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Solutions for every discipline
and market
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* All PENTAX Medical solutions can be combined with PlasmaTYPHOON and PlasmaBAG system for a
complete endoscope drying and controlled storage solution. Please refer to page 64 for solution details.



Solutions for every discipline

and market

LUNG CANCER
N Asgs

EB19-J10
PULMONOLOGY
SOLUTION
EB-J10 line-up
i-scan SE + TE

EBUS-J10 + RTE

EB-J10 line-up
i-scan SE

EB-J10 line-up
i-scan SE + TE
EBUS-J10 +
Fine Flow/eFlow

VNL15-J10

VNL line-up
FNL line-up
VIVIDEO

i-scan SE + TE
Digital Capture
USB Camera Kit

DYSPHONiA
DYSPHAGI4
L ARYNGEAL Dys,

sO 'Og,
W AGEAL DISQ, Rs
\290"“ RDER.S'

SOLUTION

VNL line-up
FNL line-up
VIVIDEO

i-scan SE

Digital Capture
USB Camera Kit



Upper Gl and Lower Gl

Advanced diagnosis and treatment

Upper Gl Endoscopes

Min. Instrument

Working

Tip

Tip

Product Inse;n(lr(:]r;;l;ube Channel Length angulation angulation Fisle (c?; VIBW  Remarks
@ (mm) (mm) up/down (°) right/left (°)
EG17-J10 Video Gastroscope 5.7 2.0 1100 210/120 120/120 140 HD, Transnasal, wide angle
EG27-i10 Video Gastroscope 9 2.8 1050 210/120 120/120 140 HD+, Close Focus, Optimal ratio outer
diameter/working channel
MagniView 9.8 2.8 1050 210/120 120/120 140 HD+, Optical Zoom, MagniView, Water Jet System, Compatible with
EG-2990Zi Video Gastroscope Distal Rubber Hood: OE-A58
EG29-i10 Video Gastroscope 9.8 3.2 1050 210/120 120/120 140 HD+, Close Focus, Wide Therapeutic Option, Optimal ratio outer
diameter/working channel, Water Jet System
EG34-i10 Video Gastroscope 11.6 3.8 1050 210/120 120/120 140 HD+, Close Focus, Wide Therapeutic Option, Water Jet System
EG-3890TK Video Gastroscope 12.8 3.8/2.8 1050 180/120 120/120 140 HD, Twin Channel, Water Jet System
Lower Gl Endoscopes
. Min. Instrument Working Tip Tip . .
Product Inszrt(:;r;r;l;ube Channel Length angulation angulation Fele g]; VIEW Remarks
@ (mm) (mm) up/down (°) right/left (°)
RetroView HD+, Close Focus, Wide Therapeutic Option, i-FLEX and TrueTorque,
EC34-i110TM Video Colonoscope 11.6 3.2 1300 210/180 160/160 140 Water Jet System, RetroView radius
EC34-i10TF Video Colonoscope 1500
EC34-i10TL Video Colonoscope 1700
EC34-i10M Video Colonoscope 11.6 3.8 1300 180/180 160/160 140 HD+, Close Focus, Wide Therapeutic Option, Optimal ratio outer
EC34-i10F Video Colonoscope 1500 diameter/working channel, i-FLEX and TrueTorque, Water Jet System
EC34-i10L Video Colonoscope 1700
MagniView HD, MagniView, i-FLEX and True-Torque, Water Jet System, Distal
EC-3890MZi Video Colonoscope 13.2 3.8 1300 180/180 160/160 140 Rubber Hood (OE-A59)
EC-3890FZi Video Colonoscope 1500
EC-3890LZi Video Colonoscope 1700
EC-3890TLK Video Colonoscope 13.2 3.8/2.8 1700 180/180 160/160 140 HD, i-FLEX and TrueTorque, Water Jet System, Twin Channel
EC38-i110M Video Colonoscope 13.2 3.8 1300 180/180 160/160 140 HD+, i-FLEX and TrueTorque, Water Jet System
EC38-i10F Video Colonoscope 1500
EC38-i10L Video Colonoscope 1700
EC38-i10M2 Video Colonoscope 13.2 3.8 1300 180/180 160/160 140 HD+, i-FLEX and TrueTorgue, increased rigidity, Water Jet System
EC38-i10F2 Video Colonoscope 1500




Upper Gl and Lower Gl

Advanced diagnosis and treatment | G-EYE® System

G-EYE® Endoscopes

) Min. Instrument Working Tip Tip ) .
Product Inszn(lr(:]r:];l;ube Channel Length angulation angulation Fizle (?,]; VIBW  Remarks
2 (mm) (mm) up/down (°) right/left (°)
G-EYE34-i10F Video Colonoscope 11.6 3.8 1500 180/180 160/160 140 HD+, Close Focus, Wide Therapeutic Option, Optimal ratio outer
G-EYE34-i10L Video Colonoscope 1700 diameter/working channel, i-FLEX and TrueTorque, Water Jet System,
permanently integrated reusable balloon
G-EYES38-i10F Video Colonoscope 13.2 3.8 1500 180/180 160/160 140 HD+, Close Focus, i-Flex and TrueTorque, Water Jet System,
G-EYE38-i10L Video Colonoscope 1700 permanently integrated reusable balloon
G-EYE38-i10F2 Video Colonoscope 13.2 3.8 1500 180/180 160/160 140 HD+, i-Flex and TrueTorque, Water Jet System, permanently
integrated reusable balloon, increased rigidity
G-EYE38-i10NF G-EYE PILOT Video Colonoscope 13.2 3.8 1500 180/180 160/160 140 HD+, Water Jet System, Permanently integrated G-EYE® reusable
G-EYES38-i10NL G-EYE PILOT Video Colonoscope 1700 balloon for increased mucosa visualization, Laser treatment,
electrosurgery treatment, 3D navigation support
Inflation System NaviAid™ AB-F (Advancing Balloon)
Electrical input  Electrical input Dimensions Set Pressure Inflated Balloon Set Pressure Catheter Compatible Balloon Inflated Set Pressure Balloon
voltage [VAC]  frequency [Hz] [mm] Tolerance [mbar] Length Working Diameter Balloon Set Tolerance Inflation
[mbar] [mm] Channel [mm] Pressure [mBar] System -
[mm( [mBar] Power Supply
NaviAid™ SPARK?C (Compatible with G-EYE® endoscopes and NaviAid™ AB-F)

100 - 240 50-60 280 x 195 x 90 +10 Anchoring pressure 70.
Unigue Controlled Withdrawal™
pressure- 3 intermediate levels

3,500 >3.7 40 60 +10 100-240 VAC;
50-60 Hz




Upper Gl and Lower Gl

Advanced diagnosis and treatment | SCOPEPILOT System

SCOPEPILOT Video Colonoscope

AL

) Min. . N ) .
Insertion Working Direction of Tip Tip .
Product Tube Izttt Length view angulation  angulation F]eld C:,f Remarks
o(mm)  Channel (mm) @) up/down () right/left () VIeW ()
@ (mm)
EC38-i10NF SCOPEPILOT Video Colonoscope 13.2 3.8 1500 Forward 180/180 160/160 140 HD+, Water Jet System, i-FLEX and TrueTorque, 3D navigation support
EC38-i10NL SCOPEPILOT Video Colonoscope 13.2 3.8 1700
EC34-i10NF SCOPEPILOT 11.6 3.2 1500
EC34-i10NL SCOPEPILOT 11.6 3.2 1700
PENTAX Medical Navigation Control Unit NCU-7000 Processor

Environment

ltem Specifications
Power Voltage 100 - 230VAC
Voltage fluctuation +10%
Frequency 50 - 60Hz
Rated input 150VA
Operating Ambient temperature 10°C - 30°C

Relative humidity

30% -75%

Air pressure

700 - 1,060hPa

Storage and
Transportation
Environment

Ambient temperature

-20°C-60°C

Relative humidity

10% - 85%

Air pressure

700 - 1,060hPa

Video Signal Digital output: DVI Resolution of the entire monitor screen: 1920 x 1080p (1 set)
Control Signal | RCU 1 set
Keyboard 1 set
USB 1 set (USB 2.0 compliant) USB flash memory
Image Recording media USB flash memory
Recording *USB hard drive is not available
Functions Recording format JPEG
Dimensions Excluding protrusions 400mm (W) x 100mm (H) x 400mm (D)
(NCw) Maximum dimensions 400mm (W) x 115mm (H) x 400mm (D)
Weight 7.4kg

EPK-i7010 OPTIVISTA plus Video Processor with i-scan and i-scan OE

Light source

300W Xenon

Advanced modalities

Digital image enhancement (i-scan SE, CE, TE)
Optical image enhancement (i-scan OE)

Digital output

HD-SDI, DVI

Analog output

RGB, VGA, Y/C, VIDEO OUT

User Interface

Touch screen

Digital Zoom

yes

Dimensions (W x H x D) / Weight

400 x 205 x 520 mm, 21,5 kg

13



Upper Gl and Lower Gl

Advanced diagnosis | Artificial Intelligence

PENTAX Medical DISCOVERY™ PENTAX Medical Smart Assistant System SAS-M10
PENTAX Medical DISCOVERY™ assists endoscopists in finding potential polyps during a

colonoscopy examination
Type

Display

SAS-M10

32" LCD capacitive touch-screen

Max. resolution

3,840 x 2,160

Max. colors

10 bits (8 bits + FRC) / 1.07B colors

Pixel Pitch (mm)

0.1845 x 0.1845

Luminance (cd/m2)

350 (TYP)

Mounting/Holder

VESA 100/200 mm

Size and weight

778 x 478 x 102 mm (W x H x D); 20.6 kg

Power supply

100 - 240V AC, 50 — 60 Hz

Degree of protection against electric
shock / ingress of water

Class | / IPX0

Compatible Video Processors

EPK-i7010, EPK-i7000, EPK-i7000(A), EPK-i5500¢c, EPK-i5000

15



Upper Gl and Lower Gl

Diagnostic and standard therapeutics

Upper Gl Endoscopes

) Min. Instrument ’ Tip Tip
Product InsZ'T('r?]?T;r)Ube Channel Work'(?r?nlfngth angulation angulation Field of view (°)  Remarks
@ (mm) up/down (°) right/left (°)
EG-2490K Video Gastroscope 8 2.4 1050 210/120 120/120 140 HD
EG-2790K Video Gastroscope 9 2.8 1050 210/120 120/120 140 HD
EG-2990i Video Gastroscope 9.8 2.8 1050 210/120 120/120 140 HD+, Water Jet System
Lower Gl Endoscopes
) Min. Instrument . Tip Tip
Product Inszn(lrcr)]r:nT)ube Channel Workl(r;r?rrl;)ength angulation angulation Field of view (°)  Remarks
@ (mm) up/down (°) right/left (°)
RetroView
EC-3490TMi Video Colonoscope 1.6 3.2 1300 210/180 160/160 140 HD+, RetroView radius, i-FLEX and TrueTorque, Water Jet
System
EC-3890Fi2 Video Colonoscope 13.2 3.8 1500 180/180 160/160 140 HD+, i-FLEX and TrueTorque, Water Jet System
EC-3890Fi Video Colonoscope 13.2 3.8 1500 180/180 160/160 140 HD+, i-FLEX and TrueTorque, Water Jet System
EC-3890Li Video Colonoscope 1700
EC-3890TLK Video Colonoscope 13.2 3.8/2.8 1700 180/180 160/160 140 HD, i-FLEX and TrueTorque, Twin Channel, Water Jet System




Upper Gl and Lower Gl

Diagnostic and standard therapeutics

Processors

EPK-3000 DEFINA Video Processor with i-scan

Light source

150W Xenon

Advanced imaging modalities

Digital image enhancement (i-scan SE,

CE, TE)

Digital output

DVI-D

Analog output

RGB, Y/C, composite

User Interface

Control panel, keyboard

Digital Zoom

yes

Dimensions (W x H x D)

350 x 180 x 485 mm

EPK-i5000 Video Processor with i-scan

Digital output

SXGA (native resolution) via DVI-D

Analogue output

RGB, Y/C, composite, VGA

i-scan virtual chromoendoscopy

Quick access via i-scan keys 1, 2, 3

Light source

300W Xenon

Dimensions (W x H x D / weight)

