| INSTRUCTIONS FOR USE |

L EAKAGE TESTER (SHA-PS)

STANDARD SET LIST

This package includes the following items:
* Leakage Tester (Main Body and Tube) < Instructions for Use

/N CAUTION:
Never drop the Leakage Tester or subject it to severe impact,
as this could compromise the functionality and/or safety of
the unit. Should this equipment be mishandled or dropped,
do not use it. Return it to an authorized PENTAX service
facility for inspection or repair.

Symbols
Symbol Description Symbol Description
&I Date of manufacture LOT| |Batch Code

c € The CE mark confirms the compliance to applicable
European(EU) requirements.

Medical device in the EU

Tube

Knurled Screw
(connector)
Air Connector
Toggle -Type
Switch

Red Zone
Green Zone
Hand Bulb

Endoscope
Connector
Venting
Connector
Soaking Cap

(1) Green Zone
(2) Red Zone

Symbol Description

*If this bar code symbol is displayed on the product, see the

following explanation.

This is a UDI (Unique Device Identification) code required by
& | Unique Device Identification System designed to adequately

% identify devices through distribution and use. The following

information is coded in 2D bar code (GS1 Data Matrix).

- (01) GS1 Commodity code (Global Trade Item Number)

- (11) Production date

- (10) Lot Number

Intended use
This product is intended to be used to perform leakage testing on PENTAX
Medical flexible endoscopes.

Digitally signed by Ceaicovschi Tudor
Date: 2023.05.12 11:31:39 EEST
Reason: MoldSign Signature
Location: Moldova

—® The PENTAX Leakage Tester allows for simple two-stage testing of the

watertight integrity of the PENTAX Endoscopes. Air pressure is delivered by
means of a hand operated bulb, eliminating the need for any electro-mechanical
devices. The main body and the tube are packed separately. Before using,
connect the tube to the air connector of the main body by turning the knurled
screw of the tube clockwise.

STAGE | - DRY LEAKAGE TEST

BEFORE IMMERSION, PENTAX Endoscopes should be tested for any major
loss of integrity in their watertight construction (example:major tear in the
instrument channel). If applicable, all valves, inlet seals, distal rubber tips and
other removable components should be detached from the endoscope prior to
leakage test.

1) Secure the endoscope connector to the venting connector on the endoscope
light guide. If applicable, the soaking cap should be securely attached to/
over the electrical contacts. The endoscope connector and the venting
connector on the endoscope MUST be dry before connecting. Proper
connection will require alignment of the venting connector pin and
clockwise rotation of the Leakage Tester connector.

2) Depress the upper half of the toggle switch to retain pressure within the
endoscope.

3) Pressurize the endoscope by pumping the hand bulb until the indicator on
the gauge is in the GREEN zone. Do NOT pressurize beyond the GREEN
zone into the RED zone, as it may cause serious damage to the endoscope.

/N CAUTION:
Do NOT squeeze the hand bulb too abruptly or forcefully.Doing
so will cause the Leakage Tester to be pressurized to the point
where the indicator enters into the red zone. Be careful not to
let the indicator enter into the red zone.

NOTE:
During the leakage test procedure, the insertion tube of the
endoscope should be flexed in various positions, and the distal
bending section should be fully angulated in all directions to
confirm the absence of a leak.

4) Observe the gauge pressure to determine if the indicator is standing still in
the GREEN zone. If the indicator drops from the GREEN zone rapidly, a
major leak may be indicated.

NOTE:

Avoid depressing the lower half of the toggle switch during the
leakage test, as this will cause the endoscope to deflate and the
leak tester gauge needle to return to its baseline zero position.
If this happens, you must repeat the leakage test. NEVER
IMMERSE the entire endoscope if the gauge indicator does
not remain in the GREEN zone. Instead, contact your PENTAX
Service Facility.
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STAGE Il - WET LEAKAGE TEST

—® After determining the absence of any major leak in Stage I testing, PENTAX

RS Endoscopes should be immersed to test for loss of integrity in their watertight

construction.

1) With the Leakage Tester securely attached to the endoscope, the soaking cap (if
applicable) securely attached to/over the endoscope, ALL valves and inlet seals
removed endoscope, and the endoscope pressurized so that the gauge indicator is in
the GREEN zone, immerse the entire endoscope in clean water.

NOTE:
Only the endoscope connector and the distal portion of its rubber tubing
should be immersed. NEVER immerse the entire Leakage Tester.

2) Observe the instrument carefully while fully angulating the distal tip of the endoscope. A few bubbles may occur initially released from recessed areas of
the endoscope. This is normal. If a continuous stream of bubbles is observed from the same spot, a leak is indicated. Immediately remove the endoscope
from the water. Do NOT use the endoscope. Thoroughly dry the endoscope and contact your PENTAX Service Facility.

3) For a product equipped with a forceps elevator, inspect the forceps elevator while raising and lowering it to confirm if air bubbles are present. If a
continuous stream of air bubbles is observed from the same spot, stop using the endoscope and send it to PENTAX Medical for repair.

