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Dear ID). Sits

\VelM have reiewed~ your Section 51I0(1k) piemirlket notification of, intent to market the dev ice
referenced abovec and have de~termlined thle dev ice is substanlt~ial C(1v eqivalent (ftor thle
indications or1 use Stated inl thle ec~llosure) to legally i1arke ted p red i cate dev ices mar keted Iin
interstate commerice prior to May 28.. I 976. the enactment date ofc theNcd ical Device
Amrendments. or to dev ices that hav e been i-cclas-siftied Iin accoidanice \\ ith the provisions of
the F ed eral Foo01 Drugo, and Cosmectic A ct (Act) that do not req ulire approval of Ota p remla rket
approv al application ( PM A). Youl may. there Fore, market the dev ice. subhject to thre 4enerCal
controls pro i sions of the Act. The (Cenerai conltrl-Os 0 provision ofthe Act i1C ILtide
requiremenll~ts Im annlual reuistration. listinw of dev ices. c'ooCi mlanufla'1cturling 1pra~ctice.
akbe Iilwg. anld prohlibitionls against misbranding anld aduhlteraton.

vo'01 ir \ deice is classifieCd ( See above C) into either Class 1I (Spellcial Controls.) or class ill
PNIANlA it mayM he subjec~t to suIch :iddlitioiial controls, IK istinq mao eulLtonso aftIctints

votir dev ice canl be fotind inl the (ode of I ederal I~cltos title 21. ParI'lts 800 to 898. Ini
alddition.- 1D)A mayC p)ublish futhert] anno1Linelenl1ltS cMncern1in, your Cie\ ice inl the Federal
(e \Cis ter
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Please be advised that FDA's issuance of a substantial equivalence determination does not
mean that FDA has made a determination that your device complies with other requirements
of the Act or any Federal statutes and regulations administered by other Federal agencies.
YOU muILst comply with all the Act's requirements, including, but not lim-ited to: registration
and listing (21 CER Part 807); labeling (21 CER Part 801); good manufacturing practice
requirements as set forth in the quality systems (QS) regulation (2 1 CFR Part 820); and if'
applicable, the electronic product radiation control provisions (Sections 53 1-542 of the Act):
21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 5 10(k)
premarket notification. The FDA findings of'substaintial equivalence of your device to a
legally marketed predicate device results in a classification for your device and thus, permits
your device to proceed to the market.

IfN you desire specific advice for your- device onl our labelin- retulation (2 I CTR Part 80 I
please contact the Office of Compliance at (240) 276-01 15. Also, please note the reg.ullation
entitled. "Misbranding by reference to premarket notification" (2 ICFR Part 807.97). YOU
may obtain other general in formation onl \our responsibilities Under the Act from the
I i% ision o f SmnallI ManuLifacturers, InternationalI and ColI nsuer Assistance at its tollI-i fre
numb I [er- (800) 6318-204 I or (30)O )443-6597 or atI its Intern et aiddrness
hit tp' '\ vw.\fd a.L co /c drh/id LI St sI v/SLUp port/indexlhtmL.

IDirector
Division of Anesthesiology.v Generial lospilLd.

Infection (Control anld D ental Dev ices
)ffice of Ic )eice Uxalulationl

('enter I or I )e\ ices iand
Radiolouical I Icalth



Indications for Use Statement

510(k) Number: 1) 0(o I 3 Z3

Device Name: Admira Protect and Admira Protect Single Dose __

Indications for Use:

- treatment of hypersensitive dentine
- treatment of cervical areas (including crown margins, after tooth cleaning or tartar removal,

exposed cervical areas etc.)

Prescription Use X_ OR Over-The-Counter Use

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence o f CDRH, Office of Device Evaluation (ODE)

-1 ofAnertheRsiogy. Gene.ral Hospital
aou Continl Dental Devices

Number _ _ _ _ _ _ _