400 x 205 x 485 mm /22.0 kg

19



Upper Gl and Lower Gl

Diagnostic and standard therapeutics | IMAGINA System

Upper Gl Endoscope IMAGINA

Insertion Tube  Min. Instrument Working Length Tip angulation  Tip angulation ) . o
At e o(mm)  Channel o (mm) (mm) up/down () rightfleft (7) T ed of view (% Remarks
EG29-i10c IMAGINA Video Gastroscope 9.8 3.2 1050 210/120 120/120 140 HD+ image, LED, Water Jet System
Lower Gl Endoscopes IMAGINA
Insertion Tube  Min. Instrument Working Length Tip angulation  Tip angulation ) . o
Product 2 (mm) Channel @ (mm) (mm) up/down (°) right/left (°) Fieldlof view/(f)" | Remarks
EC34-i10cM IMAGINA Video Colonoscope 1.6 3.8 1300 180/180 160/160 140 HD+ image, i-FLEX and TrueTorque, Water Jet System, LED
EC34-i10cF IMAGINA Video Colonoscope 1500
EC34-i10cL IMAGINA Video Colonoscope 1700
EC38-i10cF2 IMAGINA Video Colonoscope 13.2 3.8 1500 180/180 160/160 140 HD+ image, i-FLEX and TrueTorque, Water Jet System, LED,
increased rigidity
EC38-i10cM IMAGINA Video Colonoscope 13.2 3.8 1300 180/180 160/160 140 HD+ image, i-FLEX and TrueTorque, Water Jet System, LED
EC38-i10cF IMAGINA Video Colonoscope 1500
EC38-i10cL IMAGINA Video Colonoscope 1700
IMAGINA G-EYE® Endoscopes
Insertion Tube ~ Min. Instrument Working Length ~ Tip angulation  Tip angulation ) . o
Pzl @ (mm) Channel g (mm) (mm) up/down (°) right/left (°) Pt el v ) | Remeite
G-EYE34-i10cF Video Endoscope 11.6 3.8 1500 180/180 160/160 140 HD+ image, i-FLEX and TrueTorque, Water Jet System, LED,
G-EYE34-i10cL Video Endoscope 1700 permanently integrated reusable balloon
G-EYES38-i10cF2 Video Endoscope 13.2 3.8 1500 180/180 160/160 140 HD+ image, i-FLEX and TrueTorque, Water Jet System, LED,
permanently integrated reusable balloon
G-EYE38-i10cM Video Endoscope 13.2 3.8 1300 180/180 160/160 140 HD+ image, i-FLEX and TrueTorque, Water Jet System, LED,
G-EYE38-i10cF Video Endoscope 1500 permanently integrated reusable balloon
G-EYE38-i10cL Video Endoscope 1700
Processor IMAGINA
. Advanced imaging - . S L . Dimensions
Product Light Source modalities Video Output Digital Input Printer-specific output User Interface Digital Zoom (W x H x D / weight)
EPK-i5500c IMAGINA LED (build into the Digital image DVI, VGA DVI Y/C 7 inch customizable, Uptox 2.0 400 x 172.6 x 4717mm

Video Processor
with i-scan and LED
Technology

endoscope, not into the
processor) TE)

enhancement (SE, CE,

smartphone-like
touchscreen

/ 13kg

20
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Upper Gl and Lower Gl

Basic diagnosis and treatment
Upper Gl Endoscopes

Min. Instrument

Insertion Tube Working Length Tip angulation  Tip angulation

Product & Channel i up/down (°) right/left (°) Field of view (°) Remarks
@ (mm)
EG-2490K Gastroscope 90K 8.0 2.4 1050 210/120 120/120 140
EG-2790K Gastroscope 90K 9.0 2.8 1050 210/120 120/120 140
EG-2990K Gastroscope 90K 9.8 2.8 1050 210/120 120/120 140
EG-3890TK Gastroscope 90K 12.8 3.8/2.8 1050 180/120 120/120 140
Lower Gl Endoscopes
A Min. Instrument . ) . ) )
Insertion Tube Working Length Tip angulation  Tip angulation ) ; o
Product % i Channel (o up/down () right/left (°) Field of view (°) Remarks
@ (mm)
EC-3490FK Colonoscope 90K 1.6 3.8 1500 180/180 160/160 140
EC-3490LK Colonoscope 90K 1.6 3.8 1700 180/180 160/160 140
EC-3890FK2 Colonoscope 90K 13.2 4.2 1500 180/180 160/160 140 Insertion tube with increased rigidity in comparison with
standard equipment
EC-3890FK Colonoscope 90K 13.2 4.2 1500 180/180 160/160 140
EC-3890LK Colonoscope 90K 13.2 4.2 1700 180/180 160/160 140
EC-3890TLK Colonoscope 90K 13.2 3.8/2.8 1700 180/180 160/160 140

22
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Upper Gl and Lower Gl

Basic diagnosis and treatment | Versa System*

Upper Gl Endoscopes

Product

EG27-V10c VERSA Video Gastroscope
EG29-V10c VERSA Video Gastroscope

Min. Instrument

Insertion Tube Working Length
% (i) Channel (mm)
@ (mm)
9 2.8 1050
9.6

Tip angulation
up/down (°)

210/90

Tip angulation
right/left (°)

100/100 ‘

Field of view (°)  Remarks

140 ‘ HD, LED

Lower Gl Endoscopes

Product

EC38-V10cL VERSA Video Colonoscope
EC38-V10cM VERSA Video Colonoscope

- Min. Instrument

o el

‘ 12.8 ‘ 3.7 ‘

Working Length
(mm)

1650
1300

Tip angulation
up/down (°)

180/180

Tip angulation
right/left (°)

160/160 ‘

Field of view (°)  Remarks

140 ‘ HD, LED

Processor

EPK-V1500c VERSA Video Processor with HD and LED Technology

Video output

Y/C, DVI, RGB, SYNC, AV

Imaging enhancement

E-stressed mucosal morphology or profile for increasing the
sharpness of endoscopic images. Profile enhance level has
four gears to choose from.

Light source

LED

Dimensions (W x H x D / weight)

452 x 167 x 456 mm / 11.5 kg

Color tone adjustment

“R’“B"” adjustment: +25 steps

Brightness adjustment

“Y" adjustment: +25 steps

Freeze, save, review

Endoscopic images can be frozen and saved, so that images
can be reviewed

Gain control

(OFF 1, 2 and 3)

Metering mode

Average; Peak

White balance adjustment

Press the white balance switch to perform the white balance
adjustment.

Voltage 100 - 240VAC
Power frequency 50Hz/60Hz
Air flow 2 steps (H/L)

* available in selected countries only

25
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Upper Gl and Lower Gl

Peripherals and Accessories

Recommended Leak Testers

Product Remarks
SHA-P6 Automatic Leakage Tester
Manual Leakage Tester for VERSA* only for VERSA system
Recommended Trolleys
Product Remarks
Classic Cart with Insulation Transformer
PT-V10c - Endoscopic Trolley
Uni-Cart
Uni Cart DISCOVERY
Recommended Monitors
Product Remarks
21" EndoVue Monitor
24" EndoVue Monitor
27" Radiance Ultra Monitor
32" EndoVue Monitor
PENTAX ZeroWire G2 Pair, for 32" Monitor
PENTAX ZeroWire G2 Pair, for 27" Monitor
Pumps
Product Remarks

EGA-500 - irrigation pump

Electrosurgery

Main Units

Product

ARC 400 Electrosurgical Unit

Remarks

ARC PLUS Unit for ARC 400

ENDO ARC Electrosurgical Unit

ENDO PLUS Unit for ENDO ARC

Fuego Basic Trolley Il

Basic Accessories for ENDO ARC

Product

Monopolar Cable Endoscopy 2,8 mm Socket 4 mm

Remarks

Single Use Cable Return Plate 4,5 m

Split Neutral Electrode, 90 cm?, EASY (100 pieces)

Basic Accessories for ARC 400

Product

Monopolar Cable Endoscopy 2,8 mm Socket Comfort

Remarks

Single Use Cable Return Plate 4,5 m

Split Neutral Electrode, 110 cm?, EASY (100 pieces)

Consumables for ENDO PLUS and ARC PLUS

Product

Disposable Filters (50 pieces)

Remarks

Reusable Cable for Flexible Argon Probe Comfort 2,5 m

EGA-501 - CO, insufflator

Disposable Flexible Argon Probe, @ 2,3 mm, 2.2 m (10 pieces)

Senator30 - suction pump

Disposable Flexible Argon Probe, @ 3,2 mm, 2.2 m (10 pieces)

*available only in selected countries

Disposable Flexible Argon Probe, @ 1,5 mm, 3 m (10 pieces)

Disposable Flexible Argon Probe, @ 2,3 mm, 3 m (10 pieces)

Disposable Flexible Argon Probe, 90°, @ 2,3 mm, 2.2 m (10 pieces)

27



ERCP Endoscopes

Min. Instrument

Product Insertion Tube o Working Length  Tip angulat|§m Tlp angulanoon il off viswy @) | Remmis
@ (mm) (mm) up/down (°) right/left (°)
@ (mm)
ED32-i10 Video DEC™ Duodenoscope 10.8 3.2 1250 120/90 105/90 105 HD, DEC™ (Disposable Elevator Cap)
(retro 15)
ED34-i10T2 Video DEC™ Duodenoscope 11.6 4.2 1250 120/90 105/90 100 HD, DEC™ (Disposable Elevator Cap)
(retro 10)
ED34-i10T Video Duodenoscope 11.6 4.2 1250 120/90 105/90 100 HD, detachable distal-end cap
(retro 10)
Endoscopic Ultrasound (EUS) Endoscopes
" Min. Instrument . . . ) )
Product Insertion Tube o Working Length ~ Tip angulat?n Tlp angulanoon i) off viswy (0 | Remeis
@ (mm) (mm) up/down (°) right/left (°)
o (mm)
EG34-J10U Ultrasound Video Gastroscope 11.6 2.8 1250 160/130 120/120 120 Convex, RTE**, dCHI***, Frequency (MHz) 5 -13,
Scan angle (°) 150
EG38-J10UT Ultrasound Video Gastroscope 12.8 4.0 1250 160/130 120/120 120 Convex, RTE**, dCHI***, Frequency (MHz) 5 13,
Scan angle (°) 150
EG36-J10UR Ultrasound Video Gastroscope 12.1 2.4 1250 150/70 70/70 140 Radial, RTE**, dCHI*** Frequency (MHz) 5 -13, Scan angle (°) 360

Processor

EPK-i7010 OPTIVISTA plus Video Processor with i-scan and i-scan OE

Light source

300W Xenon

Advanced imaging modalities

Digital image enhancement (i-scan SE, CE, TE)

Optical image enhancement (i-scan OE)

Digital output

HD-SDI, DVI

Analog output

RGB, S-Video, composite video

User interface

Touch screen, TwinMode

Digital zoom

yes

Dimensions (W x H x D)

400 x 205 x 520 mm

**Real-time Tissue Elastography
***Dynamic Contrast Harmonic Imaging

29



ERCP Endoscopes

Min. Instrument

Product Insertion Tube s Working Length ~ Tip angulat|§m Tlp angulanoon Ficlkl o vicw @) | Femars
o (mm) (mm) up/down (°) right/left (°)
@ (mm)
ED34-i10T2 Video DEC™ Duodenoscope 1.6 4.2 1250 120/90 105/90 100 (retro 10) | HD+, DEC™ (Disposable Elevator Cap)
ED34-i10T Video Duodenoscope 11.6 4.2 1250 120/90 105/90 100 (retro 10) | HD+, detachable distal-end cap

Endoscopic Ultrasound (EUS) Endoscopes

Insertion Tube

Min. Instrument

Working Length

Tip angulation Tip angulation

Product o Channel i, sz () right/left (°) Field of view (°) Remarks
o (mm)

EG34-J10U Ultrasound Video Gastroscope 1.6 2.8 1250 160/130 120/120 120 Convex, RTE*, dCHI**, Frequency (MHz) 5 -13,
Scan angle (°) 150

EG38-J10UT Ultrasound Video Gastroscope 12.8 4.0 1250 160/130 120/120 120 Convex, RTE*, dCHI**, Frequency (MHz) 5 -13,
Scan angle (°) 150

EG36-J10UR Ultrasound Video Gastroscope 121 2.4 1250 150/70 70/70 140 Radial, RTE*, dCHI**, Frequency (MHz) 5 -13, Scan angle (°)
360

Processors
EPK-i7010 OPTIVISTA plus Video Processor with i-scan and i-scan OE EPK-i5000

Light source

300W Xenon

Advanced imaging modalities

Digital image enhancement (i-scan SE, CE, TE)
Optical image enhancement (i-scan OE)

Video output

HD-SDI, DVI

Analog output

RGB, S-Video, composite video

User interface

Touch screen, TwinMode

Digital zoom yes

Dimensions (W x H x D)

400 x 205 x 520 mm

*Real-time Tissue Elastography
**Dynamic Contrast Harmonic Imaging

30

Digital output

SXGA (native resolution) via DVI-D

Analog output

RGB, Y/C, composite, VGA

User interface

Control panel, keyboard

i-scan virtual chromoendoscopy

Quick access via i-scan keys 1, 2, 3

Light source

300W Xenon

Dimensions (W x H x D / weight)

400 x 205 x 485 mm / 22.0 kg

31



ERCP Endoscope

Product

ED34-i10T Video Duodenoscope

Insertion Tube
@ (mm)

1.6

Min. Instrument
Channel
@ (mm)

4.2

Working Length

(mm)

1250

Tip angulation
up/down (°)

120/90

Tip angulation
right/left (°)

105/90

Field of view (°)

100 (retro 10)

Remarks

HD, detachable distal-end cap

Endoscopic Ultrasound (EUS) Endoscopes

Insertion Tube

Min. Instrument

Working Length

Tip angulation

Tip angulation

Product % (i Channel (i NERE right/left (°) Field of view (°) Remarks
o (mm)
EG34-J10U Ultrasound Video Gastroscope 1.6 2.8 1250 160/130 120/120 120 Convex, RTE*, dCHI**, Frequency (MHz) 5 -13,
Scan angle (°) 150
EG38-J10UT Ultrasound Video Gastroscope 12.8 4.0 1250 160/130 120/120 120 Convex, RTE*, dCHI**, Frequency (MHz) 5 -13,
Scan angle (°) 150
EG36-J10UR Ultrasound Video Gastroscope 121 2.4 1250 150/70 70/70 140 Radial, RTE*, dCHI**, Frequency (MHz) 5 -13, Scan angle (°)

360

Processor

EPK-i5000

Digital output

SXGA (native resolution) via DVI-D

Analog output

RGB, Y/C, composite, VGA

User interface

Control panel, keyboard

i-scan virtual chromoendoscopy

Quick access via i-scan keys 1, 2, 3

Light source

300W Xenon

Dimensions (W x H x D / weight)

400 x 205 x 485 mm / 22.0 kg

*Real-time Tissue Elastography
**Dynamic Contrast Harmonic Imaging
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Recommended Leak Tester

