Anexa 4

Specificatia Tehnica Completata
Model: EC-3890FZi; Reg. SDM: DM000459127; Producator: PENTAX Medical/ HOYA CORPORATION;
Tara: Japonia.

Specificarea tehnica deplina solicitata de catre
autoritatea contractanta

Specificatia tehnica propusa de operatorul economic

Video colonoscop sa fie compatibil cu procesorulsisursa
de lumina EPK-i7010 PENTAX Medical.

1.Video colonoscop cu zoom Optic - obligatoriu;
2. Diametru extern maxim al tubului - 13,2 mm;
3. Canalul de lucru 23,7 mm;

4. Lungimea de lucru > 1.500 mm;

5. Unghiul de vedere > 140 grade;

6. Adincimeacimpluivizual, in intervalul minim nu mai
mare de 4 mme- si nu mai mic 100 mm (4-100);

7. Angulatiasus/jos minim 180 grade /180grade;

8. Angulatiastinga/dreapta minim 160 grade /160 grade;
9. Prezenta a 3 butoane pentru programare la necesitate
si 1 buton pentru controlul zoomului optic — micsorare si
marire;

10. Compatibil cu tehnologiai-scan prezenta pe video
procesorul sus mentionat.

Prezenta tehnologie:
- Flexibilitate gradata a tubului de introducerea a
colonoscopului;

- Sistem de lucru cu jet de apa sub presiune sau port
dedicat pentru irigare cu ap3;

Digitally signed by Ceaicovschi Tudor

DA Video colonoscopulsa fie compatibil cu procesorul si
sursa de lumina EPK-i7010 PENTAX Medical. Modelul
propus face parte din seria 90i.

Confirmare ca este compatibil cu video procesorul o
regasiti la pag. 96 din Intrusctuions for Use EPK-i7010
1. DA Video colonoscop cu zoom Optic - obligatoriu; pag.
2 din brosura The MagniView.

2. DA Diametru extern al tubului - 13,0 mm; pag. 2 din
brosura The MagniView.

3. DA Canalul de lucru - 3,8 mm; pag. 2 din brosura The
MagniView.

4. DA Lungimea de lucru - 1.500 mm; pag. 2 din brosura
The MagniView.

5. DA Unghiul de vedere - 140 grade; pag. 2 din brosura
The MagniView.

6. DA Adincimea cimplui vizual, in intervalul minim de 4
mm- 100 mm (4-100); pag. 80 din Intrusctuions for Use
EPK-i7010.

7. DA Angulatiasus/jos 180 grade /180grade; pag. 2 din
brosura The MagniView.

8. Angulatiastinga/dreapta 160 grade /160 grade;

pag. 2 din brosura The MagniView.

9. DA Prezenta 3butoane pentru programare la
necesitate si 1 buton pentru ontrolul zoomului optic —
micsorare si marire; pag. 45-46 din Intrusctuions for Use
EPK-i7010.

10.DA Compatibil cu tehnologiai-scan prezenta pe video
procesorul sus mentionat. pag. 2 din brosura The
MagniView

Prezentatehnologie:

- DA Flexibilitate gradata a tubului de introducere a
colonoscopului; Tehnologia i-Flex si True-Torque pag. 5
din Product Overview

- DA Sistem de lucru cu jet de apa sub presiune sau
portdedicat pentru irigare cu apa; pag. 54 din
Intrusctuions for Use EPK-i7010.

si pag. 5 din Product Overview — tehnologia Water jet
System.

Date: 2024.10.1T T1:20:14 EEST
Reason: MoldSign Signature
Location: Moldova

MOLDOVA EUROPEANA




PENTAX

MEDICAL

The MagniView
endoscopes.

A step forward in characterisation.

The PENTAX Medical MagniView endoscopes join the outstanding HD+ image
series with an optical zoom function. In combination with i-scan, the MagniView
endoscopes provides a new standard for daily practice, supporting enhanced
characterisation in a wide range of procedures, with its 136 times magnified image.

Advanced ergonomics and graduated flexibility of the insertion tube, increases
both patient and physician comfort.



MagniView: HD+ and Optical Zoom
technology combined.

HD+, Optical Zoom technology and i-scan - the perfect
combination for improved characterisation.

(——) Powerful magnification
¢ The optical zoom technology magnifies the image
136 times, allowing for detailed surface structure
Optical Zoom observation and supporting enhanced characterisation.
-

(7 \ Excellent imaging capabilities
e The combination of i-scan, HD+ and magnification

N in a standard endoscope provides state-of-the-art
R technology in detection and characterisation in daily
\Management ) clinical routine. Magnified endoscopic image

Fully functional endoscope

¢ Designed to have the same working channel and
equivalent outer diameter as a standard diagnostic
endoscope, with optical magnification capabilities.
Easy to position, easy control of magnification and
advanced ergonomic design.