——e 4) After removing the endoscope from water, release the air pressure within the
endoscope by pushing the toggle switch downward. After the gauge indicates ‘zero’,
disconnect the Leakage Tester from the endoscope.

You may proceed with cleaning and either disinfection or sterilization of the
- > endoscope as described in the endoscope Instructions for Use (Reprocessing).
NOTE:
NEVER connect or disconnect the Leakage Tester under water. This will
cause leakage of water into the endoscope and Leakage Tester.
CARE AFTER USE

1)  Wipe the rubber tubing with a gauze lightly dampened with a cleaning detergent (neutral pH, low foaming, mild/compatible with PENTAX products, etc.).

2) Wipe the rubber tubing with a gauze lightly dampened with potable water (to remove residual detergent). Do NOT allow any fluids to enter the distal
endoscope connector (green) or the tubing.

3) Wipe the rubber tubing with a dry gauze or lint-free cloth to remove remaining water/fluids.

4) Wipe the entire Leakage Tester with a gauze dampened with 70-90% medical grade ethyl alcohol.

/A CAUTION:
Keep the entire hand-held section of the Leakage Tester (gauge, bulb, etc) from getting wet. NEVER completely immerse the entire
Leakage Tester.

5) After cleaning and drying as per the steps above, store the Leakage Tester in a clean, dry, and well-ventilated area. NEVER store it in an area where it
could get wet or be exposed to any adverse environmental conditions such as high temperature, humidity, direct sunlight, dust, salt, etc.

N\ WARNING:
Follow the national or local laws/guidelines to appropriately dispose of the consumables. Failure to do so may create a risk to the
environment.

e | A\ CAUTION:
When storing the Leakage Tester, raise the toggle switch. Storing
the Leakage Tester with the toggle switch in the locked position for

- > extended periods can damage the device.

/N CAUTION:

- Never attempt to unscrew/rotate the gray ring above the hand bulb. This
/ can damage the Leakage Tester.
NOTE:

G As per the Regulation (EU) 2017/745 (EU-MDR) users should report
any serious incident that has occurred in relation to the device to the
manufacturer and the competent authority of the Member State in which
the user is established.

Manufacturer
HOYA Corporation PENTAX Canada Inc.
6-10-1 Nishi-shinjuku, Shinjuku-ku, Tokyo 160-0023 Japan 6715 Millcreek Drive, Unitl Mississauga, Ontario L5N 5V2 Canada
Manufacturer Tel: +1-905-286-5570  Fax: +1-905-286-5571
Distributors _
. . Fabricant PENTAX Europe GmbH Authorized sentati
PENTAX Medical (Shanghai) Co. Ltd. Julius Vosseler Strasse 104, 22527 Hamburg, Germany E Authorized representative
Room 701, 291 Fumin Road, Shanghai, China 200031 Tel: +49-40-561-920 Fax: +49-40-560-4213 in the European Community
Tel: +86-21-61701555  Fax: +86-21-61701655
¢ o A PENTAX U.K. Ltd.
PENTAX Medical Singapore Pte. Ltd. PENTAX House, Heron Drive, Langley SLOUGH SL3 8PN, Great Britain
438A Alexandra Road, #08-06 Alexandra Technopark, Singapore 119967 Tel: +44-1753-792792 Fax: +44-1753-792794

Tel: +65-6271-1669  Fax: +65-6271-1691

PENTAX Medical Company
A Division of PENTAX of America, Inc.

3 Paragon Drive, Montvale, New Jersey 07645-1782 USA ™
Toll Free: +1-800- 431-5880 p E N I Ax 88228
Tel: +1-201-571-2300 Fax: +1-201-391-4189 LCPM: 02/2016/09/35102702 2020.02 6217001 Z935 RO05
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| PENTAX
OPTIVISTA™ EPK-i7010 MEDICAL

- Product Specifications

Power Supply

Frequency 50-60 Hz

Size and Weight

Weight 21.5 kg

Classification (Medical Electrical Equipment)

Degree of protection against electric shock Type BF (Body Floating), using insulated endoscope. Use on a heart is prohibited.

lllumination

Brightness Brightness adjustment is possible in 11 steps using the button on the touchscreen.

Air flow function

Air pressure 45-70 kPa (6.5-10.2 PSI)

Observation

Analog SD signal output RGB, S-Video, Composite Video

Color balance adjustment The following color balance adjustments are possible using the touch screen interface:
Red adjustment: £11 steps, Blue adjustment: £11 steps.




Observation

Image enhancement setting Post-processing image enhancement / i-SCAN (Mode 1, Mode 2, and Mode 3)
OE Optical image Enhancement (Mode 1, Mode 2)

Digital zoom Digital zoom is available. Magnification ratio: OFF, 1.2, 1.5, 2.0.

Freeze The still image can be shown when activating Freeze mode.