Main Units

Product

ARC PLUS Unit for ARC 400

Remarks

ENDO ARC Electrosurgical Unit

ENDO PLUS Unit for ENDO ARC

Fuego Basic Trolley Il

Basic Accessories for ENDO ARC

Product

Monopolar Cable Endoscopy 2,8 mm Socket 4 mm

Remarks

Single Use Cable Return Plate 4,5 m

Product Remarks
SHA-P6 Automatic Leakage Tester
Recommended Trolleys
Product Remarks
Classic Cart with Insulation Transformer
Recommended Monitor
Product Remarks
27" Radiance Ultra Monitor NDS
Accessories
Product Remarks

OE-AB5 Sterile Disposable Elevator Cap (DEC™)

DEC™ (Disposable
Elevator Cap). To be used
with ED32-i10 Video
DEC™ Duodenoscope

Split Neutral Electrode, 90 cm?, EASY (100 pieces)

Basic Accessories for ARC 400

Product

Monopolar Cable Endoscopy 2,8 mm Socket Comfort

Remarks

Single Use Cable Return Plate 4,5 m

Split Neutral Electrode, 110 cm?, EASY (100 pieces)

OE-AB3 Sterile Disposable Elevator Cap (DEC™)

To be used with ED34-
i10T2 Video DEC™
Duodenoscope

OE-A55 Detachable Distal-End Cap

To be used with ED34-
i10T Video Duodenoscope

Pumps

Product

EGA-500 - irrigation pump

Remarks

Consumables for ENDO PLUS and ARC PLUS

Product

Set of Sterile Filters (50 pieces)

Remarks

Cable for Flexible Argon Probe Comfort 2,5 m (Reusable)

Flexible Argon Probe, @ 2,3 mm, 2.2 m (10 pieces)

Flexible Argon Probe, @ 3,2 mm, 2.2 m (10 pieces)

Flexible Argon Probe, @ 1,5 mm, 3 m (10 pieces)

EGA-501 - CO, insufflator

Flexible Argon Probe, @ 2,3 mm, 3 m (10 pieces)

Senator30 - suction pump

Flexible Argon Probe, 90°, @ 2,3 mm, 2.2 m (10 pieces)
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Pulmonology

Advanced diagnosis and treatment

Endoscopes

Min. Instrument

\&

Product Inszﬁ(ﬁ%ube Channel Worki(rrfnl;)e g T{f)p;lggxl:t(ign Field of view (°)  Remarks
@ (mm)
EB11-J10 Video Bronchoscope 3.9 12 600 210/130 120 HD, STERRAD® compatible
EB15-J10 Video Bronchoscope 5.2 2.0 600 210/130 120 HD, STERRAD® compatible
EB19-J10 Video Bronchoscope 6.4 2.8 600 180/130 120 HD, STERRAD® compatible
EB19-J10U Ultrasound Video Bronchoscope 6.3 2.2 600 120/90 100 Convex, Frequency [MHz] 5-13**, Scan angle 75°, RTE*

Processors

EPK-i7010 OPTIVISTA plus Video Processor with i-scan and i-scan OE

Light source

300W Xenon

Advanced imaging modalities

Digital image enhancement (i-scan SE, CE, TE)
Optical image enhancement (i-scan OE)

Digital output

HD-SDI, DVI

Analog outputs

RGB, S-Video, composite video

User interface

Touch screen, TwinMode

Digital zoom

yes

Dimensions (W x H x D)

400 x 205 x 520 mm

*Real-time Tissue Elastography

**For details on frequency, refer to the instructions for use provided with the ultrasound scanning unit

EPK-3000 DEFINA Video Processor with i-scan

Light source

150W Xenon

Advanced imaging modalities

Digital image enhancement (i-scan SE, CE, TE)

Digital output

DVI-D

Analog outputs

RGB, Y/C, composite

User Interface

Control panel, keyboard

Digital Zoom

yes

Dimensions (W x H x D)

350 x 180 x 485 mm
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Pulmonology

Diagnostic and standard therapeutics

Endoscopes

Insertion Tube

Min. Instrument

Working Length

Tip angulation

Product & ) Channel fisom) up/down () Field of view (°)  Remarks
@ (mm)
EB15-J10 Video Bronchoscope 5.2 2.0 600 210/130 120 HD, STERRAD® compatible
EB19-J10U Ultrasound Video Bronchoscope 6.3 2.2 600 120/90 100 Convex, Frequency [MHz] 5-13*, Scan angle [°] 75, RTE*
EB19-J10 Video Bronchoscope 6.4 2.8 600 180/130 120 HD, STERRAD® compatible

Processor

EPK-3000 DEFINA Video Processor with i-scan

Light source

150W Xenon

Advanced imaging modalities

Digital image enhancement (i-scan SE, CE, TE)

Digital output

DVI-D

Analog output

RGB, Y/C, composite

User Interface

Control panel, keyboard

Digital Zoom

yes

Dimensions (W x H x D)

350 x 180 x 485 mm

*Real-time Tissue Elastography
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Pulmonology

Basic diagnosis and treatment

Endoscopes
. Min. Instrument ’ ) .
Insertion Tube Working Length  Tip angulation ) ) o
Product & i Channel (e up/down {°) Field of view (°) Remarks
@ (mm)
FB-8V Fiber Bronchoscope 2.8 1.15 600 180/130 100 Suction Control Valve
FB-15V Fiber Bronchoscope 4.9 2.1 600 180/130 120 Suction Control Valve
FB-18V Fiber Bronchoscope 6.0 2.7 600 180/130 120 Suction Control Valve
FB-19TV Fiber Bronchoscope 6.2 3.0 600 180/130 120 Suction Control Valve
FB-15RBS Portable Fiber Bronchoscope 4.9 1.95 600 180/130 100 Portable, LSV Solutions (Light Source Versatility), Plastic Suction Control Valve
FB-18RBS Portable Fiber Bronchoscope 6.0 2.55 600 180/90 100 Portable, LSV Solutions (Light Source Versatility), Plastic Suction Control Valve
Light Source Endoscopic camera
BS-LL1 LED Light Source Battery-type - for BS series only S181P USB Camera
Dimensions 32 mm (W) x 32 mm (H) x 88 mm (D) Sensor CCD 1/4" high sensitivity
Weight 0.11 kg Resolution of the sensor (725 x 582) PAL / (768 x 494) NTSC
Power supply Lithium Battery DC3V Weight [g] 210
Power consumption [W] 250 mW max. Cable length 3m, @ bmm
Lamp White LED iCe Technology, Electronic anti-moiré filter for flexible fiberscope, 2 x programmable buttons,
1 x USB 2.0 output

Pressure [hPal 700-1060 X outpd
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Pulmonology

Peripherals and Accessories

Recommended Leak Tester

Product Remarks

SHA-P6 Automatic Leakage Tester

Recommended Trolley

Product Remarks

Classic Cart with Insulation Transformer

Recommended Monitor

Product Remarks
27" Radiance Ultra Monitor NDS
Accessories
Product Remarks
OFB205 Single Use Suction Control Valves (10 pieces) To be used with EB11-J10,
EB15-J10, EB19-J10 and
EB19-J10U
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Intubation

Advanced diagnosis and treatment

Endoscope

Min. Instrument

Insertion Tube Working Length ~ Tip angulation " " .
Product & i Channel (e up/down () Field of view (°) Remarks
@ (mm)
EB11-J10 Video Bronchoscope 3.9 1.2 600 210/130 120 HD, STERRAD® compatible
EB15-J10 Video Bronchoscope 5.2 2.0 600 210/130 120 HD, STERRAD® compatible
EB19-J10 Video Bronchoscope 6.4 2.8 600 180/130 120 HD, STERRAD® compatible

Processor

EPK-3000 DEFINA Video Processor with i-scan

Light source

150W Xenon

Advanced imaging modalities

Digital image enhancement (i-scan SE, CE, TE)

Digital output

DVI-D

Analog output

RGB, Y/C, composite

User Interface

Control panel, keyboard

Digital Zoom

yes

Dimensions (W x H x D)

350 x 180 x 485 mm
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Intubation

Basic diagnosis and treatment

Endoscopes
. Min. Instrument ’ ) .
Insertion Tube Working Length ~ Tip angulation " " .
Product & i Channel (e up/down () Field of view (°) Remarks
@ (mm)

FI-7RBS Portable Fiber Intubation Scope 2.4 - 600 130/130 95 portable, LSV (Light Source Versatility) Solution

FI-9RBS Portable Fiber Intubation Scope 3.1 1.15 600 130/130 90 portable, LSV (Light Source Versatility) Solution, Suction Control Valve

FI-10RBS Portable Fiber Intubation Scope 3.5 1.31 600 130/130 90 portable, LSV (Light Source Versatility) Solution, Suction Control Valve

FI-13RBS Portable Fiber Intubation Scope 4.2 172 600 160/130 95 portable, LSV (Light Source Versatility) Solution, Suction Control Valve

FI-16RBS Portable Fiber Intubation Scope 5.2 2.55 600 160/130 95 portable, LSV (Light Source Versatility) Solution, Suction Control Valve
Light Source Endoscopic camera

BS-LL1 LED Light Source Battery-type - for BS series only S181P USB Camera

Dimensions 32 mm (W) x 32 mm (H) x 88 mm (D) Sensor CCD 1/4" high sensitivity

Weight 0.11 kg Resolution of the sensor (725 x 582) PAL / (768 x 494) NTSC

Power supply Lithium Battery DC3V Weight [g] 210

Power consumption 250 mW max. Cable length 3m, @ 5mm

Lamp White LED iCe Technology, Electronic anti-moiré filter for flexible fiberscope, 2 x programmable buttons,

1 B 2.
Pressure [hPa] 700-1060 X USB 2.0 output
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Intubation

Peripherals and Accessories

Recommended Leak Tester

Product Remarks
SHA-P6 Automatic Leakage Tester
Recommended Trolley
Classic Cart with Insulation Transformer
Weight [kg] 70
Dimensions - H x W x D [mm] 1309 x 614 x 625
Cart load capacity 150
Recommended Monitor
Product Remarks

27" Radiance Ultra Monitor
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ENT

Advanced diagnosis and treatment

Endoscopes
Product '“SZ"(m]T)“be RS Worki’r‘ﬁr#fngth T{f’p?ggx':‘(‘g” Field of view (°) Remarks
@ (mm)

VNLB8-J10 Video Naso-Pharyngo-Laryngoscope 2.9 - 300 130/130 80 HD, STERRAD® compatible

VNL11-J10 Video Naso-Pharyngo-Laryngoscope 3.6 - 300 130/130 80 HD, STERRAD® compatible

VNL15-J10 Video Naso-Pharyngo-Laryngoscope 4.9 2.0 300 130/130 80 HD, STERRAD® compatible
Processor Digital Capturing Module

EPK-i7010 OPTIVISTA plus Video Processor with i-scan and i-scan OE KAY9372HD Digital Capture

Light source 300W Xenon Product Name 9372HD Digital Capture

Advanced imaging modalities Digital image enhancement (i-scan SE, CE, TE) Processor and Memory Intel® Core™ i7 CPU 2.6 GHz; 16GB system RAM

Optical image enhancement (-scan OF) Storage Four removable hard drives (1 TB each); internal hard drive (1 TB)

Digital output HD-SDI, DV Operating System Microsoft® Windows 10 and Microsoft® Word for reports

Analog output RGB, S-Video, composite video Additional Hardware DVD+RW drive with CD-R/RW writing capability

User interface Touch screen, TwinMode Connectivity DICOM (option)

Digital zoom ves Software Video and audio capture, processing, and playback; patient

Dimensions (W x H x D) 400 x 205 x 520 mm examination database management features; printing

Flouroscopy Optional scan converter allows conversion of various and
specialized input video formats to standard formats for
Light Source recording and processing
Product Remarks Dimensions (W x H x D / weight) 211 x 444 x 495mm / 13.7kg

Laryngeal Strobe
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ENT

Diagnostic and standard therapeutics

Endoscopes
. Min. Instrument ’ ) .
Insertion Tube Working Length ~ Tip angulation " " .
Product & i Channel (e up/down () Field of view (°) Remarks
@ (mm)
VNL8-J10 HD Video Naso-Pharyngo-Laryngoscope 2.9 - 300 130/130 80 HD, STERRAD® compatible
VNL11-J10 HD Video Naso-Pharyngo-Laryngoscope 3.6 - 300 130/130 80 HD, STERRAD® compatible
VNL15-J10 HD Video Naso-Pharyngo-Laryngoscope 4.9 2.0 300 130/130 80 HD, STERRAD® compatible
VNL9-CP VIVIDEO Video Naso-Pharyngo- Laryngoscope 3.3 - 300 120/120 90 Only compatible with CP-1000 Video processor

Processors

EPK-3000 DEFINA Video Processor with i-scan

Light source

150W Xenon

Advanced imaging modalities

Digital image enhancement (i-scan SE, CE, TE)

Digital output

DVI-D

Analog output

RGB, Y/C, composite

User Interface

Control panel, keyboard

Digital Zoom

yes

Dimensions (W x H x D)

350 x 180 x 485 mm

CP-1000 VIVIDEO Video Processor

Video output

DVI-D, VGA

Image Format

SXGA [1280 x 1024@60p], XGA [1024 x 768@60p], 720p
[1280 x 720@60p] HDTV, 1080p [1920 x 1080@30p] HDTV

Image Recording

Integrated function, external USB storage device

Dimensions (W x H x D)

75 x 340 x 380 mm

Digital Capturing Module
KAY9372HD Digital Capture

Product Name

9372HD Digital Capture

Processor and Memory

Intel® Core™ i7 CPU 2.6 GHz; 16GB system RAM

Storage

Four removable hard drives (1 TB each); internal hard drive (1 TB)