Magnified endoscopic image

MagniView VIDEO ENDOSCOPES

Product Insertion Distalend Instrument Working Field Tip deflection Tip deflection Remarks
tube channel length of view up/down right/left
[p mm] [ mm] [6 mm] [mm] [mm] [°] [°]
Gastroscope EG-2990Zi 9.8 10.6 2.8 1,050 140 210/120 120/120 HD+, MagniView,

Water Jet System

Co|°noscopes EC-3890LZi 13.2 13.0 3.8 1,700 140 180/180 160/160 HD+, MagniView, GDF,
Water Jet System

EC-3890FZi 13.2 13.0 3.8 1,500 140 180/180 160/160 HD+, MagniView, GDF,
Water Jet System

EC-3890MZi 13.2 13.0 3.8 1,300 140 180/180 160/160 HD+, MagniView, GDF,
Water Jet System

- /

*Distal Rubber Hood: OE-A58 compatible with EG-2990Zi, OE-A59 compatible with EC-3890Zi series

PENTAX doesn "t take any liability for the accuracy of the content as laid out in this brochure. In the interest
of technical progress specifications are subject to change without notice. Details concerning the compatibility
with other medical devices are to be found within the corresponding Instructions for Use.

PENTAX Europe GmbH pE NTAX

Julius-Vosseler-StraBe 104 - 22527 Hamburg - Tel.: +4940/5 6192 -0
Fax: +49 40 / 5 60 42 13 - www.pentaxmedical.com M EDICAL

LCM/01/06/13/320168/02
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Discover the fascinating world of
PENTAX Medical endoscopy




PENTAX Medical innovation

and responsibility Index

Solutions for every discipline and market

Upper Gl and Lower Gl solution: 8
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C2 CryoBalloon Ablation for Barrett's Esophagus 32
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Urology solution: 62
Diagnostic and standard therapeutics 62

With a combination of technological innovations and medical responsibility, PENTAX Medical sets new Basic diagnosis and treatment 64
Peripherals and Accessories 66

standards for endoscopic diagnosis and therapy.

Endoscope automated pre-cleaning,

State-of-the-art medical and technological equipment of the highest quality that come with intelligent system drying and storage: 68
compatibility as well as a comprehensive system program. Furthermore, an efficient endoscope drying and AquaTYPHOON 68
storage system, in addition to an efficient service program provides the highest level of investment security PlasmaTYPHOON+ and PlasmaBAG ECO 70
for endoscopists of all relevant disciplines. PlasmaTYPHOON and PlasmaBAG 71

Product Compatibility Chart 72



Solutions for every discipline

and market

03 Therapy

EG34-i10

C2 CryoBalloon™ Ablation
Stella™ Line*

Splash M-Knife™
Hemostat WideCup™
ENDO ARC HF Generator

Upper Gl

Solution
02 Characterization
EUS J10 line-up
i-scan 2
i-scan OE .
e 2
MagniView CHAHACTER\ZP:‘\Ov\

PENTAX Medical Stella™ and PENTAX Medical INSPIRA™ are registered trademarks of
HOYA Corporation, PENTAX Medical Division.

01 Detection

EUS J10 line-up
i-scan 1

UHD 4K Imaging**

04 Therapy

G-EYE® P

RetroView Q‘:"
: ~

Stella™ Line*

Splash M-Knife™ <

TOP Hoods

HemoStat WideCup™

ENDO ARC HF Generator Lower GI

Solution

03 Characterization
i-scan 2, 3

i-scan OF
MagniView

01 Orientation
SCOPEPILOT™

i20c Video Endoscopes
i-FLEX™

TrueTorque™
Adjustable stiffness***

02 Detection

UHD 4K Imaging**
i-scan 1
DISCOVERY™
RetroView

G-EYE®

PENTAX Medical Stella™, HemoStat WideCup™, SCOPEPILOT ™, PENTAX Medical Dis-
covery™ and PENTAX Medical INSPIRA™ are registered trademarks of HOYA Corporation,
PENTAX Medical Division. G-EYE® is registered trademark of Smart Medical Systems Ltd.

03 Enhanced patient safety
Single Use Disposable Elevator Cap (DEC™)

Biliopancreatic
Solution

02 Reliable treatment
EG38-J10UT

DEC™ Duodenoscopes
Slim DEC™ Duodenoscope
ENDO ARC HF Generator P <
UHD 4K Imaging** Reliag g rresNE

DEC™ and PENTAX Medical INSPIRA™ are
registered trademarks of HOYA Corporation,
PENTAX Medical Division.

