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ww~ploexrop~om Manufacturer:

Screec add..., PaloDEx Group Cy
Nahkcance 6 Nahkelantie 160

O4300TusulaTuusula, Finland 04300
Finland

Po,.1laddrc- Tel: +358 10 270 2000
PO. oxS" Fax: +358 9851 4048
FI.0430i Tuusula
Finland Contact person: Mr. Matti Tulikoura, Tel +358 400 609 507
Phone
+3S8 10 270 2000 Trade Name:

F., SCANORA 3Dx
.358 9851 44

Common Name:
VAT Cone beam 3D X-ray system
F119774 137

SI code Classification Name:
197713 7Computed tomography x-ray system (21 CFR § 892.1750, product code

Bank OAS)
Nord*& Bank
SWIFr NDEAFIPH Description:
Accounc Scanora 3Dx is a Cone Beam Computerized Tomography x-ray system for
F1901 596300006864 Dentomaxillofacial and Head & Neck (ENT) imaging. Dedicated panoramic

imaging is an option. In CT mode it generates a conical x-ray beam during
rotation around a patient's head and produces two dimensional projection
images on a flat panel detector. Three dimensional images are then
reconstructed and viewed with 3rd party software. In panoramic mode
panoramic and TMJ images can be taken in the classical way on a
separate CCD detector.

Intended Use:
The unit must only be used to take 3D and (optional) panoramic images of
the dento-maxillo-facial complex and the head and neck areas, including
the ear, nose and throat (ENT) areas of the human skull. The unit must not
be used to take images of any other part of the human body.

Note that panoramic and 3D exposures should not be used if conventional
intraoral radiographic images (bitewing exposures) would suffice.
Note that cone beam computerized tomography images are not adequate for the analysis
of soft tissue.
Always use the lowest possible exposure values that will allow you to take
an image of sufficient quality for you to perform the required diagnostic
examination.
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Indication For Use
SCANORA 3Dx is a Cone Beam 3D x-ray system for imaging the head and
neck areas, including the ENT and dentomaxillofaciat areas, for use in
diagnostic support. Dedicated panoramic imaging is an option. A flat panel

PaloDEx Group Oy detector is used to acquire 3D images and an optional CCD sensor to
acquire panoramic images. The device is operated and used by qualified

www~aloexgoupcom healthcare professionals.
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Summary of Technological Characteristics:
SCANORA 30x is substantially equivalent in design, composition and function to the
current SOANORA 3D unit [K1 10839].

PaloDEx Group Gy

Concept SCANORA 3Dx SCANORA 3D [110839]

Streca addresa 1. X-ray source 3D mode: 90 WV. 4-10 mA, pulsed. 3D mode: 90kV. 4-12.5 mA, pulsed.
Nahkalande IS
0430 uosula Pan mode: 60-81 WV, 4-8 mnA continuous. Pan mode: 60-81 kV, 4-8 mA
Finland conatinuous.

kV accuracy +15kV,
Posu addc'skV accuracy +15kV,

P. Box £4Same x-ray source for 3D and Pan
FI.4301 Tusaji modes. Same x-ray source for 3D and Pan
Finlard modes.

Phone 2. Focal spot 0.5 mm 0.5 mm
+358 102702D00

Fax 3. Image Amorphous Silicon Flat Panel CMOS Flat Panel

+35 905 4MBdeecors) + COD for panoramic imaging + COD for panoramic imaging

F119774137 4. 3D imaging Reconstruction from 2D images Recomnsrction from 2D images
technique ___________________

B1 rode 5. 3D's Field Of Ff50 x 050 mm H60 x 060 mm
1977413-7 Vfiew Hf50 x 0100 mm Hf75 x 0100 mm

HBO x 0100mm H75 x0145Smm
Bank Hf140 x 0100 mm H130x0l45 mm - steced
Norde' Bank HB80 x 0165 mm
SWIFT NOEMIHH FH140 x 0165 mm
Accounc HISOx 0165 mm - Stitched
919015S96300004686A H240x 0165 mm - Stitched ________________

6. 3D's total 360 degrees 360 degrees
viewing angle ______________________________________

7. Pixel size Amorphous Silicon flat panel: 120/240 CMVOS flat panel: 200 pm
Pm ccD for panoramic imaging: 48 pm
COD for panoramic imaging: 48 pm ________________