Operating System

Microsoft® Windows 10 and Microsoft® Word for reports

Additional Hardware

DVD+RW drive with CD-R/RW writing capability

Connectivity

DICOM (option)

Software

Video and audio capture, processing, and playback; patient
examination database management features; printing

Flouroscopy

Optional scan converter allows conversion of various and
specialized input video formats to standard formats for
recording and processing

Dimensions (W x H x D / weight)

211 x 444 x 495mm / 13.7kg

Light Source

Laryngeal Strobe

Product

Remarks
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ENT

Basic diagnosis and treatment

Endoscopes
. Min. Instrument ’ ) .
Insertion Tube Working Length ~ Tip angulation " " .
Product & i Channel (e up/down () Field of view (°) Remarks
@ (mm)

FNL-7RP3 Fiber Naso-Pharyngo-Laryngoscope 2.4 - 300 130/130 75

FNL-10RP3 Fiber Naso-Pharyngo-Laryngoscope 3.5 - 300 130/130 75

FNL-10RBS Fiber Naso-Pharyngo-Laryngoscope 3.5 - 300 130/130 85 portable
Light Source

Product Remarks

BS-LL1 LED Light Source Battery-type

Laryngeal Strobe
Endoscopic Camera

S181P USB Camera

Sensor CCD 1/4" high sensitivity

Resolution of the sensor (725 x 582) PAL / (768 x 494) NTSC

Weight 210g

Cable length 3m, @ bmm

iCe Technology, Electronic anti-moiré filter for flexible fiberscope, 2 x programmable buttons,

1 x USB 2.0 output
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Peripherals and Accessories

Recommended Leak Tester

Product Remarks

SHA-P6 Automatic Leakage Tester

Recommended Trolleys

Product Remarks

Cart for VIVIDEO with Insulation Transformer

PENTAX SVS Trolley

Recommended Monitors

Product Remarks
21" EndoVue Monitor
24" EndoVue Monitor
27" Radiance Ultra Monitor NDS
Accessories
Product Remarks
OF-B205 Single Use Suction Control Valves (10 pieces) To be used with
VNL15-J10
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58

Diagnostic and standard therapeutics

Endoscope

Product

ECY-1575K Video Cystoscope

Min. Instrument

Insertion Tube
@ (mm)

5.2

Channel
@ (mm)

2

Working Length
(mm)

400

Tip angulation
up/down (°)

210/130

Field of view (°)

120

A

Remarks

STERRAD® compatible

Processor

EPK-3000 DEFINA Video Processor with i-scan

Light source

150W Xenon

Advanced imaging modalities

Digital image enhancement (i-scan SE, CE, TE)

Video output

DVI-D

Analog output

RGB, Y/C, composite

User Interface

Control panel, keyboard

Digital Zoom

yes

Dimensions (W x H x D)

350 x 180 x 485 mm
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Urology

Basic diagnosis and treatment

Endoscope
. Min. Instrument ’ ) )
Insertion Tube Working Length ~ Tip angulation " " .
Product & i Channel (e up/down () Field of view (°) Remarks
@ (mm)
FCY-15RBS Fiber Cystoscope 4.9 2.1 400 220/120 125 (A), 83 (W) | portable

Light Source

Product Remarks

BS-LL1 LED Light Source Battery-type

Laryngeal Strobe
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Urology

Peripherals and Accessories

Recommended Leak Tester

Product Remarks

SHA-P6 Automatic Leakage Tester

Recommended Trolley

Product Remarks

ITD Classic Trolley With Insulation Transformer

Recommended Monitors

Product Remarks

PENTAX ZeroWire G2 Pair, for 27" Monitor

27" Radiance Ultra Monitor
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Endoscope Drying and Storage

Endoscope Drying and Storage

PlasmaTYPHOON
Characteristic / Parameter Value
Reference Typhoon V2TD
Power supply / electrical network 220-240V
Frequency 50 Hz

Dimensions (length / width / height)

250/250/250 mm (9.8/9.8/9.8 in)

Pressure regukator - delivery pressure

0 to 5 bar (72.52 psi)

Pressure of the medical air at the gas inlet

3 bar (43.51 psi)

Minimal gas flowrate

60 I/min

Weight

75 kg

PlasmaTYPHOON* Drying Cycles

Endoscope type

Drying cycle time

Gastroscope, duodenoscope, enteroscope, colonoscope 2min30s
Bronchoscope, ultrasound bronchoscope (EBUS), nasoscope, ureteroscope, 1Tmin30s
cystoscope (channel diam. > 1.5mm)

Pediatric bronchoscope, nasoscope, ureteroscope, cystoscope (channel diam. 1 min
<1.5mm)

Gastrointestinal ultrasound endoscope (EUS) 5 min

PlasmaBAG**
Description Reference Characteristics
Standard PlasmaBAG PBag size: 60cm x 50cm, packaging: 400 units
XL PlasmaBAG PBagXL size: 70cm x 64cm, packaging: 250 units
XXL PlasmaBAG PBagXXL size: 84cm x 60cm, packaging: 300 units

PlasmaBAG is a single-use bag specifically designed for endoscope storage using the PlasmaTYPHOON
system. PlasmaBAG must be used in combination with PlasmaTYPHOON.

*Compatible with Olympus, Storz, Wolf and Fujifilm endoscopes. Compatible also with cystoscopes.
** For Urology endoscopes storage in PlasmaBAG, please check local regulations regarding need to reprocess after storage.
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Product Compatibility Chart

. CP-1000
Discip o doscop | EPK3000 | o ..o | EPKiS500c | EPK-VI500c | VIVIDEO | NAYSST2HD | BSLLILED 1yqp camera | plasmatvPHOON
DEFINA IMAGINA VERSA Video 9 9 head and PlasmaBAG
plus Processor Capture Battery-type
i10 X X X
Advanced diagnosis and K10 X X X X
treatment 90i X X X
Upper Gl and 90K X X X X
Lower Gl
Diagnostic and standard i10c X X
therapeutics
Basic diagnosis and V10e X X
treatment
Advanced diagnosis and 110, J10U X X
treatment
Blliopancreatic  D'29nostic and standard 110, J10U X X (J10U) X X
therapeutics
Basic diagnosis and 10, J10U X X (J10U) X X
treatment
Advanced diagnosisand |11 540 10y X X (J10, J10U) X
treatment
Pulmonology Diagnostic and standard | ;44 ;10 70K X X X
therapeutics
Basic diagnosis and . X (V-series)
treatment V. RBS X (RBS-series) X (RBS-series) X
Advanced diagnosis and 70K X X
treatment
Intubation o )
Basic diagnosis and RBS X X X
treatment
Advanced diagnosis and J10 X X X
treatment
ENT Diagnostic and standard J10, CP J10 J10 cp X
therapeutics
Basic diagnosis and RP3, RBS X RBS RP3, RBS X
treatment
Diagnostic and _standard 75K X*
therapeutics
Urology o )
Basic diagnosis and RBS X X X*

treatment

*For storage in PlasmaBAG please check local regulations regarding need to reprocess after storage in PlasmaBAG
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Device

All Others

Digital Capture 9372HD

VERSA System

G-EYE® System

Medical Monitors and
PENTAX ZeroWire

Trolleys

PENTAX Medical USB
Camera

Endo Stratus™

Endoscopic Irrigation Pump

and CO, Insufflator

ARC PLUS, ARC 400,
ENDO PLUS, ENDO ARC
Units, Basic Accessories
and Consumables

Senator 30 Suction Pump

PlasmaTYPHOON and
PlasmaBAG

ENDO PLUS and ARC PLUS

filter set
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Spain
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MEDCERT CE0482
Medical Device classes | and Ila

Medical Device class |
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Medical Device class Ila
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Ardo medical GmbH
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These products 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
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The 110 endoscope series.

High-Definition and high performance at its best.

The high-end i10 endoscope series is the natural choice to meet your need for
extraordinarily High-Definition image (HD+) and high endoscopic performance.
The 110 series offers impressive visualisation and excellent therapeutic options.
These endoscopes allow you to fully exploit their wide range of features to
undertake the most sophisticated procedures. The graduated flexibility allows
optimal insertion control of the endoscope, while the advanced ergonomics
deliver increased maneuverability, control and comfort.



Close Focus

Therapeutic
Option

Product

High performance i10 series HD+ endoscopes

Next generation megapixel CCD for improved HD+ image quality

e Crisp, clear and bright endoscopic image combined with exceptional field of view for
a superior visualisation of the mucosa. Gastroscopes, colonoscopes and, the first-to-market
outstanding HD+ duodenoscope.

Exclusive Close Focus
e State-of-the-art endoscopy combined with Close Focus allows detailed examination
and close visualisation of suspicious mucosal details.

Expanded Therapeutic Option

e Excellent Therapeutic Option in all standard and slim endoscopes — For your daily
challenges, the best ratio of external diameter & working channel combined with
Water Jet System.

Improved Graduated Flexibility (GDF)
e Improved flexibility of the insertion tube to increase patient comfort and examination
performance during every colonoscopy.

Optimized control body
e |ighter weight and improved size to serve you during challenging procedures.

Insertion Instrument Working Total
tube channel length length view range
[o mm] [o mm] [mm] [mm] [mm] [mm]

Angle of Focal Tip Tip
deflection deflection
up/down right/left
1 1

Gastroscopes i10

Duodenoscope i10

Colonoscopes i10

PENTAX Europe GmbH

Julius-Vosseler-StralRe 104 . 22527 Hamburg . Germany
Tel.: +4940/56192-0. Fax: +4940/56042 13
E-mail: medical@pentax.de . www.pentaxmedical.com
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e — s Video Gastroscopes — i10 Series

HD+

Castosn ooy 2 The i10 Series HD+ Gastroscopes are PENTAX

Medical's premium line of endoscopes for diagnostic

Endoscopic Ultrasound > EGD and therapeutic treatment in the upper Gl tract. The
i10 Gastroscopes are available in both standard and slim
Endobronchial Ultrasound > insertion tube diameters. They are equipped with

premium imaging features, HD+™ Megapixel Resolution
CCDs and CloseFocus™ Examination Range, the i10
Series ergonomic control body, and higher degrees of tip
angulation for visualization and positioning for

ENT & Speech > therapeutic accessibility. The EG29-i10 has additional
therapeutic features such as a larger 3.2mm channel
and water jet. The i10 Series HD+ Gastroscopes deliver

Pulmonology >

Urology >
the best imaging, therapeutic opportunity and ergonomic
comfort within the PENTAX Medical EGD Product Offering.
Advanced Imaging >
Next generation imaging system with HD+™ CCDs, CloseFocus™ and ESCAN™
Video Equipment > The 10 Series HD+ Gastroscopes are equipped with second-generation HD+ Megapixel Resolution CCDs for
exceptional image clarity and detail resolution. Both scopes can be used with -SCAN™ image enhancement
Informatics & Software Solutions technology that provides the user with an enhanced view of the texture of the mucosal surface and the blood vessels.
And, CloseFocus™ Examination Range allows the physician to get as close as 2mm from the mucosa for even
greater resolving power and magnified visualization of the tissue and capillary networks automatically, without the
need for button activation.
Improved ergonomic design and control
i10 Series HD+ Gastroscopes are equipped with a new and lightweight ergonomic control body design that provides
improved comfort and minimizes repetitive use fatigue. It is more compact and lighter— 40g lighter—than its 90i
Series predecessor. Innovatively designed angulation knobs and a sixth spoke enable comfortable one-handed
control, while repositioned buttons are easier to reach and access.
More therapeutic opportunity
The i10 Series Standard HD+ Gastroscope, EG29-i10, is the most versatile endoscope for EGD use within the
PENTAX Gl Portfolio. With a larger 3.2mm instrument channel, the physician can use larger devices, such as 3.2mm
jumbo biopsy forceps, for greater diagnostic yields, increased overall suction power and retain some suction power
while a device is in the channel. Other features that add to therapeutic opportunity are water jet (EG29-i10) and higher
degrees of tip angulation.
Downloads
@ i10 Series Sell Sheet -English
@ Full Line Sell Sheet -English
(@) Full Line Sell Sheet -French
Product Insertion Instrument Working Total Angle Focal Angulation
Tube Channel Length Length of Range Up/ Right /
Diameter Diameter * View Down Left
(mm) (mm) (mm) (mm) ©) (mm) )
EG27-i10 9.0 2.8 1050 1366 140 2-100 | 210/120 | 120/ 120
EG29-i10 9.8 3.2 1050 1366 140 2-100 | 210/120 | 120/120
*Instrument Channel Diameter = Minimum Instrument Channel Diameter
Accessories >
Please click on product model to view related accessories
Maintaining Your
Compatible Products Equipment
Video Processor EPK-i5010
r more information, please submit your inquiry using the form below.
*Mandatory Field
Name*
Email* :
Title :
Phone :
Hospital / Company* :
Country* Choose your country -
Question / Comments :
4
Zip Code / Postal Code *:
Verification* :
Letters are case sensitive
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= SUCTION PUMP
Mobile suction machine for professional use, with powerful double piston motor. ABS antishock case. Four antistaic castors, two of which with brakes. Vacuum gauge for the control of vacuum.Vacuum regulafion. Two jars, 2
. capacity made of Mokrolon autoclovable. Fach or with double security valve. Indipendent use of each jor Supplied vith disposoble filler ond sefof fubes.

G ASPIRATEUR DE MUCOSITES
Aspimteqr mobile avec puissant moteur d double piston. Boier en ABS anfichoc avec quatre roulettes anfistafiques, dont 2 avec frens. Livé avec 2 bocaux Makrolon autoclavables de 2 lires indépendants et double valve de
teflux. Régulateur de depression avec vacuometre. Fourni avec fite jetable et un jeu de fubes.

