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As required by CFR section 807.92 [c]

General Description

Date: October 11, 2010

Edlen Imaging LLC
Applicant/Sponsor: 3707 North 7t1h Street, Ste 125.

_________________________Phoenix, Arizona, USA 85014

Contact Person: Felix Hovsepian

Telephone: 1-602-524-9611

e-mail: edlenimg(@gmail.com

Device Names

Trade Name: Edlen Imaging - Gemini DUSB

Common Name: Gemini Digital X-ray Sensor

Unit X-ray sensor Intraoral to capture -

Classification Name: Extra Oral X-ray source, per 21 CFR 872-
1800. Regulatory Class 11. Product Code:
MUI-.

Predicate Devices

Company Device Name K-Number

Schick Technologies CDR K072134

Suni Medical Imaging, Inc Suni Ray 11 K(070219
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Product Description

The Gemini sensor is an indirect light converting digital X-ray detector. Incident X-rays
are converted to visible light by a scintillating device, (material) such as Csl (Cesium
Iodide), the light is coupled optically to a light detection imager which is based on CMOS
technology.

The design of the sensor allows for automatic detection of incident X-rays to generate a
digital data which when coupled with a software program will display images used for
dental intra-oral applications.

The Gemini Digital x-ray sensor supports USB 2.0 Direct connectivity to personal
computers and or laptops, hence the name Gemini DUSB.

The Gemini sensors employ built-in dedicated electronics and sensor software driver, to
allow connectivity to a variety of software packages. The Gemini sensors are coupled
with the currently marketed software, Apteryx XrayVision, K983111.

Intended Use of the Device

The Gemini sensor is a dedicated USB-driven device intended to acquire dental intra-
oral radiographic images. The sensor is operated by Radiologists, Dentists, Dental
Assistants and or like healthcare professionals, who are duly trained and competent to
both operate the Gemini sensors and take Dental X-ray radiographs. Intra oral
positioning of the sensor is accomplished by the use of dedicated intra-oral positioning
devices that facilitate the accurate alignment of the X-ray beam.

Technological Characteristics

The Gemini Digital x-ray sensor is to be used as an intraoral receiver of x-ray in Dental
radiography.

The Gemini system shares the same indication for use, materials, design, operational
and functional features and is therefore substantially equivalent to the predicate
devices listed above.

There are many independent manufacturers of intraoral x-ray dental radiography
systems in the US today. The first is the CDR system by Schick Technologies (K072134)
and the second is the Suni Ray 11 by Suni Medical Imaging (K(070219)

A comparison table for the different systems is available in the section on Substantial
Equivalence.

The device has been tested by a third party and found to meet the international safety
standards established by the IEC (60601-1), further details available in the section on
conformance).
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Software

The Gemini Digital system is provided with imaging software provided by:

Apteryx, Inc.
334 White Pond Drive, Suite A
Akron Ohio 44320
Tel: (330) 867 6077
K983111 (See Attachment 9)

Conclusion

Edlen Imaging's Gemini Digital x-ray sensors are substantially equivalent to other legally
marketed devices in the United States of America. The Gemini Digital x-ray sensors are
as safe, as effective, and performs as well as or better than the predicate devices.

Therefore, the Gemini Digital x-ray sensors are deemed to be substantially equivalent to
the predicate devices in intended use and technical characteristics to those of:

c. SuniRay I/ Digital Radiographic System marketed by Suni Medical Imaging,
Inc.

and

d. The CDR system marketed by Schick Technologies, Inc
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DE1PARTMIVENT O1F HEALTHI & HUNIAN SERVICES Public Health Ser vice

00od tUid Driuv Adistw
10903 New% Hampshire Avenuie

lDoctimenti Conii o Rooma - W 066-C 609
Silver Spring. MD 20993-0002

Dr. Felix l-lovsepian
CTO
Edlen lmaginu. [[C
3707 North Atr Street. Suite 125
PI-OENIX AZ 850143?