System settings

External composite video signal can be the input into the video processor and shown on the monitor.

Remote control The following peripheral devices can be controlled by the remote control.
(LAN, RS-232C, USB, Remote terminal) /Video Printer, Video recorder, Filing system.

Documentation

Displaying the recorded state The recording state of the following peripheral devices can be displayed on the monitor. External
storage media, Filing system, Video printer.

Advance registration of patient data Up to 50 patients’ data can be registered.

External storage

Recording format Still image: JPEG, BMP /Video: TS format.
Memory Backup
Memorization of Following settings can be individually set for users:
selected settings - SE, CE
- Enhancement
- Ave / Peak

- Noise reduction

- Sub screen position

- Manual brightness level
- Auto brightness level

Americas Head Office Canadian Head Office Legal Manufacturer pE N Ax
3 Paragon Drive 6715 Millcreek Drive, Unit 1 H(’\)I_YA:TC%(ppr;tion I

Montvale, NJ 07645 Mississauga, ON L5N 5V2 6-10-1 Nishi-shinjuku

Phone +1 800 431 5880 Phone +1 800 750 5558 Shinjuku-ku, Tokyo MEDICAL
Fax +1 201 391 4189 Fax +1 905 286 5571 160-0023 Japan

pentaxmedical.com’ pentaxmedical.ca

Copyright 2016. All Rights Reserved. All company and product names and marks contained within are federally registered trademarks, trademarks or service MK-837 Rev A

marks of PENTAX of America, Inc. Product specifications are subject to change without notice, and without any obligation on the part of the manufacturer.
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A unique combination of optical and digital enhancements,
for improved in vivo diagnosis
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A leap forward for in vivo histology with I-scan and i-scan OE,
a unigue combination of digital and optical enhancements

BALANCE |

E/~IK-.7010 O
Enhanced detection

‘ Sharp High-Definition image, combined with i-scan imaging and excellent illumination

for a more detailed view of the mucosa and enhanced detection.

Made for you: the OPTIVISTA plusq_>

Further improved in vivo diagnosis for therapeutic guidance Improved in vivo diagnosis
A unigue combination of digital enhancement (i-scan) and optical enhancement
(i-scan OE) provides extra information for a more accurate in vivo diagnosis through
PENTAX Medical is proud to introduce the new OPTIVISTA plus, the next generation improved vessel and mucosal pattern characterization.
processor that enhances the OPTIVISTA's already superb image quality and other capabilities. e
e OPTIVISTA plus supports the best clinical outcome by providing sharper, brighter image
quality thanks to i-scan and i-scan OE.

¢ |t supports diagnosis and case documentation, and guides treatment and therapeutic
decisions through easier image capture and sharper than ever frozen images.

e [|tis is an effective cross-segment investment due to its proven clinical characterization
capabilities being expanded into pulmonology and ENT.

~

i-scan OE with OPTIVISTA

I=scan OE with OPTIVISTA plus 'y

Twin Mode

) 3

L

HD+ Video
Recording

ARG

Courtesy of Dr. Fujishiro, The University of Tokyo Hospital, Japan



X/ I-scan for enhanced detection and characterization =>-_ j-scan OE for vessel characterization

\0\ \\\\\_
)
A i-scan technology is a digital, image enhanced endoscopy (IEE) technology by PENTAX Medical. N PENTAX Medical has recently developed the i-scan OE (Optical Enhancement), an optical filter that
“ As a virtual chromo-endoscopy tool, i-scan provides an enhanced view of the mucosal structures m produces bandwidth-limiting light. WWhen combined with image enhancement processing technology
and vascular patterns, supporting early detection, demarcation and characterization. it clearly displays the surface structures of blood vessels, glandular ducts and mucosal membranes
in higher contrasts than white light.
i-scan 1 (SE) for detection i-scan OE technology
By enhancing the mucosal structure in a natural color tone, SE (Surface Enhancement) OE Filter
supports detection, especially of flat lesions by highlighting abnormalities. .
Endoscope Lightsource
T Enhancement HE A v
Brlghlmess > : : : :
Surface enhancement .“E Image processing
. A . OE observation ik
E A ....} .................}
; - Normal Observation
With SE, the difference in luminance intensity between the pixels concerned and the surrounding pixels is v . ;
. . . v . Inside of video processor
analyzed and the edge components are enhanced. SE adjustment of the noise erasure function allows more ‘
evident enhancement of the edges, which corresponds to minor changes in structure.
i-scan 2 (TE) for pattern characterization i-scan 3 (OE) for vessel characterization
TE (Tone Enhancement) enhances the changes of vascular and mucosal structure with i-scan OE displays the surface structures of the blood vessels, glandular ducts
a color tone change, supporting pattern characterization. and mucosal membranes in a color tone and supporting vessel’s characterization.