AVAILABLE CONFIGURATIONS / CONFIGURATIONS DISPONIBLES TECHNICAL SPECIFICATIONS / SPECIFICATIONS TECHNIQUES F-60 £90

Jor / Bocaux 230 50:60Hz 110V 40Hz Motor / Moteur Maintenancedree (il ree piston pump  Maintenancedree (il free piston pump
ode code Weight / Poids 12 \(’1 Skg

I , F60 F60.20 Power supply / Aimentafion 230075060tz (0,2608) 2300 /50400Hz 120VA (0934)

2 x 2|t with footswitch / avec pédale Fo0/F F60/F20 Paver consumpfion / Puissnce obsorbée 60 20

%iﬁ { with footswitch / avec pédale F:28/é4 FZgg/éil?gO sucfon poer Déét 10 Kmi” 90 /min

‘ P ‘ Mox vacwum / Vide moximum 0,80 bar- 600 mmH%K 75kPa ,80bar-675 mmig

Jor / Bocaue 2300/50/60Hz 110V 60tz Operafing cycle / Cycle d opération 60min ON / 30 min OFF Continuous
code o Noisiness /Niveau sonore 61,248

DXk it i ol iy g

X L 1T, With Toorswirch / avec pedale - -1U/T.

%Xﬂ ih foosich / p, 4l Fg% Fggﬂl‘zgo a L?vljiﬂlleod'i\litsll{i?:\lz/9|I?is|T£\nEhlesuvecaﬁithugedigiml I(\)PPUCATUONih i | /

X 411 Wit Toorswiich /- avec peaie - - . eraiing tneatre, generai surgery

F600 /F900/ FXEO D /F100D Bfoc opératoire, cﬁirurgie génegmle

5.8
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ZERTIFIKAT & CERTIFICATE o

*7’% ‘)Al’s’\(* Benannt durch/Designated b

~

Zentralstelle der Lander

* *
<'A‘s, é; Y fur Gesundheitsschutz
é *

bei Arzneimitteln und
Medizinprodukten

o *s’kf* ZLG-BS-244.10.08

www.zlg.de

Product Service

EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in Class lla, lIb or 1lI)

No. G2 044963 0035 Rev. 01

Manufacturer: Fazzini s.r.l.
SS Padana Superiore 317
20090 Vimodrone (M)

ITALY
Product Suction pumps, Powered nebulisers, diaphragm, piston and
Category(ies)' ultrasonic, Rebreathing bags and anesthesia masks,

Reanimation bags and face masks, Nasal cannula and
connecting tubes for oxygen and aerosol therapy

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture and final inspection of
the respective devices / device categories in accordance with MDD Annex V. This quality assurance
system conforms to the requirements of this Directive and is subject to periodical surveillance. For
marketing of class IIb and Ill devices an additional Annex Il certificate is mandatory. All applicable
requirements of the testing and certification regulation of TUV SUD Group have to be complied with.
For details and certificate validity see: www.tuvsud.com/ps-cert?qg=cert:G2 044963 0035 Rev. 01

Report No.: ITA1466063
Valid from: 2021-03-29
Valid until: 2024-05-26

Date, 2021-03-29 c
'@’L\/

Christoph Dicks
Head of Certification/Notified Body

Page 1 of 1
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body * Ridlerstrale 65 + 80339 Munich + Germany


http://www.tuvsud.com/ps-cert?q=cert:G2%20044963%200035%20Rev.%2001

ER-QL-193

PENTAX

MEDICAL

EU DECLARATION OF CONFORMITY

We ; HOYA Corporation
6-10-1 Nishi-shinjuku, Shinjuku-ku, Tokyo
160-0023, Japan

declare under our sole responsibility that PENTAX or PENTAX Medical
brand product:

Product Category : Endoscopes, video processors and accessories
Model Name . See attached
Meetfs;

1) the conformity assessment procedure in Annex Il in cccdrdonce with the provisions
of Medical Devices Directive 93/42/EEC. The classification and rules applied to
each model are described in the o’rfochmen’r.

This declaration is based on EC quality system approved by
TOV SUD Product Service GmbH (No.0123), RidlerstraBe 65, 80339 MUnchen,

Germany

2) the provisions of RoHS Directive 2011/65/EU.

Tokyo, May 25, 2021 jw M

J Kazunori Shimada
Manager
Regulatory Affairs Department
PENTAX Lifecare Division
HOYA Corporation

Authorized Representative in the European Union :
PENTAX Europe GmbH, Julius Vosseler StraBe 104, 22527 Hamburg, Germany

PENTAX Life Care Division
Form Number: ET-TR-010-Form51
Form Revision: RO4



PENTAX

MEDICAL

List of products labeled with CE marking
Category : Endoscopes, video processors and accessories
MDD ClassIa&1Ilb / RoHS

ER-QL-193
Date : 2021/5/25

MDD

Initial date of declaration

Model Name General Name Rule ) Remarks
Class of conformity
DN-D2718B Electro-Surgical Knife Ib 9 2016.06.01
DN-D2722B Electro-Surgical Knife Ib 9 2016.06.01
DO-D2618 Snare Ib 9 2016.08.29
DO-D2622 Snare Ib 9 2016.08.29
DP-D2518 Electro-Surgical Knife Ib 9 2016.08.29
DP-D2622 Electro-Surgical Knife Ib 9 2016.08.29
EB-1170K Video Bronchoscope Ia 5 2017.12.25
EB15-J10 Video Bronchoscope Ta 5 2016.06.01
EB-1970TK Video Bronchoscope Ia 5 2017.12.25
EB-1990i Video Bronchoscope Ia 5 2017.12.25
EB19-J10 Video Bronchoscope Ta 5 2016.06.01
EB11-J10 Video Bronchoscope Ia 5 2019.04.05
EB11-S01 Video Bronchoscope Ia 5 2021.05.25 20210525 added
EB15-S01 Video Bronchoscope Ta 5 2021.05.25 20210525 added
EC-2990Li Video Colonoscope Ia 5 2017.12.25
EC-3490FK Video Colonoscope Ia 5 2017.12.25
EC-3490LK Video Colonoscope Ia 5 2017.12.25
EC-3490MK Video Colonoscope Ia 5 2017.12.25
EC-3490TFi Video Colonoscope Ia 5 2017.12.25
EC-3490TLi Video Colonoscope Ia 5 2017.12.25
EC-3490TMi Video Colonoscope Ia 5 2017.12.25
EC34-i10F Video Colonoscope Ia 5 2017.12.25
EC34-i10L Video Colonoscope Ia 5 2017.12.25
EC34-i10M Video Colonoscope Ia 5 2017.12.25
EC34-i10NL Video Colonoscope Ia 5 2019.07.05
EC34-i10NF Video Colonoscope Ia 5 2019.07.05
EC34-i10TF Video Colonoscope Ia 5 2017.09.15
EC34-i10TL Video Colonoscope Ia 5 2017.09.15
EC34-i10TM Video Colonoscope Ia 5 2017.09.15
EC38-i10cL Video Colonoscope Ia 5 2018.07.19
EC38-i10cF Video Colonoscope Ia 5 2018.07.19
EC38-i10cF2 Video Colonoscope Ia 5 2018.10.25
EC38-i10cM Video Colonoscope Ia 5 2018.07.19
EC34-i10cL Video Colonoscope Ia 5 2018.07.19
EC34-i10cF Video Colonoscope Ia 5 2018.07.19
EC34-i10cM Video Colonoscope Ia 5 2018.07.19
EC-3890Fi Video Colonoscope Ia 5 2017.12.25
EC-3890Fi2 Video Colonoscope Ia 5 2017.12.25
EC-3890FK Video Colonoscope Ia 5 2017.12.25
EC-3890FK2 Video Colonoscope Ia 5 2017.12.25
EC-3890FZi Video Colonoscope Ia 5 2017.12.25
EC-3890Li Video Colonoscope Ia 5 2017.12.25
EC-3890LK Video Colonoscope Ia 5 2017.12.25
EC-3890LZi Video Colonoscope Ia 5 2017.12.25
EC-3890MK Video Colonoscope Ia 5 2017.12.25
EC-3890MZi Video Colonoscope Ia 5 2017.12.25
EC-3890TLK Video Colonoscope Ia 5 2017.12.25
EC38-i10F Video Colonoscope Ia 5 2017.12.25
. Video Colonoscope Ia 5 2017.12.25
EC38-i10F2 Video Colonoscope Ta| 5 2019.07.02
EC38-i10L Video Colonoscope Ia 5 2017.12.25
EC38-i10M Video Colonoscope Ia 5 2017.12.25
EC38-i10M2 Video Colonoscope Ia 5 2017.12.25
EC38-i10NF Video Colonoscope Ia 5 2016.06.01
EC38-i10NL Video Colonoscope Ia 5 2016.06.01
ECY-1575K Video Cystoscope Ia 5 2017.12.25
ED-3490TK Video Duodenoscope Ia 5 2017.12.25
ED34-i10T Video Duodenoscope Ia 5 2017.12.25
ED34-i10T2 Video Duodenoscope Ia 5 2017.06.23
OE-A63 Single Use Sterile Distal End Cap with Elevator Ia 5 2020.03.24
ED32-i10 Video Duodenoscope Ia 5 2019.08.23
OE-A65 Single Use Sterile Distal End Cap with Elevator Ia 5 2020.03.24
EE17-J10 Video Esophagoscope Ia 5 2019.06.12
EG16-K10 Video Upper GI Scope Ia 5 2017.12.25
EG17-]J10 Video Upper GI Scope Ia 5 2019.06.12
EG-1690K Video Upper GI Scope Ia 5 2018.02.16
EG-2490K Video Upper GI Scope Ia 5 2017.12.25
EG-2790K Video Upper GI Scope Ia 5 2017.12.25
EG27-i10 Video Upper GI Scope Ia 5 2017.12.25




ER-QL-193
Date : 2021/5/25

PENTAX

MEDICAL
List of products labeled with CE marking

Category : Endoscopes, video processors and accessories

MDD ClassITa&Ilb / RoHS

Model Name General Name MDD Rule Initial date of de;laratlon Remarks
Class of conformity
EG-2990i Video Upper GI Scope Ia 5 2017.12.25
EG-2990K Video Upper GI Scope Ia 5 2017.12.25
EG-2990Zi Video Upper GI Scope Ia 5 2017.12.25
EG29-i10 Video Upper GI Scope Ia 5 2017.12.25
EG29-i10N Video Upper GI Scope Ia 5 2018.02.16
EG29-i10c Video Upper GI Scope Ia 5 2018.07.19
EG-3490K Video Upper GI Scope Ia 5 2017.12.25
EG34-i10 Video Upper GI Scope Ta 5 2017.09.08
EG-3890TK Video Upper GI Scope Ia 5 2017.12.25
EPK-3000 Video Processor Ia 2 2016.06.01
EPK-i5000 Video Processor Ia 2 2017.12.25
EPK-i5500c Video Processor Ta 2 2018.07.19
EPK-i7010 Video Processor Ia 2 2016.06.01
FB-10V Broncho Fiberscope Ia 5 2017.12.25
FB-15RBS Broncho Fiberscope Ia 5 2017.12.25
FB-15V Broncho Fiberscope Ia 5 2017.12.25
FB-18RBS Broncho Fiberscope Ia 5 2017.12.25
FB-18V Broncho Fiberscope Ia 5 2017.12.25
FB-19TV Broncho Fiberscope Ia 5 2017.12.25
FB-8V Broncho Fiberscope Ia 5 2017.12.25
FC-38FV GI Fiberscope Ia 5 2017.12.25
FC-38LV GI Fiberscope Ia 5 2017.12.25
FCN-15X Choledocho-Nephro Fiberscope Ia 5 2017.12.25
FCP-9P Peroral Choledocho Fiberscope Ia 5 2017.12.25
FCY-15RBS Portable Cystoscope Ia 5 2017.12.25
FD-34V2 GI Fiberscope Ia 5 2017.12.25
FG-16V GI Fiberscope Ia 5 2017.12.25
FG-24V GI Fiberscope Ia 5 2017.12.25
FG-29V GI Fiberscope Ia 5 2017.12.25
FHY-10RBS Portable Hysteroscope Ia 5 2017.12.25
FHY-15RBS Portable Hysteroscope Ia 5 2017.12.25
FI-10RBS Portable Intubation Scope Ia 5 2017.12.25
FI-13RBS Portable Intubation Scope Ia 5 2017.12.25
FI-16RBS Portable Intubation Scope Ia 5 2017.12.25
FI-7RBS Portable Intubation Scope Ia 5 2017.12.25
FI-9RBS Portable Intubation Scope Ia 5 2017.12.25
FNL-10RBS Naso-Pharyngo-Laryngoscope Ia 5 2017.12.25
FNL-10RP3 Naso-Pharyngo-Laryngoscope Ia 5 2017.12.25
FNL-15RP3 Naso-Pharyngo-Laryngoscope Ia 5 2017.12.25
FNL-7RP3 Naso-Pharyngo-Laryngoscope Ia 5 2017.12.25
FS-34V GI Fiberscope Ia 5 2017.12.25
FUR-9RBS Portable Ureterorenoscope Ia 5 2017.12.25
HS-D2618 Hot Hemostasis Forceps Ib 9 2016.06.01
HS-D2622 Hot Hemostasis Forceps Ib 9 2016.06.01
LH-150PC Halogen Light Source Ia 2 2017.12.25
OF-B130 Single Use Suction Control Valve Ia 5 2020.04.06
OF-B194 Single Use Suction Control Valve Ia 5 2020.04.06
OF-B205 Single Use Suction Control Valve Ia 5 2016.06.01
OF-G11 Single Use Suction Control Valve Ia 5 2020.04.06
0S-H4 Water Bottle Assembly Ia 2 2016.06.01
0S-H5 Water Bottle Assembly Ia 2 2016.06.01
VNL-1190STK Video Naso-Pharyngo-Laryngoscope Ia 5 2017.12.25
VNL-1070STK Video Naso-Pharyngo-Laryngoscope Ia 5 2018.02.15
VNL-1570STK Video Naso-Pharyngo-Laryngoscope Ia 5 2018.02.15
VNL11-J10 Video Naso-Pharyngo-Laryngoscope Ia 5 2016.06.01
VNL-1590STi Video Naso-Pharyngo-Laryngoscope Ia 5 2017.12.25
VNL15-J10 Video Naso-Pharyngo-Laryngoscope Ia 5 2016.06.01
VNL8-J10 Video Naso-Pharyngo-Laryngoscope Ia 5 2016.06.01
VSB-2990i Video Small Bowel Enteroscope Ia 5 2017.12.25




ER-QL-193

PENTAX

MEDICAL

EU DECLARATION OF CONFORMITY

We ; HOYA Corporation
6-10-1 Nishi-shinjuku, Shinjuku-ku, Tokyo
160-0023, Japan

declare under our sole responsibility that PENTAX or PENTAX Medical
brand product:

Product Category : Endoscopes, video processors and accessories
Model Name . See attached
Meets;

of Medical Devices Directive 93/42/EEC. The classification and rules applied to
each model are described in the attachment.