* Available for specific countries only. Please contact your PENTAX Medical sales representative

** Available with PENTAX Medical INSPIRA™
*** Available with i20c Video Endoscopes
*x*xx ED34-10cT2

01 Detailed and
accurate diagnosis
EUS-J10 line-up
|-DECTM¥*** ¥

UHD 4K Imaging**



Solutions for every discipline
and market

04 Pediatric bronchoscopy
EB11-J10
PENTAX Medical ONE Pulmo™**

01 Airway and Intensive Care
Management
PENTAX Medical ONE Pulmo™*

Pulmonology
Solution

05 Ultrafast Drying/ N

01 Endoscopic

" " . Aseptic Storage Procedure
02 Intralumma.l diagnostics PlasmaTYPHOON™ Lower Gl
B i ey
~ -up PlasmaBAG™ Biliopancreatic
EB19-J10U o ® PENTAX Medical ONE Pulmo™* PlasmaBAG™ ECO p Pulmonology
DI e Hygiene ENT
o Reprocessing
[2he) -
Zo Solution
m o
9%

PENTAX Medical ONE Pulmo™ is a registered trademark of
HOYA Corporation, PENTAX Medical Division.

WO
‘q\
&9

% AuTomATED

Jy
03 Automated Pre-Cleaning RE-CLEANING

AquaTYPHOON™

03 Therapy
VNL15-J10
EE17-J10

01 Detection
VNL/EE-J10 line-up

FNL line-up

VIVIDEO™

i-scan 1

Digital Capture Model &
Stroboscopy Light Source
USB Camera Kit

PlasmaTYPHOON™, PlasmaBAG™ and AquaTYPHOON™
are registered trademarks of PLASMABIOTICS SAS.

ENT
Solution

02 Characterization
VNLJ10 line-up
EE17-J10

i-scan 1, 2

Digital Capture Model &

Stroboscopy Ligh oéc o™
py Light Source HAHACTEREPS\

VIVIDEO™ is a registered trademark of

HOYA Corporation, PENTAX Medical Division. * EB11-S01, EB15-S01

** EB11-SO1



Upper Gl and Lower Gl

Advanced diagnosis and treatment | INSPIRA System

Upper Gl Endoscopes

. Min. Instrument Working Tip Tip . .
Product Ins?art(g:;l;ube Channel Length angulation angulation Fliele (?,]; VIEW  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
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
EG29-i20c Video Gastroscope 9.8 3.2 1050 210/120 120/120 140 HD+, Close Focus, Water Jet System, Improved Insertion Tube
Lower Gl Endoscopes
. Min. Instrument Working Tip Tip . .
Product Inszrt(gr;r;l;ube Channel Length angulation angulation Fisle (?,]; 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-i20c Video Colonoscope 12.8 3.8 1300/1500/ 210/180 160/160 170 HD+, Close Focus, Water Jet System, Improved Insertion Tube,
1700 Adjustable Stiffness




Upper Gl and Lower Gl

Advanced diagnosis and treatment | INSPIRA System

Processor

EPK-i8020c INSPIRA™ Video Processor

Light source

LED

Advanced modalities

Digital and optical enhancement (IE/OE)

Digital output

DVI, 3G-SDI, HD-SDI, 12G-SDI (4K)

Analog output

Y/C

User Interface

7 inch customizable touchscreen with individual profile setting

Digital Zoom

Yes

Image Enhancement

i-scan (Surface Enhancement, Contrast Enhancement, Tone
Enhancement), OE-Optical Enhancement (Mode 1 & 2);
Auto-HDR; D-Range expansion

Freeze scan

Yes

Red Density

Yes*

Compatible video endoscopes

90K, 90i, J10, i10, i10c and i20c series; Not all models are
compatible. For details, contact your local PENTAX Medical
service facility.