E . e
OE Mode 1 Absorption wavelength of hemoglobin
R component G component B component ““:‘
3\ The main wavelengths of spectral
transmission correspond to the peaks
— /\‘/ of the hemoglobin absorption spec-
The RGB components of an ordinary endoscope image are disintegrated into each component (R, G and B), —————trum and the light between these
and each component thus isolated is converted independently along the tone curve, followed by a reconstruction 300 400 500 600 700  peaks is continuously slightly emitted
of the three components in one single image.' Wavelength (nm) by raising baseline transmittance.?
"Kodashima et al: Novel image-enhanced endoscopy with i-scan technology. World J Gastroenterol 2010 2K Monkemdiller et al.: Present and future perspectives of virtual chromoendoscopy with i-scan and optical enhancement technology. Digestive Endoscopy 2013; 26

Courtesy oiDr Buffoli, Cremona Hospital, Italy

and demarcation




OPTIVISTA, a powerful educational platform

The OPTIVISTA EPK-i7010 video processor is a state-of-the-art educational tool with customizable func-
tions operated easily by the touch screen, or via the endoscope buttons.
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HD+ Video
Recording

Teach and assess with the unique TwinMode

e TwinMode is useful in teaching the appropri-
ate interpretation of image enhanced endos-
copy, providing simultaneous comparison
of side by side endoscopic images.

e Among experts, TwinMode is appreciated
as an educational tool for non-experts

HD White Light i-scan 2 (TE)

Colon adenoma

in “building the bridge” between HD+
white light images and the different i-scan
modes and findings.

® The simultaneous comparison of enhanced
clinical images is useful in teaching the ap-
propriate characterization of lesions.

Collect and share with the unique integrated video and audio recording

e The video recording function enables
capture of HD+ video files through a USB
storage device, for fast and easy sharing
of findings with peers. Audio recording
for video is captured through external
microphone.

Exchange and expand your knowledge
of i-scan by visiting the i-scan website

WWwWWw.i-scanimagin .com

e Contributes to cost savings in the
endo-scopy room by avoiding unnecessary
external HD recording devices.

e For best image collection, the OPTIVISTA also
incorporates freeze scan technology which
automatically selects the sharpest picture.

OPTIVISTA plus

A multifunctional platform across segments

1. VNL-J10

The new VNL-J10 series will provide support to both
diagnostic as well as therapeutic procedures. The VNL
product range can be used in a wide variety of applica-
tions in ENT such as FEES examinations and functional
video stroboscopy examinations.

3.Gli10

Slim caliber, bigger working channel and Close Focus,

all combined in an i10 HD+ endoscope, the high perfor-
mance endoscopes series, for the day-to-day advanced
endoscopy practice.

£ UFE e00) \_

E~IK-i7010

2.J10 - Pulmonology

The Video Bronchoscope EB-J10 product range offers
sharp and clear High-Definition image quality, with
unmatched ergonomic design and flexibility to ease
operation in daily use.

4. 90i

With the 90i endoscope series, you can experience
HD+ images combined with exceptional illumination,
during routine examinations.



EMEA Headquarter
E Germany
PENTAX Europe GmbH
Julius-Vosseler-StralRe 104
22527 Hamburg
Tel.: +4940/56192-0
Fax: +4940/56042 13
E-mail: info.emea@pentaxmedical.com

United Kingdom

PENTAX U.K. Limited

PENTAX House

Heron Drive, Langley

Slough SL3 8PN

Tel.: +441753/7927 33

Fax: +44 1753 /7927 94

E-mail: medical.uk@pentaxmedical.com

France

PENTAX France Life Care S.A.S.

116 quai de Bezons

B.P. 204

95106 Argenteuil Cedex

Tel: +331/30257575

Fax: +33 1/3025 7445

E-mail: clients.fr@pentaxmedical.com

Netherlands

PENTAX Nederland B.V.
Edisonring 4

6669NB Dodewaard

Tel.: +3188/53030 30

Fax: +3184 /885303040

E-mail: info.nl@pentaxmedical.com

Italy

PENTAX ltalia S.r.l.

Via Dione Cassio, 15

20138 Milano

Tel.: +39/02509958 1

Fax: +39/02 50 99 58 60

E-mail: marketing.it@pentaxmedical.com

Spain

SIMMEDICA - Sistemas Integrales

de Medicina, S.A.

Avenida del Sistema Solar 25

28830 San Fernando de Henares, Madrid
Tel.: +34 91 /301 62 40

Fax: +3491/761 31156

E-mail: sim@simmedica.com

Russia
Moscow Representative office

TUV Siid CE0123 « Medical device class: Ila + This product must be used only by Healthcare
professionals. Before usage and for detailed product specifications, please refer to the instructions
for use. In the interest of technical process, specifications may change without notice.

of PENTAX Europe GmbH (Germany)
13, 4-y Lesnoy pereulok

125047 Moscow

Tel.: +7 495114 52 31

Fax: +7 495114 52 31

Turkey

PENTAX Turkey

Veko Giz Plaza, Meydan Sokak No:3/43
343396 Maslak Istanbul

Tel.: +90 212 /705 05 26

Fax: +90212/705 05 00

Japan

N HOYA Corporation
6-10-1 Nishi-shinjuku

Shinjuku-ku

Tokyo 160-00231
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PENTAX Medical is committed to improving the quality of patient care and productivity

of healthcare delivery around the globe by providing the best endoscopic products and
services, with a focus on clinically relevant innovation, simplicity, and quality.