This declaration is based on EC quality system approved by

TOV SUD Product Service GmbH (No.0123), RidlerstraBe 65, 80339 Minchen,

Germany

2) the provisions of RoHS Directive 2011/65/EU.

Tokvo, AUQ.29.2016 (7% W

Yoshihiro HATAGUCHI

Vice President

Quality Assurance and
Regulatory Affairs, Japan
PENTAX Lifecare Division

HOYA Corporation

Authorized Representative in the European Union :
PENTAX Europe GmbH, Julius Vosseler StraBe 104, 22527 Hamburg, Germany

1) the conformity assessment procedure in Annex Il in accordance with the provisions

PENTAX Life Care Division
Form Number: ET-TR-010-Form51
Form Revision: RO4
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ER-QL-193
Date : 2016/08/29

List of products labeled with CE marking
Category : Endoscopes, video processors and accessories
MDD ClassIa&1Ib / RoHS

Model Name MDD Class | Rule | Initial date of declaration of conformity [Serial/Lot Number |Remarks
DC-D2618 Ib 9 2016.8.29 B605459- Revised 2016.8.29
DL-D2618 Ib 9 2016.6.1 B501390-
DL-D2622 Ib 9 2016.6.1 —
DN-D2718A Ib 9 2016.6.1 B602186-
DN-D2718B Ib 9 2016.6.1 B502150-
DN-D2722A Ib 9 2016.6.1 B601655-
DN-D2722B Ib 9 2016.6.1 B601380-
DO-D2618 Ib 9 2016.8.29 B601086- Revised 2016.8.29
D0O-D2622 Ib 9 2016.8.29 B501131- Revised 2016.8.29
DP-D2518 Ib 9 2016.8.29 B604468- Revised 2016.8.29
DP-D2622 Ib 9 2016.8.29 B604440- Revised 2016.8.29
EB-1170K Ta 5 2016.6.1 H120632-
EB-1570K Ta 5 2016.6.1 H122438-
EB-1572K Ta 5 2016.6.1 G120015-
EB-1575K Ta 5 2016.6.1 H121085-
EB15-J10 Ta 5 2016.6.1 A120008-
EB-1970K Ta 5 2016.6.1 H121697-
EB-1970TK Ia 5 2016.6.1 H120415-
EB-1972K Ia 5 2016.6.1 G120011-
EB-1975K Ta 5 2016.6.1 H120735-
EB-1990i Ta 5 2016.6.1 H110146-
EB19-]10 Ta 5 2016.6.1 A120008-
EC-2990Fi Ta 5 2016.6.1 H110034-
EC-2990Li Ta 5 2016.6.1 H110198-
EC-2990Mi Ta 5 2016.6.1 H110021-
EC-3490Fi Ia 5 2016.6.1 =
EC-3490FK Ia 5 2016.6.1 H120304-
EC-3490Li Ia 5 2016.6.1 =
EC-3490LK Ia 5 2016.6.1 H120245-
EC-3490Mi Ta 5 2016.6.1 =
EC-3490MK Ta 5 2016.6.1 H120052-
EC-3490TFi Ta 5 2016.6.1 H110246-
EC-3490TLi Ta 5 2016.6.1 H110591-
EC-3490TMi Ta 5 2016.6.1 H110063-
EC34-i10F Ia 5 2016.6.1 A110387-
EC34-i10L Ia 5 2016.6.1 A110709-
EC34-i10M Ia 5 2016.6.1 A110143-
EC-380FK2p Ta 5 2016.6.1 H122904-
EC-380FKp Ta 5 2016.6.1 H121099-
EC-380LKp Ta 5 2016.6.1 H122680-
EC-380MK2p Ia 5 2016.6.1 H120272-
EC-3890Fi Ia 5 2016.6.1 H111703-
EC-3890Fi2 Ia 5 2016.6.1 H112559-
EC-3890FK Da 5 2016.6.1 H120749-
EC-3890FK2 Ia 5 2016.6.1 H121049-
EC-3890FZi Ta 5 2016.6.1 H110084-
EC-3890Li Ta 5 2016.6.1 H116211-
EC-3890LK Ta 5 2016.6.1 H120935-
EC-3890LZi Ta 5 2016.6.1 H110061-
EC-3890Mi Ia 5 2016.6.1 =
EC-3890Mi2 Ta 5 2016.6.1 =
EC-3890MK Ta 5 2016.6.1 H120120-
EC-3890MK2 Ta 5 2016.6.1 H120086-
EC-3890MZi Ta 5 2016.6.1 H110044-
EC-3890TFK Ta 5 2016.6.1 H120051-
EC-3890TLK Ta 5 2016.6.1 H120108-
EC38-i10F Ia 5 2016.6.1 A110999-
EC38-i10F2 Ia 5 2016.6.1 A110794-
EC38-i10L Ia 5 2016.6.1 A111539-
EC38-i10M Ta 5 2016.6.1 A110444-
EC38-i10M2 Ta 5 2016.6.1 A110111-
EC38-i10NF Ta 5 2016.6.1 A110045-
EC38-i10NL Ia 5 2016.6.1 A110036-
ECY-1570K Ia 5 2016.6.1 H120415-
ECY-1575K Ia 5 2016.6.1 H120438-
ED-3490TK Ta 5 2016.6.1 H121416-
ED34-i10T Ia 5 2016.6.1 A110621-
EE-1580K Ta 5 2016.6.1 H120127-
EG-1690K Ta 5 2016.6.1 =
EG16-K10 Ta 5 2016.6.1 A120318-
EG-1870K Ia 5 2016.6.1 =
EG-2490K Ta 5 2016.6.1 H120374-
EG-2790i Ma 5 2016.6.1 —
EG-2790K Ta 5 2016.6.1 H121177-
EG27-i10 Ia 5 2016.6.1 A110899-
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ER-QL-193
Date : 2016/08/29

List of products labeled with CE marking
Category : Endoscopes, video processors and accessories
MDD ClassITa&1Ib / RoHS

Model Name MDD Class | Rule | Initial date of declaration of conformity [Serial/Lot Number |Remarks
EG-290Kp Ia 5 2016.6.1 H127399-
EG-2990i Ta 5 2016.6.1 H118721-
EG-2990K Ia 5 2016.6.1 H122541-
EG-2990Zi Ia 5 2016.6.1 H110202-
EG29-i10 Ia 5 2016.6.1 A113584-
EG-3490K Ia 5 2016.6.1 H120712-
EG-3890TK Ta 5 2016.6.1 H120264-
EPK-1000 Ia 2 2016.6.1 H016084-
EPK-100p Ta 2 2016.6.1 F013808-
EPK-3000 Ia 2 2016.6.1 A020033-
. 2016.6.1 E013560-
iakein La Z 2016.6.22 A620014-
EPK-i7000 Ta 2 2016.6.1 C010936-
EPK-i7000(A) Ta 2 2016.6.1 C010490-
EPK-i7010 Ta 2 2016.6.1 A010107-
EPK-p(C) Ia 2 2016.6.1 B011594-
ES-3870K Ta 5 2016.6.1 H120214-
FB-10V Ta 5 2016.6.1 H110891-
FB-15BS Ia 5 2016.6.1 -
FB-15RBS Ta 5 2016.6.1 H111601-
FB-15V Ta 5 2016.6.1 H113137-
FB-18BS Ia 5 2016.6.1 —
FB-18RBS Ta 5 2016.6.1 H110788-
FB-18V Ia 5 2016.6.1 H112369-
FB-19TV Ta 5 2016.6.1 H110737-
FB-8V Ia 5 2016.6.1 H110744-
FC-38FV Ia 5 2016.6.1 H110906-
FC-38LV Ia 5 2016.6.1 H111645-
FCN-15X Ta 5 2016.6.1 =
FCP-9P Ia 5 2016.6.1 H110335-
FCY-15RBS Ta 5 2016.6.1 H111082-
FD-34V2 Ta 5 2016.6.1 H110286-
FG-16V Ta 5 2016.6.1 H110433-
FG-24V Ta 5 2016.6.1 H112083-
FG-29V Ia 5 2016.6.1 H117736-
FHY-10RBS Ta 5 2016.6.1 H110282-
FHY-15RBS Ta 5 2016.6.1 H110202-
FI-10BS Ta 5 2016.6.1 =
FI-10RBS Ia 5 2016.6.1 H111270-
FI-13BS Ta 5 2016.6.1 -
FI-13RBS Ia 5 2016.6.1 H110696-
FI-16BS Ia 5 2016.6.1 =
FI-16RBS Ta 5 2016.6.1 H111530-
FI-7BS Ia 5 2016.6.1 —
FI-7RBS Ta 5 2016.6.1 H110318-
FI-9BS Ta 5 2016.6.1 =
FI-9RBS Ta 5 2016.6.1 H110638-
FNL-10RBS Ta 5 2016.6.1 H115649-
FNL-10RP3 Ia 5 2016.6.1 H141695-
FNL-15RP3 Ia 5 2016.6.1 H112263-
FNL-7RP3 Ia 5 2016.6.1 H115067-
FS-34V Ta 5 2016.6.1 H111651-
FUR-9RBS Ta 5 2016.6.1 H110218-
HDB2418 Ib 9 2016.6.1 =
HDB2418W Ib 9 2016.8.29 to be fixed later Revised 2016.8.29
HDB2422 Ib 9 2016.6.1 =
HDB2422W Ib 9 2016.8.29 to be fixed later Revised 2016.8.29
H-52518 Ib 9 2016.8.29 to be fixed later Revised 2016.8.29
H-52522 Ib 9 2016.8.29 to be fixed later Revised 2016.8.29
HS-D2618 Ib 9 2016.6.1 to be fixed later
HS-D2622 Ib 9 2016.6.1 to be fixed later
LH-150PC Ia 2 2016.6.1 B043790-
OF-B205 Ta 5 2016.6.1 0011026~
0S-H3 Ta 2 2016.6.1 0021046~
0S-H4 Ta 2 2016.6.1 0051046~
0S-H5 Ta 2 2016.6.1 0081026~
VNL-1070STK Ta 5 2016.6.1 H120233-
VNL-1190STK Ia 5 2016.6.1 H120300-
VNL11-J10 Ia 5 2016.6.1 A120014-
VNL-1570STK Ia 5 2016.6.1 H120446-
VNL-1590STi Ia 5 2016.6.1 H110250-
VNL15-J10 Ta 5 2016.6.1 A120003-
VNL8-J10 Ia 5 2016.6.1 A120012-
VSB-2990i Ta 5 2016.6.1 H110095-
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EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)

-(Devices in Class lla, b or 1l

No. G1 068357 0028 Rev. 00

Facility(ies): HOYA Corporation PENTAX Miyagi Factory
30-2 Okada, Aza-Shimomiyano, Tsukidate,
Kurihara-shi, Miyagi, 987-2203 JAPAN

HQYA Corporation PENTAX Yamagata Factory
4-1 Hinode-cho, Nagai-shi, Yamagata, 993-0012
JAPAN

HQYA Corporation
6-10-1 Nishi-shinjuku, Shinjuku-ku, Tokyo,
160-0023 JAPAN.

HOYA Corporation PENTAX Lifecare Division
Showanomori Technology Center

1-1-110 Tsutsujigaoka, Akishima-shi, Tokyo,
196-0012 JAPAN

HOYA Corporation PENTAX Lifecare Division
Production Technology Center / Ogawa Factory
395 Oaza-kakuyama, Ogawa-machi, Hiki-gun,
Saitama, 355-0316 JAPAN

Page 2 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body « Ridlerstrale 65 « 80332 Munich « Germany

Product Service
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Product Service

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, 11b or M)

No. G1 068357 0028 Rev. 00 "

Manufacturer: HOYA Corporation
' 6-10-1 Nishi-shinjuku
Shinjuku-ku
Tokyo
160-0023 JAPAN

EC-Representative: PENTAX Europe GmbH
Julius-Vosseler-Str. 104,
22527 Hamburg,
GERMANY
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Product Category(ies): Endoscopes, Ultrasound Endoscopes,
their Related Equipment and Accessories (lla, lIb)

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex Il. This quality
assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of class |1l devices an additional Annex Il (4) certificate is mandatory. See
also notes overleaf.

