
DEPARTMENT OF HEALTH & HUMAN SERVICES bl IcihS vc

I .IC}Od I IIIE D]i I" jI J 11i 1 US ;I I (Ii
I 1903 11" t v A V fl Lie
Doetimcit one ol Room -%V(966-(;609
Silver S;,t in" MID '099-0002

Spazzolilicio lIIAVIZ Sp.A.
/o is. Keila Lacouri
Consultant
Ganesh C VoupOC 32W
212 West 911Street Apt 812OC
New York. New York 10024

Re: KI102871
Trade/Device Name: Silv xer Care Antibacterial Toothbrush
Regu"lation Number: 21 CFR 872.6853
Regu'liation Name: Mvanulal TIoothbrulsh
RetrLialwry Class:I
Product Code: -FW
Dated: September 23 20 I1
Received: September 26: 20Q11

Dear Ms. Lacourt:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substanitially equivalent (for thle
indications for Lise Stated inl thle enclosure) to legally marketed predicate devices marketed inl
interstate commerce prior to Ni ay 28, I1976, the enactment date of the Medical Device
Amendmnents, or to devices that have been reclassified in accordance with thle provisions of'
the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a premiarket
approval application (PMA). YOU may. therefore, market the device, subject to the general
controls provisions of the Act. The ileneral controls provisions of the Act include
requirements for- anuial registration, listing of devices, good manufacturing practice,
labeling, and prohibitions against misbranding and adulteration. Please note: CDRH does
riot evaluaite in formation related to contract liability warranties. We remind you1-, howevcr,
that device l abeli ng Must be trurthfLul and not ris! cad i ng

If Your device is classified (see above) into either class 11 (Special Controls) or class Ill
(PMA). it may be subject to additional controls. Existing major regulations affecting youCnr
device canl be found inl the Code of Federal Regulations, Title 2 1, Parts 800 to 898. In
addition. FDA may' publIish liurrher anmuncemnents concerni nt VOtrr device in the Federal
Revister.
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P~lease be ad vised that FDA's issuance of a substantial eqiivalence determination does not
mean that FDA has made a determination that youir (levice compl)!ies with other requirments
of the Act or anyv Federal statutes and reguLlations administered by other Federal atzencics.
YOU mu1Lst comp1Ily with all the Act's requirements. including, but not limited to: reListration
and listing, (21I CF R lPart 807); labeling (21I CF R Part 801I); medical device reporriMne
(reporting ofirmedical device-related adverse events) (21 CFR 803); good inanlbeturina
practice req ti rements as set forth in the dlUali ty systemIs (QS) reg LlIat ion (21I C FR Part 820);
and if applicable, the electronic produIct radiation control provisiorns (Sections 531 -542 of'
the Act): 2 1 CFR 1000- 1050.

If youI dIes ic specitc advice for your device on our labeling r gI lat ion (2 1 ClIR ['art 80 I)
please go to http://\wwfa o/buF)/etr~fle/DR-/DROFes

LII 5809.htmn for- the Center for Devices and Radhioog icall- Healthl's (CD RI-I's) 0 fI-ee of'
Cornpl iance. Also, please note the reguI-latioll enti tled. "N'lisbrand lin g by refeCrence to
prernarket notification" (2 ICFR Part 807.97). For qUestiorls regarding the rcport ing of'
adverse events Under the NIDR regu1.lation (21 CFR Pair 803)), please go to
illwL://wwv. fda. eov/Nicdi Cal Devices/Safev/Re portaProblev/de fati It. h tm for thie CW)RI-IS
0i'lice of S urveilIlance aild Biometrics/Division of' lostinarkei S urvei Ice.

You mnay obtain other general informatiorn on your responsibilities Under thre Act from the
Di visi on of Small tMann factirrers. international and Con1sumer Assistance at its to Il-free
number (800) 638-2041 or (301) 796-7100 or at its Internet address
htti)://\www\%.rcda. 'ov/Medical Devices/ReSOurices f'Or' ou/Il (ILSiv,/dc 'n ItII.Itml.

Sincerely yourIs,

Anthony 1). Watson, [3.5.. M.S..,Ni.B.A.
Director
Division of Anesthecsiology. General Hospital.

Inf'ection Control arnd Dental Devices
Of'fice of Device E-valuationl
Center lbr- Devices and

Radiological HeIalth

Enrclosure



Indications for Use

510(k) Number (if known): Y AV7

Device Name: Silver Care Antibacterial Toothbrush

Indi66tions For Use:

The Silver Care Antibacterial Toothbrush is intended for over-the-counter use as a toothbrush.

The antibacterial agent maintains the cleanliness of the brush by preventing the growth of

bacteria on and between the filaments after use. The Silver Care is effective against E. coli

(ATCC 25922), Kiebsiella pneumoniae (ATCC 13388), Streptococcus mutans (ATCC 35668),

and Pseudomonas aerugmnosa (ATCC 27853) at 24 hours of exposure under moist conditions.

Prescription Use AND/O1R Over-The-Counter Use
(Part 21 CF R 001 Subpart D) (21 crl 001 Subpart C)

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