8. Voxel size 100/1 50/200/250/300/350/400/500 pim 133/200/250/300/350 pm

9. 30Dseenllme 18 -34sec 10 -26 see

10. 3D's effective 2A4- 6 sec 2.25 -6 sec
exposure time

11. Indications for Scanora 3D is a Cone Beam 3D x-ray Scanora 3D Is a Cone Beam 3D x-ray
use system for imaging the head and neck system for imaging the head and neck

areas, Including the ENT and areas, Including the ENT and
dentomaxiiiofaciai areas, for use in dentoma~dhofaciai areas, for use in
diagnostic support. Dedicated panoramic diagnostic support. Dedicated
imaging Is an option. A flat panel detector panoramic imaging Is an option. A flat
is used to acquire 3D images and an panel detector is used to acquire 3D
optional COD sensor to acquire Images and an optional COD sensor to
panoramic images. The device is acquire panoramic images. The device
operated and used by qualified health'care is operated and used by qualified
professionals. healthcareprofessionals.

12. System HI97cm xDl4Ocm xWl6Oan Hl97cnn xDl4lcn xWleOcm
___fooprnt

i3, Weight 310 kg 310 kg
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Nan-clinical Test Data:
Preference study as an image quality comparison between Scanora 3Dx
and the predicate device was performed. Same phantom was imaged with
Scanora 30x and the predicate Scanora 3D. The results were evaluated by

PslcDEx Group Oy internal reviewers. Validations have been performed successfully to ensure
the safety and effectiveness of the Scanora 3Dx system.

Screet addre.s Clinical Test Data:
Nahklumnde 60 Clinical testing has not been conducted on Scanora SDx device because CBCT
O430TU.uu imaging technique and FEP algorithm are widely used. Only a preference
Rnland study was conducted.
Posoli address
PD. 0x6o Conclusion:
FI-.01 Tusula Based upon the similar technological/performance characteristics to the
Finland predicate device and the successful validation of the SCANORA 3D
Phon. software, the clinical performance of the SCANORA SDx is deemed to be
-358 10 270 200 substantially equivalent to the predicate devices.

+358 9851 4048

VAT
F119774 137

61 cd.
1977413-7

Bank
Nord&. Bank
SWFT NOEAIHH
Account
F19015963XD00NMM



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health service

4 Food and Dug Administration
10903 New Hampshire Avenue
Document Control Center - W066-G609
Silver Spring MD 20993-0002

May 29, 2013
PaloDEx Group Oy
%Mr. Matti Tulikoura

Regulatory Manager
Nahkelantie 160
Tuusula 04300
F[NLAND

Re: 5 1 0(k) Number: K130297
Trade/Device Name: SCANORA 3Dx
Regulation Number: 21 CFR 892.1750
Regulation Name: Computed tomography x-ray system
Regulatory Class: Class 11
Product Code: OAS
Dated: April 21, 2013
Received: April 29, 2013

Dear Mr. Tulikoura

We have reviewed your Section 5 10(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. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (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 2 1, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

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
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CFR Part 807); labeling (21 CFR Part 80 1); 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 Pant 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CER 1000-1050.

If you desire specific advice for your device on our labeling regulation (2 1 CFR Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7100 or at its Internet address
http)://wwwN.fda.Lov/MiedicaIflevices/ResouircesforYou/iindustrv/defaut.11tti. Also, please note
the regulation entitled, 'Misbranding by reference to premarket notification" (2ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Pant 803), please go to
http://wwwv.fda.,gov/MN/edicalDevices/Safetv/Reportallroblem/defatult.htii for the CIJRH's Office
of Surveillance and Biometrics/Di('ision of Postmarket Surveillance.

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 (301) 796-7100 or at its Internet address
http://kw~v.fda.1-ov/iMed icalDevices/ReSOuircesforYou/lndustrv/default.litm.

Sincerely yours,

for
Janine M. Morris
Director, Division of Radiological Health
Office of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure



Indications for Use

510(k) Number (if known): K130297

Device Name: SCANORA 3Dx

Indications for Use:

Scanora 3Dx is a Cone Beam 3D x-ray system for imaging the head and neck areas,
including the ENT and dlentomaxillofacial areas, for use in diagnostic support. Dedicated
panoramic imaging is an option A flat panel detector is used to acquire 3D images and
an optional CCD sensor to acquire panoramic images- The device is operated and used
by qualified healthcare professionals.

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

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

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

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

(Division Sign Off)
Division of Radiological Health

Office of In Vitro Diagnostics and Radiological Health

5 10(k) K130297
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