BEEE o CEPTUOUKAT

Report No.: JAQ235034630
Valid from: 2019-02-01
Valid until: 2024-01-31

Date, 2018-12-12 / W

Stefan Preil

Page 1 of 2
TOV SUD Product Service GmbH is Notified Body with identification no. 0123

ZERTIFIKAT & CERTIFICATE ¢

TOV SUD Product Service GmbH - Certification Body - Ridlerstrafe 65 - 80339 Munich » Germany
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(Convention de La Haye du 5 octobre 1961)

1. Country: JAPAN

This public document

7. hasbeensignedbyMich iak] Sato
3. acting in the capacity of Notary of the Tokyo Legal Affairs Bureau

4. bears the seal/stamp of M i C h lak i S ato Notary

Certified
5. at Tokyo 6. AUG. 2 1. 2019
7. by the Ministry of Foreign Affairs g
8. 19-NO 065483
9. Seal/stamp: 10. Signature
(- Toshle TANAKA

For the Minister for Foreign Affairs




NOTARIAL CERTIFICATE

This is to certify that the attached copy of the document exactly

corresponds with the seen original.

Dated this 21°t day of August, 2019,

Tokyo LEGAL AFFARS BUREAU Michiaki Sato
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TACHIKAWA, TOKYO, JAPAN

TOKYO LEGAL AFFAIRS BUREAU



ITepeBos ¢ SMOHCKOTO ¥ aHIIHICKOTO S3BIKOB Ha PYCCKUI

Jlorotumn: [ZLG] VnonHoMOYeHO JloroTun:
LleHTpanbHBIM BEIOMCTBOM 3eMeJIb [0 OXpaHe TU
3M0pOBbA B 00JIaCTH JIEKAPCTBEHHBIX CPEACTB H SUD
MEIMLUUHCKOH MPOIYKLHH Product Service]
ZLG-BS-244.10.08

www.zlg.de

CEPTU®UKAT EC

KommexcHas cucTeMa MeHePKMEHTA Ka4uecTBa HPOLyKIHH

HAupexrusa 93/42/EEC o memununckux maemusx (MDD), [puioxenue 11, ucxmouas (4)
(Mzpemus Knacca Ila, IIb unu I11)

Ne: G1 068357 0028 Bepc. 00

IIponsBoacrBenHbIii(e) XOS Kopnopeiimu ®aopuxa IIEHTAKC Musru
00beKT(bI) 30-2 Oxana, Aza-lllumomusno, Ilykuaare, Kypuxapa-Illn,
Mnsrn, 987-2203, ATIOHUS

X0 Kopuopeiimn ®abpuxa IEHTAKC SImarara
4 — 1 Xunone-40, Harau-mm, SImarara, 993-0012 SAIIIOHUSI

XOs1 Kopnopeiimn
6-10-1 Hucu-cunasioky, Cunzioky-ky, Toxuo, 160-0023,
HAnonusn

XO5 Kopuopeiimu Ioapasnenenne IEHTAKC Jlaiig Keap
Texnonornuecknii nentp IlloBanomopn

1-1-110 Iynymxaraoka, Akamuma-mu, Toxuo, 196-0012
ATTOHMA

XOsI Kopuopeiimnu Ioapasnenenne IEHTAKC Jlaiig Keap
ITpousBoacTBenno-TexHoMOrHYecKuii nenTp/Padpuxa Orapa
395 Oasa-Kakysama, OraBa-ma4n, Xuku-ryn, Caiitama 355-
0316 SIIIOHUSA

CTpaHﬂqa 2u32
TUV SUD Product Service GmbH siBiisieTcst yII0JIHOMOYEHHBIM OpraHOM, HMEFOIIHM
HIeHTHQHKAMOHHEIH HoMep 0123,

TUV SUD Product Service GmbH-CeprudukaunonHsiit oprax - Puanepirpacce 65 - 80339 r.Miouxen-I'epmanns

TUV®



Jlororum: [ZLG] YnonHoMmoueHO Jlororwam:

[leHTpansHEIM BEIOMCTBOM 3eMeb [0 OXpaHe [mrTpux-xox] [T

3710pOBBA B 001aCTH EeKapCTBEHHBIX CPEICTB H SUD
MEIULUMHCKONH NPOLYKIMKI Product Service]
Z1.G-BS-244.10.08

www.zlg.de

CEPTH®UKAT EC

KomnnekcHas cucreMa MEHEIKMEHTA KauecTBa PO IYKITHH

Hupextusa 93/42/EEC o meaunuackux m3aenusax (MDD), Ilpunosxenwue 11, nckmouas (4)
(Mznemus Knacca Ila, IIb wmm I1I)

Ne: G1 068357 0028 Bepc. 00

IIpoun3BoguTenn: X051 Kopoopeiims
(HOYA Corporation)
6-10-1 Hucu-cHHA3I0KY
Cuupsziory-Ry
Toxuo

160-0023 ATTOHMA

IIpepcraBurens IMEHTAKC Espona I'm6X

B EC: (PENTAX Europe GmbH)
IOmmyc-Poccenep-IliTpacee 104,
22527 r. 'ambypr
I'EPMAHMI

- Kareropus
m3aenns(ii): IHAOCKONBI, YILTPa3BYKOBbIE IHAOCKOIbI, HX COIYTCTBYIOIIEE
obopynoBanue H npuHapiIe:kHocTu K HuM (Ila, ITb)

Opran ceprudukanuu  TUV  SUD Product Service GmbH s3asiser, 4To BbIIICYKA3aHHbILI
NPOHU3BOOHTENE BHEAPHI CHCTEMY MEHEPKMEHTa KadecTBa B OTHOIIEHHMHM TPOCKTHPOBAHHA,
NPOU3BOACTBA M KOHTPOJIA COOTBETCTBYIOLIMX M3AeHii/KaTeropuii u3aenuii cornacuo Ipunoxenuro 11 k
MDPD. [JanHas cHcTeMa MEHEI)KMEHTA KauecTBa COOTBETCTBYET IMOJIOKEHMAM YKa3aHHOM JIUpPeKTHUBBI U
NOIEXKHT NepuoardecKkoil nposepke. [lna peanuzaumu Ha peiHke mpoaykimu knacca Il obs3areneH
JOTIONHUTENBHBIH cepTHdmKkaT — o Iprnosxkenuto II (4). CM. Takke npumeyanus Ha oGopoTe.

Homep oT4era: JAQ235034630

HelicTBuTe/IEH C: 01.02.2019

JelicTBuTeNIEH 102 31.01.2024

Hara, 12.12.2018 [Tloonuce]
lredan Ipaiic

CT.paHm{a luz2
TUV SUD Product Service GmbH siBisieTcst ymioTHOMOYEHHBIM OpraHOM, HMEIOIIHM
UaeHTH(UKanHOHHEIH HoMep 0123,

TUV SUD Product Service GmbH-CepTudukannonnsiii opran - Puanepmrpacce 65 - 80339 r.Mionxen-I'epmanus
THV®



ITeyars: Hotapuyc Mutunaxu Cato.
JIOKyMeHT 3aperucTpupoBaH 3a HomepoM: Ne «175» 3a «2019» roj
IloaTBepxaeHHe

Hactosmum moarsepaal0 TOT (axkr, 9T0 mpuiaraeMas KOIMs JOKYMEHTa B TOYHOCTH
COOTBETCTBYET IIPEICTABICHHOMY OpHIHHaTy. Ha OCHOBaHMH 4Yero s MIOATBEPHKIAIO
H3JI0JKEHHBIE (aKThI.

21 aBrycra 2019 roga

JIOKyMEHT cocTaBlIeH B 0(Hce HOTapHyca,

r. Toxno, Tarukasa, Cubacaku-1é, 3-téme, 9-21

Hotrapuyc, noaBegoMcTBeHHBIH TokuiickoMy 610po 110 FOPHIMYECKAM BOIIPOCAM

ITeyars: Horapuyc Mutnaxu Cato.
Horapuyc Mutnaku Cato

CBHAETEILCTBO

BrimenpuseieHHas MOAIKCH SBISIETCS TOUTMHHOM ITOAMMCHIO HOTapHyca, IOABEIOMCTBEHHOIO
TokuiickoMy OIOpPO MO FOPHINIECKUM BOIIPOCAM, KpPOME TOTO, S nonmepma}o HOJUTMHHOCTE
TPHIOKEHHOU JIMYHOM I1eYaTH yIOMSIHYTOIrO JIHIA.

21 aBrycra 2019 roga

Jupextop Toxuiickoro 61opo mo ropuamdeckuM Bonpocam MBASMA CHH/I3H

Ieuars: [upextop Tokmiickoro 610po 0 IOPHIUIECKEM BOIPOCAM.

AITIOCTHJIb

(laarckas KOHBeHIHUs OT 5 okTaAOps 1961 rona)

1. Crpana: SITTOHMA

JlauHb1i OULIHATEHEIH JOKYMEHT

MOATHUCaH Murnakn Cato

BBICTYNAION[MM B KauecTBe HoTapuyca Tokniickoro 610po 1o 10puan4ecKuM BOIpocam
3aBepeH nevarsto/mramnoM Murnaxku Carto, HoTapuyca

o

VY nocroBepeHo
5. BrT. Tokuo 6.21 ABI'YCTA 2019 T
7. MMUHHCTEPCTBOM HHOCTPAHHBIX JIEN
8. 19-Ne 065483
9. TIleyars/mTamm
Tep6osas nedars: SATTOHUS. MUHUCTEPCTBO MHOCTPAHHBIX TEJL.
10. TTonmuce [Iloonucy]
Tocu TAHAKA
Ot uMeHd MHHHCTpa HHOCTPaHHBIX Ael




HOTAPHUAJIBHOE CBUAETEJIbCTBO

Hacrosmum CBHIETENBCTBYETCS, 4YTO IIpAjaracMad KoOIMd JOKYMCHTa B TOYHOCTH

COOTBETCTBYET IIPEJCTaBICHHOMY OpPHTHHAILY.

Hartuposano 21 asrycra 2019 roga.

[Iloonuce]
Muruaxu Cato
HOTAPUYC
9-21, 3-TEME, CUBABAKHWUTE
TATUKABA, TOKHO, SITIOHKUS
TOKUIMCKOE BIOPO I10 IOPUTUYECKUM
BOIIPOCAM

[ewars: TOKUMCKOE BIOPO ITO IOPUIMYECKHUM BOITPOCAM. HOTAPHUYC.
9-21, 3-TEME, CUBA3AKUTE
TATUKABA, TOKHO, STTOHUS.



Ilepeeod oanpozo mexcma coenan Muoll, nepeeoduuxom Anekceegvim Anexceem Anexcanoposuuem.

Poccuiickaa Dedepauun
T'opoo Mockea
Headouyamp socomozo agzycma 08e MmulCAYN Oe6AMHAOUAIMOZ0 2004
A, Pebpuna Enena J[mumpuesna, 6pemenno ucnoHsIowas 0053aHHOCHU HOMapuyca
2opooa Mockevr Axumosa I'neba Bopucoguua, ceudemenscmayio ROOTUHHOCHb ROONUCYU NEPeBOOYUKA
Anexceesa Anexcesn Anexcandposuua.

Ioonucw coenana 6 mMoem RpUCYmMCmMEU.
Juunocme noanucaeweeo doxymenm YCMAHOGNEHA.

3apeeucmﬁi;;aﬁp ‘e peecmpe Ne 77/09-1/77-2019- 7 % — l /{
Bsbzcrctfno eqpyb cmeeHHou HOWJIMHM(I’IO mapugyy): 100 pyb.

BPHO nomapuyca
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March 2, 2022

To whom it may concern,

STATEMENT

We, HOYA Corporation (6-10-1 Nishi-shinjuku Shinjuku-ku, Tokyo 160-0023 Japan),
hereby certify that attached document listed in above is the copy of the original
document.

