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Fluoroscopic X-Ray System I Model: ZEN-2090 Pro

1 Submitter and US Official Correspondent

Submitter: GENORAY Co., Ltd. -720

Address: #512, Byucksan Technopia

434 6, Sangdaewon 1 deng,

Jungwon-gu, Seongnam-city

Gyeonggi-do, 462-7 16, Korea

Telephone No.: +82-31-737-8020

Fax: +82-31-737-8025

Official Correspondent (U. Sl: Shin Kuk Yoo. Consultant

Telephone No.: 714-313-7442

Fax No.: 801-303-7455

Email: skvone(a_)LSKBioPartners.com

2. Establishment Registration Number

3005843418

3. Device Information

Proprietary/Trade Name: Fluoroscopic X-Ray System (Model: ZEN-2090 Pro)

Common/Usual Name: Fluoroscopic X-Ray System

Classification Name: Image-Intensified Fluoroscopic X-Ray System

Product Code: JAA

Device Class: Class II per regulation 21 CFR 892.1650

4. Equivalent Legally Marketed Device

<GE OEC Fluorostar>

Manufacturer: GE OEC Medical Systems, Inc.

Device Name: GE OEC Fluorostar

5 10(k) Number: K043 076 (Decision Date - Dec. 22, 2004)

Classification: Image-Intensified Fluoroscopic X-Ray System: JAA, Class II per

regulation 21 CFR 892.1650
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<Philips BV Endura>

Manufacturer: Philips Medical Systems North America Company

Device Name: Philips BV Endura

5 10(k) Number: K010435 (Decision Date - Mar. 12, 2001)

Classification: Image-Intensified Fluoroscopic X-Ray System: JAA, Class II per

regulation 21 CFR 892.1650

-5. Deseriotion of the Dev e

ZEN-2090 Pro is consisted of the X-ray tube, X-ray tube assembly, x-ray controller, XTV

camera and some accessories.

The ZEN-2090 Pro is a device intended to visualize anatomical structures by converting a

pattern of x-radiation into a visible image through electronic amplification. This generic type of

device may include signal analysis and display equipment, patient and equipment supports,

component parts, and accessories.

Prod~uct
ZEN-2090 Pro

Items

Generator High Frequency Inverter

X-ray tube Stationary tube

40-110 kV / 0.2-6mA

Fluoroscopy Boost mode: lOmA

ABC control

Radiography 40 - 110 kV/2OmA

TV Camera CCD Type

Frame Memory 16 Frame

Image Intensifier E5830SD-P4A of Toshiba

Panning motion ±12.5o

Parallel motion N/A

Orbit. Rotation 120 Degrees

Horiz. Travel 200mm

Vert. Travel 400mm

Rotation 180 Degrees about

Panning motion ±12.50

Parallel motion N/A
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6. Indications for use

ZEN-2090 Pro is a mobile digital C-arm designed to provide fluoroscopic and radiographic

images of the patient during diagnostic, surgical and interventional procedures. Examples of

clinical application may include cholangiography, endoscopy, orthopedic, neurologic, stone

localization, critical care and emergency room procedures

i.e. surgical interventions needing X-ray imaging and/or guidance and interventions inside and

outside the operating room.

7. Safety and Effectiveness, comparison to Predicate

The result of bench and clinical evaluation indicates that the new device is as safe and effective

as the predicate devices.
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