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D Mrr. Wand:

W huivie e lewed Your Section §10(k) notification of inteit o matket ithe device refensnced
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waied in the ) b0 Tegally meark icaie devices marketed In | coqrmErTe
prio 0 May 38, 197, 1hee epaetmend dose of the Medizal Device Amendments, or ko devices that
e been reclnssified in secatdancs with the peovisions of he Fedepal Food, Drug, and
Commetic Avt (Act). Yiu may, theeefire, miarket the deviee, sulifeet to the pitieral contrals
provisions of the Act. The generi controls provisions of the At inclixde requinsmients for ennial
rejshetrutlon, Hsting of deviges, good menubuchuring practive, labeling, and prohibitions sgains
mishranding and aditterstion,

1 your devies is clussified {see sbave) inw ether cluss 1 (Spectal Conprala) or class 111
(Premarket Approval), bt way be subjout 1o suah sdditional comrols. Exintiing majos regulations
MTmWWWMmhﬂwdhuﬂnM?_d%%Tﬁt‘l fars §00 o #95.
i complionee with the Curresn Goed
Ay Pnnlin: s wet forth in the Craality System Regulmion {05 for
Mndaallhvl:u I?immtuuu‘lnhn (21 CFR Part 820) snd that, through pedodic 8
inspectiom. i Food and Dinug Administration (FIRA) will verify such assamptions. Failurg
comply with the OMP s iy rewstbt B regulistony sctiom. e mddition. DA mmy publish

nmhnmmummuwwm;:mmd;ﬂumh ederal Remister. Plosse note lils
TepaEE 1o yanr does pot affect any obligation you might
Trave under sections $31 ilmough 342 of the Act fue deviess under the Electriaie Prodict

Aot fheatinm. The FIIA finding of vibsantind equivalonce of your device vo o legally markesed
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proceed to the markel

I e desine speeific wiviee far your device an our labeling regultion (21 CFR Part 80| ud
(i edlan RO Wiminadty: dic mestierule‘tng plotiotton i SavBiiimg By our device,
please comtast lhuv‘.'!l‘l'muft.mUmu (301} $04-4639, Also, please aate the reguliton
entified, “Mishranding by o notificution"T2| CFR 807.97). Olher generat
afbermention an vour respomsibilities under the Act may be nbtained from the Division of Small
Manuinctmens Assistancs ot ity toll-free nunber (B00) 638-204 | or (3013 436597, or w1 I
intermet sldsess "ty hanvir fs day e srs Wi bisl®
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S1(K) Number (if known): KOOZ408
Device Name: T me na SARL Epidural Needle

Indications For Use:

The B Neadle is &d to peovide a mechatism for admini hesin 1 ihe
epidural region,
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WML Ok Over-The-Counter Use,
(Per 21 CFR $01109)
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