Do

SAl?ffl/Yasuhiro

Seniér General Manager

Customer Solution Development

Japan Research & Development Department

PENTAX Lifecare Division
HOYA Corporation
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ZERTIFIKAT & CERTIFICATE ¢

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 068357 0027 Rev. 01

Product Service

Holder of Certificate: HOYA Corporation
PENTAX 6-10-1 Nishi-shinjuku
Shinjuku-ku

MEDICAL Tokyo
160-0023 JAPAN

Certification Mark:

R ENSO 185 A

tuvsud.com/ps-cert

Scope of Certificate: Design and Development, Production,
Distribution and Servicing of
Medical Endoscopes and Related Products

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the testing and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity see:
www.tuvsud.com/ps-cert?g=cert:Q5 068357 0027 Rev. 01

Report No.: JA1768298
Valid from: 2022-02-27
Valid until: 2025-02-26

C@:L\_/

Date, 2022-02-24 Christoph Dicks
Head of Certification/Notified Body

’ o 7@
Page 1 of 2 L)Y

TUV SUD Product Service GmbH « Certification Body « RidlerstraRe 65 = 80339 Munich « Germany



fom
<<
(]
-
[
(==
bl
()
V'S
o
[==]
=L
o
e
=
[~ =
bded
(<)
&
—
<
=
>
©
>
—
o
L
o
4
i
oy

ZERTIFIKAT & CERTIFICATE o

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

Product Service “

No. Q5 068357 0027 Rev. 01

Applied Standard(s):

Facility(ies):

ik

Page 2 of 2

EN ISO 13485:2016

Medical devices - Quality management systems -
Requirements for regulatory purposes

(1SO 13485:2016)

DIN EN I1SO 13485:2016

HOYA Corporation PENTAX Miyagi Factory
30-2 Okada, Aza-Shimomiyano, Tsukidate, Kurihara-shi,
Miyagi, 987-2203 JAPAN

Production and Distribution of Medical Endoscopes and Related
Products

HOYA Corporation PENTAX Yamagata Factory
4-1 Hinode-cho, Nagai-shi, Yamagata, 993-0012 JAPAN

Production of Medical Endoscopes and Related Products

HOYA Corporation
6-10-1 Nishi-shinjuku, Shinjuku-ku, Tokyo, 160-0023 JAPAN

Regulatory Affairs

HOYA Corporation PENTAX Lifecare Division Medical
Instrument SBU Japan Sales Headquarters
3-35-1 Shimo-renjaku, Mitaka-shi, Tokyo, 181-0013 JAPAN

Distribution of Medical Endoscopes and Related Products

HOYA Corporation PENTAX Lifecare Division Showanomori
Technology Center
1-1-110 Tsutsujigaoka, Akishima-shi, Tokyo, 196-0012 JAPAN

Design and Development and Distribution of Medical Endoscopes
and Related Products

HOYA Corporation PENTAX Lifecare Division Production
Technology Center / Ogawa Factory

395 Oaza-kakuyama, Ogawa-machi, Hiki-gun, Saitama,
355-0316 JAPAN

Production, Distribution and Servicing of Medical Endoscopes and
Related Products

TUV SUD Product Service GmbH - Certification Body « Ridlerstrae 65 « 80339 Munich = Germany
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(Convention de La Haye du 5 octobre 1961)

1. Country: JAPAN
This public document

2. has been signedby [WATAHIKI Yutaka
3. acting in the capacity of Notary of the Tokyo Legal Affairs Bureau

4. bears the seal/stamp of ||/ \TAHI Kl Yu taka Notary
Certified

. at Tokyo 6.

. by the Ministry of Foreign Affairs

. 22-NO 042117

. Seal/stamp: 10. Signature

=

For the Minister for Foreign Affairs

MAR. 10,2022
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J. ) A_J (Convention de La Haye du 5 octobre 1961)

1. Country: JAPAN
This public document

2. hasbeen signed by \WATAHIK| Yutaka
3. acting in the capacity of Notary of the Tokyo Legal Affairs Bureau

4. bears the seal/stamp of \[{/ATA MK Y taka ,Notary

Certified
5. at Tokyo 6. i . A
&N . . MAR. 10,2022
7. by the Ministry of Foreign Affairs
8. 22-NO 042117
9. Seal/stamp: 10. Signature
HAMAMOTO Hiroki

For the Minister for Foreign Affairs




NOTARIAL CERTIFICATE

Thi‘s is to certify that HASEGAWA Hayato, an agent of SAKAI
Yasuhiro, Senior General Manager of HOYA Corporation PENTAX
Lifecare Division Japan Research & Development Department
Customer Solution Development has stated in my very presence
that said SAKAI Yasuhiro acknowledged himself to have signed to

the attached document.

Dated this 10™ day of March, 2022.

WATAHIKI Yutaka

S - . NOTARY
9 - 21,3 - CHOME, SHIBAZAKICHO
TACHIKAWA, TOKYO, JAPAN
TOKYO LEGAL AFFAIRS BUREAU



~ TlepeBos ¢ AMOHCKOTO M aHTIHMCKOTO S3BIKOB Ha PYCCKHI

PENTAX
'MEDICAL

[Cepruduxar Ne Q5 0'683_57 0027 Bepc. 01] . -

XOSI
TIEHTAKC

2 MapT_a 2022 rona
ITo Mecfy TpéﬁOBaHI/ISI‘
MMOTBEPK IEHUE

Mei, «XOS Kopmopeinma», (6-10-1, Hucu-Cunpsioxky, Cunpsioky-ky, Toxmo, 160-0023,
SInoHus), HACTOSIIHNM CBHAETEIHCTBYEM, 4YTO IpHIIaraeMbIi ,I[OI{yMeHT YKaSaHHLIPI BEIIIIE,
SIBJISIETCSI Kormen OPHTHHAJILHOTO JIOKyMEHTa,

[1loonuce]
'CCAKAMU Scyxupo

Crapimit TenepalIbHBIH MEHEIKEP

O11ex pazpabOTKH KITMEHTCKHX pEITeHuit
()ryien HeeneaoBaHus H pa3sBHTHA SnoHnn
I lojpaspenenune IIEHTAKC J'Iaml) Keap
X0’ Kopnopeiins :



| HC‘I&]IB _,HOTﬁp_ﬁyo IOTaKa BaTaXHKH

"'-'.'j-j'J'[oromrf [DAkkS] , -
o . Hewmetniwit opran aKerﬂmamm ‘ a B N

u"iDZM1132101 00 - - . .. - [QRkox] JIoromn [TUVSUD o

ERS P ‘ ProductSemce] o

_. "'"CEPTI/I(I)HKAT .
'{No Qs 068357 0027 Bepc 01

SR l];epmaTe b cepTH(llﬂKaTa g o XO}I Kopnopeumﬂ (HOYA Corporatlon)
- PENTAX = - 6&lot HHCH—CIIH}ISIORY
R e oy Cnﬂ,uzmlcy—lcy o
MEDICAL . Tokmo ‘
e T e : -'-.__160 0023HHOHI/I${

R ‘-"-::Cép}ﬁ(]immnﬂopm;lﬁ S;HaK: --TUV SUD Lot
oo g . .- ENISO 13485
‘ tuv—sud.com/ps cert

A _:.-.Oﬁnac'ne. npnmeHeHm[ S HpOERTHPOBaHHe n paspaﬁo’rlca, npomnom:'mo,
'Ceme]mKaTa ... peand3anuf M oﬁcnyﬂmnaune Mennnm{czmx 3
; e ‘ -'au,t(oclcouon u conchTBonmux Hszle.mm ";-f SO

. Opran ceprudurarm TUV SUD Product Service GmbH crpeTelbeTByer, 1o BHINCYKasaHHasT -
.. KOMIIAHEA BHEJPHWIA M IIOHIEPKABAT CHCTEMY MEHE/DKMEHTE KAYeCTBa, KOTOPas COOTBETCTRYET
- TpeGoBaHIIM Yka3aHHBIX ‘cTaH,uapTOB Bee rpumMenuMble TpeOOBAHKA PerIaMEHTa HCIBITAHHE 1 -
: acepm(pmcar_mn oprammsammn TUV SUD Product Service GmbH ssmonssmorcest. [lonpoSaeie’ CBEASHUS 1
L an)opmaumo 0 JISHCTRHTETEHOCTH AAHHQTO cemeiJm{aTa. CM. 10, CCRUTKE: WWW, tuvsud com/ps~-
S cert‘?q—Cert 05 068357 0027 Rev. 01" - o : X C : ‘

v T‘Hdmép.ioril.éia;; e JA1_768293 o

Coo ) Jleiierewrenemc: 27022022
C L delierpaTenen ;o: 26 02. 2025

‘fava, 24022002 [loomucs] o | A 3
S o Kpuo'loq)llmcc ' S :
 Pyxosogurens cepmcbPLKauHOEII{OPO/HoTH(bHLrnpOBaHHOFO opraHa, ;

CTpaHHuaIH32 _ - ;

: TUV SUD Product Serwce GmbH—CemebmcaquHHLm opraH aneplm‘pacce 65 803 39 r. MIOHXGH-F epMaHm
_ , . - TOV®




' Norors: [DAKKS] - |
. HGMCI[KI/[I’I OpI‘EI.H. aKKpCI[HT'dILHH

D —ZM-11321 01 00-" | o . .HOI‘OTHII [TUVSUD

- CEPTHOUKAT

S 17lﬁpoHSBbﬁ'Ci?BéHI:iO.e.(j;Ié) o LXOH Kopnopeumn tIlaﬁplma IIEHTAKC Mnﬂrn ‘ O
' mpexmpmaTae(ns): '30-2 Oxkana, A3a—-HIuMOM1mH0, I_IylumaTe, Kypﬂxapa-mﬂ, Mlmrﬂ, S

‘ TUV SUD Product Servme GmbH—CemebHKaImoum)m opraH Pﬂmepmrpacce 65 - 80339 i Mrouxeml"epmanm

Product Servme].j

N QS 0683570027 Bepc 01 s
. "'"".:Hpnmenﬂem.m(me) 0 BNISO 13485 2016 : : . e
ot u_rannap'r(m) ‘ : s MenpMHCKEe mnenpm - CHCTEMBL MGHG,E[)KMGHTEL KaT-IeGTBa— o

+ TpeGopanns B HOpMaTI/IBHLIX eI
. (1SO-13485:2016) R
-DIN EN ISO 13485 2016

987-2203, HI[OHHH

. Hpomlsoncmo Hpeanusaum MGJZ(I/IHI{HCK_PD( aH,uocrconoa 7
; :-'COHyTO’I‘ByIO[IIHX Hs;:[emﬁ ' “
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[Meyars: Horapuyc IOTaka Baraxuku.
JTIOKYMEHT 3aperucTpupoBaH 3a HomepoM: Ne «56» 3a «2022» rozx
IloaTBep:KACHHE

'HaCTOSIH.II{IM-HO,I{TBep)K,_I[aIQ -TOT (aKT, YTO Xacerasa Xadro, npe,n;cTaBHTeJiL Caxau Slcyxupo,
- Crapurero I'enepansHOro Mememkepa, kommanus «Xos Kopropeiniay, [Tonpaznenenue
TIEHTAKC Jlaiip Keap, oTaen uccnenoBaHHs M pa3BUTHsA SNoHHH, pa3pabOTKH KIHEHTCKHX
‘pelleHHi, 3asBMI B MOEM IIPUCYTCTBHH O TOM, 4TO yHoMsHyThIH Cakau fIcyXupo moATBepau,
YTO OH MOZANMCAN IPHIIAraeMbli JIOK}’MCHT Ha ocHORaHWHM 4ero s MOATBEPIKIAID H3JI0KEHHBIE
(paxThL.

10 mapra 2022 rona

JIokyMeHT cocTaBJieH B ouce HOTapyca,

r. Toxuo, Tarrkasa, Cubasaxu-té, 3-Téme, 9-21

Horapuyc, mogsenomctBeHHbIH ToxuiickoMy 010po 110 Iopn,tmquKHM BOIPOCAM

ITeuyats: Hotapuyc BATAXHWKH IOTaxa. .
Horapmyc ' - [Hoonuce] BATAXUWKMU IOTtaka

CBHIeTENLCTBO

BeiurenpuBe IeHHAsT TOIHCH ABIAETCS HOMTHHHON TOIUCHIO HOTapHyca, TIOJIBEIOMCTBEHHOTO
ToxutickoMy OI0pO 10 FOPHIMYECKHM BONPOCAM, KpOMe TOTO, 5 l'IO,ILTBep)I{J_IaIO I‘IOIUIHHHOCTI:
| PUIIOIKEHHO} IMYHOM NevaTy yHOMﬂHyToro JTHIIA, :

- 10 mapra 2022 roa

‘ ,Z[HpeKTop TOKHHCKOI‘O 6ropo 1o }opH,quecKHM porpocam CAKAMOTO ECHUTAHD

HeanL: Jupextop Toxmiickoro 610po Mo PHAMIECKHM BOIPOCAM.

AIOCTWJIb

(Taarckasi KOHBEHIHA OT 5 okTAGPs 1961 rona)

=l

Crpana: ATTOHM A .
JanHbiit ouuHansHeIA JOKYMEHT
MoAnMcaH BATAXHWKH Otaka
BLICTYIAIOIIMM B KauecTBe HoTapuyca TokHiicKoro 610po 1o I0PHAHYECKHM BOIPOCaM
3aBeped nevartsio/iuramnoM BATAXWKH IOTaka, HoTapHyca

o

ol o]

Y nocroBepeHO

5. Br. Tokuo 6. 10 MAPTA 2022 T.

7. MHHHCTEPCTBOM HHOCTPAHHEIX J€ll

8. 22-Ne 042117

9. Tleyars/LITaMIl

["epOoBas nevars: HHOHI/I}I MHHI/ICTEPCTBO HHOCTPAHHBIX ,T.[EH

10. I1 OZTHCE : - [Hloonuce]
) XAMAMOTO Xupoxu

OT UMeHH MHHHCTP& HHOCTpaHHI)IX ;[en




HOTAPHAJIBHOE CBUAETEJIBCTBO

Hacrosmum CBHueTeniaCTByeTcz, gyro XACET'ABA XaﬂTo,-npe,ucTaBmenb,CAKAI/I }Iéyxnpo;
Crapmero I'eHepaJlbHOro MeEHEIKEDA, KOMITaHHSA «X0s Kopnopeﬁmn», Ilogpaznencuue
[IEHTAKC Jlaiidp Keap, oTmen mccienopaHus ¥ pasBUTHS STOHMH, Pa3pabOTKH KIHEHTCKHX -
pEILCHHIl, 3asBHII B MOEM HIPUCYTCTBHY O TOM, 4TO ynoMsHyTei Cakau Scyxupo noﬁTBepﬂnn,

YTO OH I10/UTHCAJ IPHIAraeMBblid TOKYMEHT.

Haruposano cerojus, 10 mapra 2022 roga.

[Hoonuce]

BATAXHWKH IOraka

HOTAPUYC —
9-21, 3-TEME, CI/IBABAKI/ITE
TATUKABA, TOKHO, SIIIOHUSA

TMeuars: TOKMMCKOE BIOPO I10 IOPUJIMYECKNM BOIIPOCAM. HOTAPHYC.
921, 3-TEME, CUBA3BAKUTE
TATHUKABA, TOKHO, SITTOHKSI.
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