Dimensions (W x H x D) / Weight

400 x 205 x 520 mm, 24 kg

* Activation required



Upper Gl and Lower Gl

Advanced diagnosis and treatment | G-EYE® System

G-EYE® Endoscopes

) Min. Instrument Working Tip Tip ) .
Product lns?(g;;gwe Channel Length angulation angulation Fisle g]; VIBW  Remarks
@ (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-EYES38-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 -
s . . e [mml [mBar] Power Supply
NaviAid™ SPARK2C (Compatible with G-EYE® endoscopes and NaviAid™ AB-F)
100 - 240 50-60 280 x 195 x 90 +10 Anchoring pressure 70. 3,500 237 40 60 =10 100240 VAC:
Unique Controlled Withdrawal™ 50-60 Hz

pressure- 3 intermediate levels

13



Upper Gl and Lower Gl

Advanced diagnosis and treatment | SCOPEPILOT System

SCOPEPILOT Video Colonoscope

1L

SCOPERILOT wome

) Min. . N ) .
Insertion Working Direction of Tip Tip .
Product Tube Iné;r;rmzrt Length view angulation  angulation 5::\'3 ?,]; Remarks
@ (mm) (mm) (°) up/down (°)  right/left (°)
@ (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 1.6 3.2 1500
EC34-i110NL SCOPEPILOT 1.6 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

Recor_ding *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-i8020c INSPIRA™ Video Processor

Light source

LED

Advanced modalities

Digital and optical enhancement (IE/OE)

Digital output

DVI, 3G-SDI, HD-SDI, 12G-SDI (4K)

Analog output

Y/C

User Interface

7 inch customizable touchscreen with individual profile setting

Digital Zoom

Yes

Image Enhancement

i-scan (Surface Enhancement, Contrast Enhancement, Tone
Enhancement), OE-Optical Enhancement (Mode 1 & 2);
Auto-HDR; D-Range expansion

Freeze scan

Yes

Red Density

Yes*

Compatible video endoscopes

90K, 90i, J10, i10, i10c and i20c series; Not all models are
compatible. For details, contact your local PENTAX Medical
service facility.

Dimensions (W x H x D) / Weight

400 x 205 x 520 mm, 24 kg

* Activation required

15



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-i5500c, EPK-i5000,
i8020c INSPIRA




Upper Gl and Lower Gl

Diagnostic and standard therapeutics

Upper Gl Endoscopes

) Min. Instrument . Tip Tip
Product Inszr‘t(LcT)]r:T;l;ube Channel Workl(r;r?nlq_)ength 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
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
Lower Gl Endoscopes
) Min. Instrument . Tip Tip
Product Inszrt(lrcr)]r:nT)ube Channel Workl(r;r?nl;)ength angulation angulation Field of view (°)  Remarks
@ (mm) up/down (°) right/left (°)
RetroView
EC-3490TMi Video Colonoscope 11.6 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
EC38-i10M 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-i110M2 Video Colonoscope 13.2 3.8 1300 180/180 160/160 140 HD+, i-FLEX and TrueTorque, increased rigidity, Water Jet
EC38-i10F2 Video Colonoscope 1500 System

19
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Upper Gl and Lower Gl

Diagnostic and standard therapeutics

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

21



Upper Gl and Lower Gl

Diagnostic and standard therapeutics | INSPIRA System

Upper Gl Endoscope INSPIRA

Insertion Tube ~ Min. Instrument Working Length Tip angulation  Tip angulation ) . o
Product o(mm)  Channel o (mm) (mm) up/down () rightfleft (7) T edof view (% Remarks

EG29-i20c Video Gastroscope 9.8 3.2 1050 210/120 120/120 140 HD+, Close Focus, Water Jet System, Improved Insertion Tube

Lower Gl Endoscopes INSPIRA
Insertion Tube ~ Min. Instrument Working Length ~ Tip angulation  Tip angulation Ficlkl o vicw ©) | Femars

izl @ (mm) Channel g (mm) (mm) up/down (°) right/left (°)
EC38-i20c Video Colonoscope 12.8 3.8 1300/1500/ 210/180 160/160 170 HD+, Close Focus, Water Jet System, Improved Insertion Tube,
1700 Adjustable Stiffness
Processor INSPIRA
. . Dimensions
Product Light Source Advanlcgd Digital Output Allalog User Interface Digital Zoom Imags feeze Req Compatible video WxHxD/
modalities Output Enhancement scan Density endoscopes weight)
EPK-i8020c LED Digital and optical | DVI, 3G-SDI, Y/C 7 inch Yes i-scan (Surface Yes Yes* 90K, 90i, J10, i10, 400 x 205 x 520
INSPIRA™ enhancement HD-SDI, 12G-SDI customizable Enhancement, Contrast i10c and i20c series; | mm, 24 kg
Video Processor (IE/OE) (4K) touchscreen Enhancement, Tone Not all models are
with individual Enhancement), compatible. For
profile setting OE-Optical details, contact
Enhancement (Mode your local PENTAX
1 & 2); Auto-HDR; Medical service
D-Range expansion facility.

