Fovasd v i Al atim
B200 Corporuta Boubivacd
Pocicatia MO 20850

Mr. Joe Harma

Te Me Na SIARL
el Avid-Nit, Inc

390 Searlet Botlevard
Oldsmar, FL. 34677

Re.  K991259
Model C20900-03 Palymedic Epidursl Catheter
Regulatory Class: (1 (twa)
Pradict Code: 73 BSO

Desar My, Hezrrmn,
w:mmmmmmummﬁnuhurmmmuwm
above and v have determined the dévice i sub quivabent {far the i for use
stated in the enclosure) 1o legally marketed predicate devices mavketed bn i
muMni&lMﬁmMofﬂanmmwmmm
have b d in with the provisions of the Federal Food, Drug, and
Cosmetic Azt (Act) You may, therefore, murket the device, subject (o the general contrals
povisions of the Act. The penesal commls provisions of the Act includ i fior annias|

msmﬂ;urmmm Rabeling, and hitions
i sk practice, labeling, P'dll againsl

I ywur deviee s classified (see abave) into elther class 1l (Special Controls} or elass i
{Premarkes Approval), |t may be subject 1o such additional conmmols. Existing mujor regulationy

Mw“whfnmdmh(mdnmlmmdl Farts £00 1o 893,
‘J‘\ s Ly equivaleet i ith the Curroni Good
it g Practics i aet Muhuuqmln«wm 1 Reghlntion (Q8) for

Mﬂlulﬂmm Dreneral regulatii (21 CIR Part B20) md that, through periodio Q5
inspetions, the Food mnd Drug Administration (FDA) will verify such sssumpiiond. Failuse 1o
womply with the GMI regulation may resylt in regulatory action. In sddition, FioA may pobiish

Page 2 -~ Mr, Joe Harms

memmmhsp‘mdmmﬁh&? Register, Please note: fhis

pomss Lo your | i affect any obligation you might
mgmmtmmwmormmmmmmammmm

Radiation Control provisions, or othes Federal laws or regulations.

This letter will allow you to begin marketing your device as described in your 510(k) premarkes
notification. The FDA finding of substantinl equivalence of your device (o » legally marketed
predicate dirvice results in & classification for your deviee and this, permits your deviee 1o
proveed 1o Ihe markat,

1f you desire specific advice for your devioe on our lzbsling regulation {21 CFR Pan 801 and
mifditionally 809.10 ﬁnh\dmdunuﬂr. Uevices), plesse contuct the Office of Compliance st

{301) 5944648, Addi ioally, tons on the p tion und sdvertising of your device,
p‘mmmmmd&mwmnﬂm)mn Also, plense note the reguintion
entitled, "M by wp ket natification”(21 CFR 807.97). Other general

information on your responsibilities under the Act may be obiained from the Division of Small
Maruficturers Assistance at its foll-free number (§00) 638-2041 or (301) 443.6597, or at its
internet address “http:forww.tila goviedrhdsmaidsmammin.htm*.

Sincerely yours,

Division of Cardiovaseuler and
Feespizatory Devices

Office of Device Evaluarion

Center for Devices and
Radiological Health

Enclogure

S10{k) Number (if known): K991259
Device Name:

Indications For Use:

“Thie Te i na Polymedic Epidural Anesthesia Catheter is inlended for administration of local
Wmmwm»mmﬁmwm anesthesia for up o

mmmmmmmt-mmmrmmm;




