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Devme Identlﬁcatlon ‘ L
' Proprxctary Name 7_ ZIROIX

2 -"_—"Commonstual Name ‘Porcciam Powder _ o
7_-C1as_31ﬁcart10n Name: .'Porcelam Powdcr for Cllmcal Use
'_-"_Pradact‘éoaé L CBH -

a :Revmw Panel: -~ =~ Dental . -
Lo ,RegulatlonNumber . 872-.'6660 S

Substantlally Equlvalent Pred:cate Legally Marketed Devxces i
- The subject dev1cc is deemed to be substantlally equlvalcnt 0 those followmg

dev1ccs manufactured and currently avallable in commercial dlStI'lbl]thl’l



7 : ‘ Sagemax
. e Dentsply Cercon L e . oo
Device Name : B - | 3M-LAVA Zirconia Bioceramics-
, D ase | Sagemax Z-Blank
510(k) Number | K_013230_' 'K011394° - K062695
Decision Date 10/25/2001 06/29/2001 - 10/20/2006
L © " "Substantially - | Substantially Substantially
Demsmn o S A S
. - Equivalent - . Equivalent - - Equivalent
, Product Code | - EIH" 4 EH ~ EH
o ‘Regulatlon Number |~ '872.6660 . | = 872.6660 872.6660

Devu:e Descrlptlon ‘ ‘ : ‘
ZIROX is a pre- formed machmeablc dental bIank composed of z:rcomum OXIdE: :
ZIROX is avallabie in, partlally-smtered ZIROX is available in- different shapes,- |

. and dlmcnsmns ZIROX has two- typcs that are 51x23x16 and 51x23x18. The only
o —'dlffercnce betwcen 5 Ix23x16 and 51x23x18 is the s1ze(hc1ght) h

ZIROX is. a prc formed ceramlc dental blank mtended for CAD/CAM fabncanon 7
 of zirconia frameworks for all- ceramlc dental restorations. ZIROX is demgned for
anufacturmg ceramlc dental restoratlons such as single’ crowns or brldgeworks '

- The blank is machmed by the customers/dental laboratones on thelr m1111ng centers .

- or s:mllar equnpmcnt usmg CAD/CAM techmqucs for de51gn

" Indlcatmns forUse R : SRR - Ce
The ZIROX 1s mtended for CADICAM fabncatlon of all-ceramlc dental -

restoratlons The ZIROX 1s used for the manufacturmg of 1n1ays onlays vcnecrs '

crowns and bndges N c

Technologlcal Charactenstlcs and Substantlal Eqmvalence _
ZIROX and predlcate devices are xdentlcal in mtended use and materlal Therew1th
ZIROX and prcdlcate dev:ccs are. blocompatible and havc s1m11ar blomechamcai

' strength and propcrtles

Based -on the dlscussmn above ZENCERA INC. belleves that ZIROX is

substantlally cqu1valent in companson w1th predlcate dev1ces



' HYic,,
STV,
3 %,

\0 el

‘l

DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

L EALTYyy

&

e
“hvana Food and Drug Administration

10903 New Hampshire Avenue
Document Caontrol Room W-066-0609
Silver Spring, MD 20993-0002

Mr. Sanho Hyun
Assistant Manager
. Zencera, Incorporated
Ace Techno Tower 5", Room 1108 0CT 22 2009
197-22 Guro-3Dong, Guro-Gu
Seoul 152766
REPUBLIC OF KOREA

Re: K092630
Trade/Device Name: ZIROX
Regulation Number: 21 CFR 872.6660
Regulation Name: Porcelain Powder for Clinical Use
7Regulatory Class: 1l
Product Code: EIH
Dated: August 13, 2009
Received: August 27, 2009

Dear Mr. Hyun:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 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 premarket
approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice,
labeling, and prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class II (Special Controls) or class III
(PMA), it may be subject to additional controls. Existing major regulations affecting your
device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 893. In
addition, FDA may publish further announcements concerning your device in the Federal

Register.
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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 must comply with all the Act’s requirements, including, but not limited to: registration
and listing (21 CFR Part 807); labeling (21 CFR Part 801}; medical device reporting
(reporting of medical device-related adverse events) (21 CFR 803); good manufacturing
practice requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820);
and if applicable, the electronic product radiation control provisions (Sections 531-542 of
the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801),
please contact the Center for Devices and Radiclogical Health’s (CDRH’s) Office of
Compliance at (240) 276-0115. Also, please note the regulation entitled, “Misbranding by
reference to premarket notification” (21CFR Part 807.97). For questions regarding the
reporting of adverse events under the MDR regulation (21 CFR Part 803), please contact the
CDRH/Office of Surveillance and Biometrics/Division of Postmarket Surveillance at 240-
276-3464. For more information regarding the reporting of adverse events, please go to
http//www.fda.gov/cdrh/mdr/. '

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free
number (800) 638-2041 or (240) 276-3150 or at its Internet address
http://www.fda.gov/cdrh/industry/support/index.htm].

Sincerely yours,

fA— e

Susan Runner, D.D.S., M.A.
Acting Director
Division of Anesthesiology, General Hospital,
Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure



Indlcatmns for Use -

.510(k) Number (1f known) Ié o q Z 6 »SO
Device Name: ZIROX '
'Indlqatlons for Use:

| The ZIROX is mtended for CAD/CAM fabrlcatlon of all -ceramic - dental
restorations. The ZIROX is used for the manufacturmg of mlays onlays veneers, |
crowns and brldges g . ‘

Prescrlpllon Use . \f o o L AP .OIVt:‘i‘-Th;:—Cbun-tér-‘Us.c‘ L
: (Part 21 CFR 801 Subpart D) - oo oo {2LCFR30L Sgbpart OV RN
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