* Activation required

22



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
Product o(mm)  Channel o (mm) (mm) up/down () rightfleft (7) T edof view (% Remarks
EG29-i10c IMAGINA Video Gastroscope 9.8 3.2 1050 210/120 120/120 140 HD+ image, LED, Water Jet System, INSPIRA compatible
Lower Gl Endoscopes IMAGINA
Insertion Tube ~ Min. Instrument Working Length Tip angulation  Tip angulation ) . o
Product @ (mm) Channel @ (mm) (mm) up/down (°) right/left (°) Fieldlof view (%) | Remarks
EC34-i10cM IMAGINA Video Colonoscope 11.6 3.8 1300 180/180 160/160 140 HD+ image, i-FLEX and TrueTorque, Water Jet System, LED,
EC34-i10cF IMAGINA Video Colonoscope 1500 INSPIRA compatible
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, INSPIRA compatible
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 INSPIRA compatible
EC38-i10cL IMAGINA Video Colonoscope 1700
IMAGINA G-EYE® Endoscopes
Insertion Tube ~ Min. Instrument Working Length ~ Tip angulation  Tip angulation . . o
Pzl @ (mm) Channel @ (mm) (mm) up/down (°) right/left (°) ARl @R ) | REELS
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 - . . L 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, Up tox 2.0 400 x 172.6 x 471mm

Video Processor
with i-scan and LED
Technology

endoscope, not into the
processor) TE)

enhancement (SE, CE,

smartphone-like
touchscreen

/ 13kg

24
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Upper Gl and Lower Gl

Basic diagnosis and treatment | DEFINA system
Upper Gl Endoscopes

Min. Instrument

Insertion Tube Working Length Tip angulation  Tip angulation

Product % (i 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
" Min. Instrument . ) . . )
Product Insertion Tube s Working Length Tip angulatlgn Tlp angulanoon Ficlkl o vicw @) | Femars
@ (mm) (mm) up/down (°) right/left (°)
@ (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
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 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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Upper Gl and Lower Gl

Basic diagnosis and treatment | VERSA System*

Upper Gl Endoscopes

Min. Instrument

Insertion Tube Working Length ~ Tip angulation Tip angulation B g @
Product & [ Channel (e up/down {°) right/left (°) Field of view (°) Remarks
@ (mm)
EG27-V10c VERSA Video Gastroscope 9 2.8 1050 210/90 100/100 140 HD, LED
EG29-V10c VERSA Video Gastroscope 9.6
Lower Gl Endoscopes
! Min. Instrument ) ) . ) )
Insertion Tube Working Length  Tip angulation Tip angulation . . o
Product & ([l Channel (e up/down {°) right/left (°) Field of view (°) Remarks
@ (mm)
EC38-V10cL VERSA Video Colonoscope 12.8 3.7 1650 180/180 160/160 140 HD, LED
EC38-V10cM VERSA Video Colonoscope 1300

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, 2and 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
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Upper Gl and Lower Gl

Peripherals and Accessories

Recommended Leakage Testers

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 cm2, 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 cm2, EASY (100 pieces)

Product Remarks
SHA-P6 Automatic Leakage Tester
Manual Leakage Tester for VERSA* only for VERSA system
G-Eye Leakage Tester
Recommended Trolleys
Product Remarks
Classic Cart with Isolation Transformer
PT-V10c - Endoscopic Trolley
Uni-Cart
Uni Cart DISCOVERY
Recommended Monitors
Product Remarks
32" Premium Ultra-Hybrid 4K Monitor ADLINK
32" Performance 4K Monitor ADLINK
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

Consumables for ENDO PLUS and ARC PLUS

Product

Disposable Filters (50 pieces)

Remarks

Reusable Cable for Flexible Argon Probe Comfort 2,5 m

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

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

EGA-501 - CO, insufflator

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

Senator30 - suction pump

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

*available only in selected countries

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

C2 CryoBalloon Ablation for Barrett's Esophagus

C2 CryoBalloon™

Part Number Product Code Description I I
Catheters FG-1028 300613 Focal Standard Catheter { §‘ 'T ~
FG-1024 300617 Focal Pear Catheter 4]
Controller & Foot Petal FG-1017 300610 Controller n
FG-1018 300611 Foot Petal <
Cartridge FG-1013 300612 Cartridge (Box of 5) .
Recommended Endoscope A
EG34-i10 Video Gastroscope
Insertion Tube @ (mm) 11.6
Min. Instrument Channel @ (mm) 3.8
; FG-1018 FG-1028 / FG-1024
Working Length (mm) 1050 C2 CryoBalloon™ C2 CryoBalloon™ Standard
Tip angulation up/down (°) 210/120 Foot Pedal and Pear Catheters
Tip angulation right/left (°) 120/120
Field of view (°) 140
Remarks HD+, Close Focus, Wide Therapeutic Option, Water Jet System

