tha Office of
Compliance ac (301} S%4-4819. Ahddicionally. tuf quastions o6
the prometicn and advertioing of your device, saom contact
the Dffice of Compliance ae (301) EPA-£€18. Also, pleass nots
the ation enticled, =Misbranding by seferance to
premarket potificacion® (21 €PR #07.57). Other genexal
information on your respoueibilicies under the Aot may be
obtalped from ;I: Blvision of Small Manufscturara Asaistance
at ite ioll-fras nimber (BGO) S38420431 or at [101) 4436537,
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