The CO, Solution for GI Endoscopy

The PENTAX Medical CO, Insufflator is a versatile system that connects to either a wall or tank CO,
source. Combined with the full line of the disposable PENTAX Medical DispoCap CO,, the PENTAX
Medical CO, Insufflator allows clinicians to offer the optimal procedure for the patient.

The PENTAX Medical CO, Insufflator offers a complete range of CO, solutions to suit individual facility
needs for PENTAX Medical GI endoscopes. With direct connection to sterile water and any CO,, tank
or wall source — PENTAX Medical CO, Insufflator has the comprehensive solution for your facility and
patients.

Benefits of Using CO,

* CO, is easier on the patient both during and after the procedure
due to rapid absorption by surrounding tissue.’

e Minimises patient discomfort associated with bloating and
cramping from room air."

e |ess sedation required during the procedure.?

e Reduces the number of patients that need to be seen by the

Daily Use PENTAX Medical
DispoCap CO, Full disposable

o . system minimises infection
physician in recovery.? control risks.

Warm Water Technology

Deliver irrigation for Gl endoscopy procedures with a warm water option by utilising the PENTAX Medical

Irrigation Pump. Combine the pump with PENTAX Medical Gl endoscopes and irrigate through the
auxiliary water jet or biopsy channel to improve procedural visibility.

e Greater visibility for improved diagnosis and polyp detection

e Auxiliary water jet or biopsy channel irrigation capability

e \Warm water technology

e Compatible with PENTAX Medical Irrigation Tubing and Connectors

e Fasy to use water bottle cradle

e Automatic prime button provides instant irrigation upon foot pedal
depression

Auxiliary Water Jet Connection

Source: 1. Dellon, E.S. (2009). The use of carbon dioxide for insufflation during Gl endoscopy: a systematic review. Gastrointestinal Endoscopy, 69(4), 843-849.
2. Author: Miroslaw Szura, MD PhD, Rafal Solecki, MD PhD, Krzysztof Bucki, MD, Andrzej Matyja, MD PhD. MEDICINA Specialist Diagnostic & Therapeutic Centre
Title: Helpfulness of Carbon Dioxide Insufflation During Colonoscopy - SAGES 2011 Program Number P211

CO, Insufflator Features

Units are stackable
for convenient tubing connection

Gas Inlet
D or E CO, Tank,
DISS wall connection

Operating Modes
Low, Medium,
and High CO,
Flow Rates

Heated CO, Dual Inline Pressure Regulators
Maintains 98.6°F with additional mechanical
pressure relief

Specifications

PENTAX Medical CO, Insufflation

REF# EGA-501P
Dimensions [mm] 197x 121x 349
Weight [Kg] 4.8

Power Requirements [V] 100-240

Easy Set Up and Installation

1.Choose a CO, Source

o

T |

Compatible Accessories

Tubing

REF# 1001560CO2P | PENTAX Medical DispoCap CO,
REF # 100160P PENTAX Medical DispoCap Air

PENTAX Medical Irrigation Tubing
for EGA-500P

REF# 100551P PENTAX Medical CO, Source Tubing

REF# 100130P

2.Connect Hose and Tubing to Insufflator

Irrigation Pump Features

Water Warming Angled
Bottle Holder

Safetv S F Maintains 98.6°F water
afety Start Feature temperature

The unit will not operate unless
the pump head is closed I

Flow Rate

Auxiliary water port:
0-280 ml/min
Biopsy channel:
0-600 ml/min

Prime Button
Runs the pump for 20 seconds allowing the user
to prime the tube set without pressing foot pedal

PENTAX Medical Irrigation Pump

REF# EGA-500P
Dimensions [mm] 197x 121x 349
Weight [Kg] 4.8

Power Requirements [V] 100-240

Max Flow Rate:

Auxiliary Water Channel [m/min] 0-300

Biopsy Channel [ml/min] 0-600

3.Ready for Procedure

Connectors

PENTAX Medical 24hr Use
Waterjet Connector

PENTAX Medical Single Use
Waterjet Connector

REF# 100116P

REF# 100242P



PENTAX Europe GmbH
Julius-Vosseler-StralRe 104
22527 Hamburg

Germany

Tel.: +4940/56192-0
Fax: +4940/56042 13
E-mail: medical@pentax.de

PENTAX U.K. Limited
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Heron Drive, Langley
Slough SL3 8PN
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Tel.: +44 17 53/79 27 33
Fax: +44 17 53 /79 27 94
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In the interest of technical progress, specifications may change without notice.