Re: K103290
Trade/Device Name: Gemini DUSB Dicital x-ray
ReguLlation] Number: 21 CER 872.1800
Regulation Name: Extraoral Source X-ray systeml
Regulatory Class: 11
Product Code: MU-I
Dated: August I5, 2011
Received: August 22, 2011

Dear Dr. I-b vsepi an:

We have reviewed your Section 510(k) preinuarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated inl 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 wvith the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PiMA).
You may. therefore, market the device, Subject to the general controls provisions of the Act. The
general controls provisions of the Act incltude requirements For- annual registration, listing of
devices, good mnarnufatluring practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classi fied (see above) into class It (Special Controls), it may be subject to Such
additional controls. Existing maj or regu'Llations affecting your device canl be found in Title 2 I.
Code of ederal Regulations (CFR), parts 800 to 895. In addition, FDA may publish further
announcements concerning your device in the Federal Reg-ister.

P lease be advised that FIDA's issuance of a substantial eqni val enc~e determination does not mecan
that FIDA has made a determination that your devi ce comie s With Other reqIuiremuents of the Act
or any, Federal Statutes and reguI~lations administered by other Federal agencies. You Must
comlply wvith all the Act's recltlirentS. inc luding, but not li mi ted to: regi stration and listing (2 I
CFR P;art 807); labeling (21 CFR Parts'801 and 809); mledical device reporting (reportinlg of'



Patle 2

medCi(cal dievice-rel ated advers e evenits) (2 1 CI803): an~d LOOd nannlfactturin1gJ raetrcce
rCLequiremets als Set forth ini the qualiy system1s (OS) reslati on (2 CFI(R Par t 820). This Lciter
Wi Ii alo y1Ou O to beginI iore oi IIg your devi Cea dese i n yoti Sec dton 5 10(k) p)remar ket
notification. The F, DA 1Li riding of substantial eq iivalec11e of' - our device to a legall [3'mrketed
predicate de vice result s in a c I assi fication for you de) I visec and thus, p erm its N'Ot ii dvice to
proceed to the markect.

If'you1 desire specific advice for yotir device onl our labelinsL reuLlation (21 CFR Parts 801 and
809), please conitact the Office of hi 1P tro Diagnostic Device Evwaluation and Safety at (301) 796-
5450. Also, please note the rgOUl I n crititled, "NIis branding by refePrence to pirmarket
notification" (21 I kF Part 807.97). For 9 Liestion s ic gard ing the re p itin ofad \'es c events
tinder the i [DR. regu'lation (21 CIR. Parr 803)), pl1ease go to

ktl//vv~fa~sv/Mdicl Dvics/Sfet/Reort~rolemdefulthtmfor the CD RI-s Office
Of Surveillance and Biomretrics/Division Of lPosUrnarket S urVeilIlanIce.

YOUt may obtain otheri general info)1110- ri1 nainoil '0 rsp)ons i biIi tics under the Act from the
IDi vision of Simal INanlUfactur~ers, I nternatio nal and Consumert Assistance at its toll -free number
(800) 638-2041 or (301) 796-7100 or at its In~ternet address
hittp)://www .fda.Lov/cdrliidctstrvN/stilpord/indce-x.litnilI.

Sin=cly Your-s

tMary S. Pastel, Se.D.
Director
Division of Radiological Devices
Office of Ln Vitro Diagnostic Device

Evaluiation and Safety
Center for'Devices and Radiologicall-Health

Enclosure



Indications for Use

5 10(k) Number (if known): 1 103z ta
Device Name: Gemini DUSB3 Digital x-ray

Indications for Use:

Edlen Imaging's Gemini DUSB3 sensor is a USB-driven digital X-ray sensor that acquires
dental intra-oral X-ray images. The sensor will be operated by trained dental and
related healthcare professionals to acquire dental intra-oral radiographs.

The Gemini sensor can be used either in combination with special positioning devices, to
facilitate alignment with the x-ray beam, or it may also be positioned manually.

(Paesrtio 1CR8subatD AND/OR Over-The-Counter Use ___

(Par 21 FR 01 Sbpar D)(21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LTNE-CONTINUE ON ANOTHER PAGE
OF NEEDED)

Concurrence of CDRH, 0*Fh e Df .> F iet-_DE)t OCSiLL

Division of Radiological Devics

Office of in Vitro Diagnostic Device Evaluation and Safety
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