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Re\ceived: .1une 24, 2011

Dear M/r. M/or-als:

We have reviewVed your Section 5I 10(k) premarket no tilfication ol'ff inen to market the device
re Fere need above andc have determined the device is substantially eqi~vaIlnt (for1 the
i id icatiols for' Use slated in the enllCosure) to legally marketed lprecdicate devices mnrketed in
inter state commerce prior to Mlay 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of
the Federal Food. Drug, and Cosmetic Act (Act) that do not require approval of a premnarket
approval application (PN4vA). YOU may. therefore, market the device, subject to the gen~eral
controls piovisioiis of the Act. The general controls provisions of the Act include
reqluirements for annual registration, listing of devices, good mann facuriL l-ng pralctice,
labeling,7 and prohibitions against misbranding and adulteration. P'lease note: CD RI-I doe *s
not evaluate in formation related to contract liability warranties. \Ve rmind VU OIl hoever.
that device labeling m u1.st be truthful and not misleading.

IfVyour device is classified (see above) into either class It (Special Controls) or class Ill
(lJPvIA) it may be stibject to additional controls. Existing major reglulations affectirg your
device canl be found in the Code of Federal Regulations. TFitle 2 1, Parts 800 to 898. It
addition, FIDA ma\ publish further announcements concerning VOtir device inl the FederCal
Re(grstpr



Paue 2 Mr. M~orais

PlIease be advised that FDA71's i ssranlce ofl asu bstant ia I-iVu Ierice derination1,101 does nlot
mean that FDA has made ai deterinaMtion that yIour device complJ)ies With other requilrments
of the Act or art%' Fedle ral Itt tIad le -ItLIIations ad minis te red by other FeeraI ag ci cis.
YOU ruLst comply)I with all the Act's redlLlirecnl~lts. including, but nlot hlmited to: re"IStrationl
and listing (2 1 CFRP Part, 807); labeling (21I C17 (['Part 80 I); medical device reporting
(reporting ofnmedical device-related adverse events) (2 1 CF F 803): oodC atIaIIL c turingc
practice requjIiremenlts as Set forth inl the (lIMrlitY 'VSystems (QS) recgulation (2 1 CFI( Part 820):
and if applicable, the electronic product radiation control provisions (Sections 531-542 oF
thec Act); 2 1 CER 1000- 1050.

1If yar deskie speci i 7 advi ce for your device on) o trr abel in g regulation (2 1 CFR ['atL 80 1)
p~lease go0 to

://ww. da~ov/AoutDA/ente-sOffies/CRI-/C R Flifies~cm 15 809.hitm for
the Center for Devices and Radiological He al th' s (CD1)RI-'s) Office of Compliance. Also,

plaenote the regulation entitled, "i sbrandi n.- by iree t rmre oiiain
(2!1 CF-R Part 807.97). For qluestions regarding the repor ting of adverse events un1der theC
I DR regul1.1ation (2 1 CFR Part 803)), please go to

hap:/www Ia. ovMedca Dci es/a etyReortprble/d hut.Ii infor the C I)RI-Is
0ffice o I SuLrveil lance and B iometries/D ivision of 'ostmarket SutrveilIlance.

YOU may obtain other general infoirmat ion onl your responsibilities un11der the Act h'0o1 the
Division of' Small N'flnufactrrrers. Inlternational and Con1su-mer Assistance at its toll-Fre
numllber' (800) 638-2041 or (301) 796-7100 or at its Internet address

Sincerely yours.

Anihon " D. Watson. B..S .. NB M.B.A.
Director
Division of Anesthesiology, General H-ospital,

In fection Control and Dental Devices
Office of Device Evaluiation
Center for Devices and

Radiological 1-Icaith

EnFclosurle



Indications for Use

51 0(k) Number (if known):\K\\t t
Device Name: BeautiSealant

Indications For Use:

BeautiSealant is resin material intended for sealing of pits and fissures, which is
polymerized by visible light energy (external energy). 'Primer' modifies enamel
surface with its adhesive monomer to bond 'Paste' to enamel.

Prescription Use X AND/OR Over-The-Counter Use ___

(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation DE)

(Division 1z~rl-tifn
Division 01 Anesthesiology, General Hospital
Infection Control, Dental Devices

Shofu Dental Corporation pix
BEAUTISEALANT 510(k) Premarket Notification 510(k) Numnber: /yy