PENTAX Europe GmbH

Representative office in Moscow
Sadovnicheskaya str, 82, build 2, entrance 6
Regus, Business center , Aurora”

Office 2012, 2013

Moscow, 115035

Russian Federation

Tel.: +7 495/792 52 00

Fax: +7 495 /792 35 66

PENTAX Turkey

Veko Giz Plaza, Meydan Sokak
No:3/43 343396

Maslak — Istanbul

Turkey

Tel.: +90212/705 05 26

Fax: +90212/705 05 00

HOYA Corporation
PENTAX Life Care Division
1-1-110, Tsutsujigaoka
Akishima-shi

196-0012 Tokyo

Japan

Tel.: +813/39605155
Fax: +813/53 9267 24

oS0

Manufactured in the U. S. A. by: MEDIVA-
TORS, 3150 Pollok Drive Conroe, TX 77303
U. S. A. Phone: +1-973-890-7220

PENTAX® is a registered trademark of HOYA
Corporation.

© 2013 ®HOYA Corporation
PENTAX Lifecare Div
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= Optimized for endoscopy applications

= Advanced imaging capabilities

=  Medi-Match" color calibrated

= (leanable splash-proof design

= 10-year scratch-resistant-glass guarantee

= ZeroWire" embedded receiver optional

RADIANCE" ULTRA 32"

Premium Endoscopy Visualization

The Radiance® Ultra series leads the industry as a revolutionary display with the
aim to transform advanced visualization technology capabilities and features into
a clinical solution that supports the drive to improve patient outcomes, improve

workflow efficiency, and lower operating costs.

Enhanced endoscopic visualization is accomplished with an LED backlight
technology that produces bright and vivid color video images even during deep
abdominal procedures. Medi-Match™ color calibration assures consistent image
quality and accurate color reproduction. The result is outstanding endoscopic video

image performance.

With a focus to improve workflow efficiency and workplace safety, the Radiance
Ultra series is available with an optional built-in ZeroWire receiver. When paired
with the ZeroWire Mobile battery-powered stand, the combination becomes the
world’s first and only truly cordless and wireless mobile endoscopic solution (patent
pending). To eliminate display scratches caused by IV poles or surgical light heads,
the Radiance Ultra series uses scratch-resistant, splash-proof edge-to-edge glass

that includes an industry-exclusive 10-year scratch-resistance guarantee.

A Novanta Company



RADIANCE" ULTRA 32"

Premium Endoscopy Visualization

SPECIFICATIONS

Screen Size 32" diagonal

Image Size 27"x15"/698 x 393 mm (WxH)
Resolution 1920 x 1080

Aspect Ratio 169

View Angle 178°

Luminance 400 cd/m? typical

Contrast Ratio

1,000:1 (nominal)

Numbers of Colors

16.7 Million (8-bit)

Backlight Stabilization

NDS Intelli-Guard™

Color Calibration

NDS Medi-Match™

Color Gamut BT.709 or SMPTE-C
Response Time 10ms
Latency 18ms
Video Board Configurations Primary Board — Digital & Analog  DVI-l and 3G-SDI Input/Output (supports VGA/
RGB/S0G)
Secondary Board - Digital 2nd DVI-D and 3G-SDI Inputs/Outputs, Analog
Component/VGA

2nd DVI-D Input/Output, Analog Component/
VGA, S-Video, Composite

Secondary Board - Analog

Embedded Wireless Receiver

Optional ZeroWire Embedded Receiver

Sealed Glass

Bezel Protected, Edge-to-Edge, Chemically Strengthened

Glass Anti-Scratch Warranty

10-Year Scratch-Resistant Guarantee

Warranty

3 Years

Dimensions

30.7"x 20"x 3.4"/780mm x 509mm x 87mm (WxHxD)

Weight

24 1bs/10.9 kg (primary board only)

Shipping Weight**

40 Ibs/18.2 kg

Shipping Dimensions

36"x9"x29"/92 x 23 x 74 cm

Green Compliance

REACH, RoHS-2, WEEE

Regulatory Compliance

ANSI/AAMI ES60601-1, CAN/CSA C22.2 No. 60601-1, Conflict Minerals, FCC Class
B, EN60601-1, EN60601-1-2, CE, MDR 2017/745, Class | Medical Device, Designed
to meet IPX6, CCC

Regulatory Compliance
with ZeroWire Embedded

ANSI/AAMI ES60601-1, CAN/CSA C22.2 No. 60601-1, FCC Class B, CAN ICES-3(B) /
NMB-3(B); EN60601-1, EN60601-1-2, MDR 2017/745, EU Class | Medical Device,

(RE-D) Directive 2014/53/EU, this device contains RF module: SI-SK63101, EN 302-567
V2.0.24, CE, US Class Il Medical Device, FDA cleared, FCC ID: UK2-SII-SK63101, IC ID:
6705A-SIISK63101, Designed to meet IPX6, €:007AA106