With C2, | can offer my
patients the latest and
most effective treatment
options and develop a
more comprehensive

Barrett's center. FG-1013 FG-1017
Harshit S. Khara, MD. FACG, FASGE C2 CryoBalloon™ Cartridge C2 CryoBalloon™

Clinical Associate Professor of Medicine (Box of b) Controller
Director of Endoscopy
Geisinger Medical Center
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ERCP Endoscopes

Min. Instrument

Product Insertion Tube o Working Length ~ Tip angulatig)n Tip angulatioon il of viswy @) | Bemmis
@ (mm) (mm) up/down (°) right/left (°)
@ (mm)
ED32-i10 Video Slim DEC™ Duodenoscope 10.8 3.2 1250 120/90 105/90 105 (retro 15) | HD, DEC™ (Disposable Elevator Cap)
ED34-i10T2 Video DEC™ Duodenoscope 11.6 4.2 1250 120/90 105/90 100 (retro 10) | HD+, DEC™ (Disposable Elevator Cap)
ED34-i10cT2 I-DEC™ Duodenoscope 11.6 4.2 1250 120/90 105/90 100 (retro 12) | HD+, DEC™ (Disposable Elevator Cap)
ED34-i10cT I-CAP™ Duodenoscope 1.6 4.2 1250 120/90 105/90 100 (retro 12) | HD+, CAP™ (Detachable, Reusable Distal End 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
A Min. Instrument . ) . ) )
Insertion Tube Working Length  Tip angulation Tip angulation " g &
Product & (. Channel (i up/down {°) right/left (°) Field of view (°) Remarks
@ (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 IMAGINA
) Advanced imaging - - . s L Dimensions
Product Light Source o - 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, Up tox 2.0 400 x 172.6 x 471Tmm
Video Processor with endoscope, not into the | enhancement (SE, CE, smartphone-like / 13kg
i-scan and LED Technology | processor) TE) touchscreen
Processor INSPIRA
. . Dimensions
Product Light Source Advan_c_ed Digital Output Arislag User Interface Digital Zoom Image Freeze Red_ Compatible video WxHxD/
modalities Output Enhancement scan Density endoscopes e
EPK-i8020c LED Digital and optical | DVI, 3G-SDI, Y/C 7 inch Yes i-scan (Surface Yes Yes*** 90K, 90i, J10, i10, 400 x 205 x 520
INSPIRA™ enhancement HD-SDI, 12G-SDI customizable Enhancement, Contrast i10c and i20c series; mm, 24 kg
Video Processor (IE/OE) (4K) touchscreen Enhancement, Tone Not all models are

with individual
profile setting

Enhancement),

OE-Optical Enhancement
(Mode 1 & 2); Auto-HDR;
D-Range expansion

compatible. For
details, contact your
local PENTAX Medical
service facility.

*Real-time Tissue Elastography

**Dynamic Contrast Harmonic Imaging

***Activation required
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ERCP Endoscopes

Min. Instrument

Insertion Tube o Working Length  Tip angulat|§>n Tlp angulanoon il of viswy @) | Bemmais
@ (mm) (mm) up/down (°) right/left (°)
@ (mm)
ED34-i10T2 Video DEC™ Duodenoscope 11.6 4.2 1250 120/90 105/90 100 (retro 10) | HD+, DEC™ (Disposable Elevator Cap)
ED32-i10 Video Slim DEC™ Duodenoscope 10.8 3.2 1250 120/90 105/90 105 (retro 15) | HD, DEC™ (Disposable Elevator Cap)
ED34-i10cT2 I-DEC™ Duodenoscope 11.6 4.2 1250 120/90 105/90 100 (retro 12) | HD+. DEC™ (Disposable Elevator Cap)
ED34-i10cT I-CAP™ Duodenoscope 11.6 4.2 1250 120/90 105/90 100 (retro 12) | HD+, CAP™ (Detachable, Reusable Distal End 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