Supplied Accessories

Power Supply, 100-240 VAC, 50-60 Hz to 24 VDC, 6.25 A
AC power cord, region appropriate

ORDER INFORMATION
Radiance Ultra 32"

CONFIGURATION

:NDS

A Novanta Company

Global Headquarters
www.ndssi.com

5750 Hellyer Ave

San Jose, CA 95138
USA

+1408 776 0085

info@ndssi.com

Europe

Novanta Europe GmbH
Parkring 57-59

85748 Garching
Germany  [EC[REP|

+49 89 31707 100

info.novanta-europe@novanta.com

Asia Pacific

Novanta Japan

East Square Omori

6-20-14 Minamioi, Shinagawa-ku
Tokyo 140-0013

Japan

+81 35753 2466

info@ndssi.com

Oriental Media Center
Suite 2302, Tower C
No.4, Guang Hua Road
Chao Yang District
Beijing, 100026

China

+86 10 8559 7859

info@ndssi.com

NDS Quality System
1SO 13485
FDA Registration #2954921

90R0108 RU 32" with Primary Board

90R0106 RU 32" with Primary and Secondary Digital Board e -

90R0107 RU 32" with Primary and Secondary Analog Board y ‘*‘r‘ e ) - . \
90R0110 RU 32" with Primary Board and ZeroWire Embedded Receiver g

OPTIONAL ACCESSORIES i
9070221 Fiber Converter 5 VDC Power Cable ’ )

Primary Board Secondary Board* (optional)
90R0108: Primary Board Only 90R0106: Primary + Digital Board
90R0107: Primary + Analog Board

*Must be installed at factory; not field upgradable.
xxSh'\pping weights are approximate.

© 2020 NDS Surgical Imaging, LLC. All rights reserved. Information in this document has been carefully checked for accuracy; however, no guarantee is given to the correctness of
the contents. For complete technical and safety specifications, please refer to the product User Manual. This document is subject to change without notice. This document contains
proprietary information protected by copyright. No part of this documentation may be reproduced by any mechanical, electronic, or other means, in any form, without prior written

permission of NDS. All trademarks are the property of their respective owners. Doc # 72D0045 Rev G



Biopsy Forceps with Window and Spike

Model Name Compatible Endoscopes Note
Instrument Working
Channel Length
Diameter [nm] | [mm]
KH2411S 2.8 1100
KH2415S 2.8 1500
KH2418CS 2.8 1800 for ERCP scopes | Autoclavable
KH2422S 2.8 2200
KH2430S 2.8 3000
Reusable Biopsy Forceps with Mini Cups
Model Name Compatible Endoscopes Note
Instrument Channel | Working
Diameter [m] Length [mm]
KS1011CS 1.2 1100
Autoclavable
KS1022CS 1.2 2200

Biopsy Forceps with Window and Extra Large Cups

Model Name Compatible Endoscopes Note
Instrument Channel | Working
Diameter [mm] Length [mm]

KW3111S 3.2 1100

KW3115S 3.2 1500 Autoclavable

KW3122S 3.2 2200

Reusable Biopsy Forceps with Round Cups

Model Name Compatible Endoscopes Note
Instrument Channel | Working
Diameter [mm] Length [mm]

KW2411R 2.8 1100

KW2415R 2.8 1500

KW2418R 2.8 1800 Autoclavable

KW2422R 2.8 2200

KW2430R 2.8 3000

PENTAX Europe GmbH
Julius Vosseler Strasse 104
22527 Hamburg

Germany

Tel: +49-40-561-920

Fax: +49-40-560-4213

PENTAX Medical Company

A Division of PENTAX of America, inc.

3 Paragon Drive Montvale
New Jersey 07645-1782
USA

Tel: +1-201-5671-2300

C€

Product availability cannot be guaranteed in all countries. For further information please contact your local sales representative.

PENTAX Medical (Shanghai) Co., Ltd.
Room 701

291 Fumin Road, Shanghai

China 200031

Tel: +86-21-6170-1555

FAX: +86-21-6170-1655

HOYA Corporation
PENTAX Lifecare Division
1-1-110 Tsutsujigaoka
Akishima-shi

Tokyo 196-0012

Japan

PENTAX

MEDICAL

Excellence in Focus

©2014 ®HOYA Corporation PENTAX Lifecare Div GPM-2014-002.

Therapeutic Accessories — The Choice
for Quality and Efficiency in Endoscopy.

Avallable to ensure highest standards.