& (. Channel (e up/down (°) 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) 513, 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 IMAGINA
. Advanced imaging - - S s . Dimensions
Product Light Source modalities Video Output Digital Input Printerspecific 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, Up tox 2.0 400 x 172.6 x 471mm
Video Processor with endoscope, not into the | enhancement (SE, CE, smartphone-like / 13kg
i-scan and LED Technology | processor) TE) touchscreen
Processor INSPIRA
. . Dimensions
Product Light Source Advan_c_ed Digital Output An2log User Interface Digital Zoom [Ma0e jecze Req Compatible video (WxHxD/
modalities Output Enhancement scan Density endoscopes sl
EPK-i8020c LED Digital and optical | DVI, 3G-SDI, Y/C 7 inch Yes i-scan (Surface Yes Yes*** 90K, 90i, J10, i10, 400 x 205 x 520
INSPIRA™ enhancement HD-SDI, 12G-SDI customizable Enhancement, Contrast i10c and i20c series; mm, 24 kg
Video Processor (IE/OE) (4K) touchscreen Enhancement, Tone Not all models are

with individual
profile setting

Enhancement),
OE-Optical Enhancement
(Mode 1 & 2); Auto-HDR;
D-Range expansion

compatible. For
details, contact your
local PENTAX Medical
service facility.

*Real-time Tissue Elastography

**Dynamic Contrast Harmonic Imaging

***Activation required
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ERCP Endoscope

Min. Instrument

Product Insertion Tube o Working Length ~ Tip angulat|oon Tlp angulanoon il of viswy @) | Bemmis
@ (mm) (mm) up/down (°) right/left (°)
@ (mm)
ED32-i10 Video Slim DEC™ Duodenoscope 10.8 3.2 1250 120/90 105/90 105 (retro 15) | HD, DEC™ (Disposable Elevator Cap)
Endoscopic Ultrasound (EUS) Endoscopes
g Min. Instrument . ] . . .
Product Insertion Tube s Working Length ~ Tip angulat|§m T|[_) angulanoon Ficlkl o vicw @) | Femars
2 (mm) (mm) up/down (°) right/left (°)
@ (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 121 2.4 1250 150/70 70/70 140 Radial, RTE*, dCHI**, Frequency (MHz) 5 -13, Scan angle (°) 360
Processor IMAGINA
. Advanced imaging - - S s . 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, Uptox2.0 400 x 172.6 x 4717mm
Video Processor with endoscope, not into the | enhancement (SE, CE, smartphone-like / 13kg
i-scan and LED Technology | processor) TE) touchscreen
Processor INSPIRA
. . Dimensions
. Advanced - Analog - Image Freeze Red Compatible video
Product Light Source modalities Digital Output Output User Interface Digital Zoom Enhancement R Density endoscopes (WV\>/<eli—€|;r>1<t)D /
EPK-i8020¢c LED Digital and optical | DVI, 3G-SDI, Y/C 7 inch Yes i-scan (Surface Yes Yes*** 90K, 90i, J10, i10, 400 x 205 x 520
INSPIRA™ enhancement HD-SDI, 12G-SDI customizable Enhancement, Contrast i10c and i20c series; mm, 24 kg
Video Processor (IE/OE) (4K) touchscreen Enhancement, Tone Not all models are

with individual
profile setting

Enhancement),
OE-Optical Enhance

(Mode 1 & 2); Auto-HDR;

D-Range expansion

compatible. For
details, contact your
local PENTAX Medical
service facility.

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

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
4K Monitor premium performance (ADLINK)
Accessories
Product Remarks

OE-AB5 Sterile Disposable Elevator Cap (DEC™)

To be used with ED32-i10 Video
DEC™ Duodenoscope

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

EGA-501 - CO, insufflator

Senator30 - suction pump

[

Product

Main Units

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

Split Neutral Electrode, 90 cm2, 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 cm2, EASY (100 pieces)

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)

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

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 Inszr‘t(LcT)]r:T;l;ube Channel Worki(r;r?nl;)ength Tilf)p;:lggxl:t(ign 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
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

Basic diagnosis and treatment

Endoscopes

Insertion Tube

Min. Instrument

Working Length

Tip angulation

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
BS-LL1 LED Light Source Battery-type -

for BS series only

Dimensions 32 mm (W) x 32 mm (H) x 88 mm (D)
Weight 0.11 kg

Power supply Lithium Battery 3V DC

Power consumption [W] 250 mW max.

Lamp White LED
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Pulmonology | od A | -

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 ) . o
Product & i Channel (e up/down () 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

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 ) . o
Product & i Channel (e up/down () Field of view (°) Remarks
o (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 35 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 2.65 600 160/130 95 portable, LSV (Light Source Versatility) Solution, Suction Control Valve
Light Source

BS-LL1 LED Light Source Battery-type - for BS series only

Dimensions 32 mm (W) x 32 mm (H) x 88 mm (D)

Weight 0.11 kg

Power supply Lithium Battery DC3V

Power consumption 250 mW max.