PENTAX

MEDICAL



PENTAX Medical

Single Use Retrieval Basket Single Use
State Of th e a rt Model Name Compatible Endoscopes Width of Model Name Compatible Endoscopes
! . -
W Instrument Channel | Working Length Instrument Channel Working Length
accessories product line o !
- & Diameter [mm] [mm] __.ﬂ Diameter [mm] [mm]
for d|5ﬂn IS and GB-D1807LO15 | 2.0 700 15 - TJ-D2418PB 28 1800
treatmen in endOSCO GB-D1810L020 2.0 1000 20 TJ-D2423PB 2.8 2300
py = o GB-D1819L020 2.0 1900 20
..-:'fﬂ' = GB-D2415L030 2.8 1500 30
- P GB-D2419L020 2.8 1900 20
GB-D2423L035 2.8 2300 85
Single Use Polypectomy Snare
PENTAX Medical
Description | Model Name Compatible Endoscopes Width of :
P -~ P o |'° - Snare Reusable Accessories (Autoclavable)
nstrumen anne orking .
| — Diameter [mm] Length (mm) | Wire [mm]
Our commitment to quality How to select the correct accessories. 4‘ - DO-D2416-15 28 1650 15
Safe and successful endoscopy depends upon the use  Before you select new accessories, please consider the DO-D2423-15 28 2300 15
: - . DO-D2416-20 2.8 1650 20 I
of a finely tuned endoscopic system of components. following: Oval Crocodile Biopsy Forceps
This is the underlying principle behind PENTAX Medical’s . : DO-D2423-20 28 2300 20
) duct I t ) ) e The compatibility of your endoscope with the DO-D2416.95 28 1650 o5
C().T]m:mhe.n’r[]to a pro L;(lﬂ |Ine Cl) ;[c era?eut\llci/agce§sorles desired diagnostic/treatment application. D O-D242325 )s 2300 ’e Model Name Compatible Endoscopes Note
with t e. ghest possible level of quality. ] einviteyou The diameter of the instrument channel and working ' Instrument Channel | Working
to examine our carefully selected and meticulously length of your endoscope f,f = DH-D2416-15 28 1650 15 Diameter [mm] Length [mm]
i i _of-the- ’ L ' DH-D2423-15 2.8 2300 15
Zrafted t.herageutlc accessorl.les for SJ[thlePCI;th'PAGXaIr\;I denl e Use only accessories that are compatible with Hexagonal DH.D2423.20 ”e 2300 20 KA1806S 1.8 600
iagnostic and treatmen ications. i . - - :
a9 OSt(,: and treatment app C?to s _ _ _ edica your endoscope to ensure the highest standards KA1811S 2.0 1100
accessories have been tested in conjunction with . DH-D2416-25 2.8 1650 25 KA1815S 9
| | - of endoscopic therapy. DHD22395 | 28 2300 2 1819 0 199 Autoclavable
PENTAX Medical endoscopes for function and compatibility. - - - KA2411S 28 1100
KA2415S 2.8 1500
Single Use  Injection Needle KA2422S 28 2200
PENTAX Medical
Sing|e Use Accessories Needle Model Name Compatible Endoscopes Needle
Size Instrument Channel | Working Length Biopsy Forceps with Window
Diameter [mm] Length [mm] (mml
NI-D1816-T2304 2.0 1650 4 Model Name Compatible Endoscopes Note
NI-D1816-T2305 2.0 1650 5 Instrument Working
Single Use Biopsy Forceps = NID1816-T2306 | 2.0 1650 6 g:':n:';f;r [mm] :.;:gth
/——l‘ - NI-D1816-T2308 2.0 1650 8 CW1511S 20 1100
Description Model Name Compatible Endoscopes 23G NI-D2416-T2304 28 1650 4 KW1806S 2. 0 600
i Instrument Channel | Working Length NI-D2416-T2306 2.8 1650 6 KW1811S 210 1100
a ' Diameter [mm] ] NI-D2423-T2304 | 2.8 2300 4 KW1815S 0 1500
| KW-D1810 20 1000 NI-D2423-T2305 2.8 2300 ® ’
& KW-D1816 2.0 1600 NI-D2423-T2306 2.8 2300 6 KW1818S 2.0 1800
/ with Windows ND2416T N 500 ND1s16 2504 | 2.0 1650 . KW1818CS 2.0 1800 for ERCP scopes
D241 . 1 - - .
KW2211S 24 1100
KW-D2423T 28 2300 NI-D1816-T2505 2.0 1650 5 PEr—— o pp— Autoclavable
with Windows/ KH-D2416T 28 1600 T NFD241672504 -\ 2.8 1690 ‘ KW2218CS 24 1800 for ERCP scopes
Spike KH-D2423T 28 2300 : NI-D2416-T2505 2.8 1650 5 . P
. 256 NI-D2416-T2506 | 2.8 1650 6 KW2411S 28 1100
Crocodile Eﬁi;i;g 2.: ;igg NI-D2423-T2504 2.8 2300 4 KW24155 28 1500
i ' ' KW2418S 2.8 1800
Crocodile KB-D2416T 28 1600 NI-D2423-T2505 2.8 2300 5 KW24225 ”g 9200
with Spike KB-D2423T 28 2300 NI-D2423-T2506 2.8 2300 6 :
KW2430S 28 3000
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