Lamp White LED
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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 Inszn(ir%r:J)Ube Mm.clr?:;r#ér et Worki(p;_\;nl]_)e ngth Tilf)p?ggxlst(i%n 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, composits 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 A i @
Product & i Channel (e up/down {°) Field of view (°) Remarks
@ (mm)
VNL8-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
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

9372HD Digital capture model

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

Stroboscope Light Source

Product

Laryngeal Strobe 9400

Remarks

Xenon (strobe) light source with automatic brightness

control, fundamental frequency triggering via laryngeal
microphone, two speeds of vocal fold display, and interface to
PENTAX Medical Digital Capture Module.
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ENT

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)
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
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ENT

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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Urology

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

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 ) . o
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
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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 automated pre-cleaning,

drying and storage

Automated Brushless Endoscope Channels

Pre-Cleaning Solution

AquaTYPHOON™
Characteristic / Parameter Value
Reference AquaTYPHOON
Power supply / electrical network 100-240V
Maximal power 100W
50-60 Hz

Frequency

Pressure regulator - delivery pressure

0 to 5 bar (75.52 psi)

Medical air inlet pressure

3 bar (43.51 psi)

Minimal gas flowrate

70 I/min

Minimal water inlet pressure

3 bar (43.51 psi)

Dimensions (length / width / height)

300/280/260 mm (11.8/11.0/10.2 in)

Net Weight

10.7 kg (16.53 Ib)

Ingress protection rating

IPX2

AquaTYPHOON™ Cycle Times

Endoscope Type Automated Pre-Cleaning Time
EBUS, bronchoscopes,naso-laryngoscopes, cystoscopes, 2 min
ureteroscopes

Gastrointestinal (Gl) endoscopes 5 min

EUS endoscopes, twin channel Gl endoscopes 7 min

Reprocessing
Solution

093 AUTOMATED
PRE.CLEANING
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Endoscope automated pre-cleaning,
drying and storage

Premium Endoscope Drying and Storage Solution

PlasmaTYPHOON+ PlasmaTYPHOON
Characteristic / Parameter Value Characteristic / Parameter Value
Reference TYPHOON+ Reference Typhoon V2TD
Power supply / electrical network 110-240V Power supply / electrical network 220-240V
Frequency 50-60 Hz Frequency 50-60 Hz

Pressure regulator - delivery pressure

0 to b bar (72.52 psi)

Pressure regulator - delivery pressure

0 to b bar (72.52 psi)

Medical air inlet pressure

3 bar (43.51 psi)

Medical air inlet pressure

3 bar (43.51 psi)

Minimal gas flowrate 60 I/min Minimal gas flowrate 60 I/min
Dimensions (length / width / height) 300/280/260 mm (11.8/11.0/10.2 in) Dimensions (length / width / height) 250/250/250 mm (9.8/9.8/9.8in)
Net Weight 10.7 kg Net Weight 75 kg

PlasmaTYPHOON+ and PlasmaBAG ECO System Cycle Times

PlasmaTYPHOON and PlasmaBAG System Cycle Times

Endoscopic Type Drying Cycle Time  Storage Cycle Time Endoscope Type Drying Cycle Time  Storage Cycle Time
Ureteroscope, cystocope 1 min 5s Pediatric bronchoscope, nasolaryngoscope, ureteroscope, 1 min bs
) cystoscope (channel diam. <1.5mm
Bronchoscope, ultrasound bronchoscope (EBUS), 1Tmin30s 5s 4 pe ( )
nasolaryngoscope Bronchoscope, ultrasound bronchoscope (EBUS), 1Tmin30s Bs
. nasolaryngoscope, ureteroscope, cystoscope (channel diam.
Gastroscope, duodenoscope, enteroscope, colonoscope 2min30s 5s o1 5mr\1/1)g P pe. ey pe (
Gastromtestln_al ultrasound enc_ioscope (EUS), gastrointestinal 3 min 5s Gastroscope, duodenoscope, enteroscope, colonoscope 2 min30s 5s
endoscope with double operating channel
] Gastrointestinal ultrasound endoscope (EUS 5 min bs
Endoscopes without channels and transeophageal (TEE/TOE) - bs pe )
ultrasound probes Endoscopes without channels and transeophageal (TEE/TOE) - bs
ultrasound probes
:D carbon neutral  This systemis fully compatible with all major endoscope brands. PlasmaBAG
| rtnOtce com | D477 8ar721 PlasmaBAG is a single-use bag specifically designed for endoscope storage up to 31 days?), used in
combination with the PlasmaTYPHOON or PlasmaTYPHOON+. Carbon emissions from PlasmaBAG Description Reference Characteristics
production are compensated in a reforestation project in Togo.
Th t tion Pl BAG is additionall duced fi t least 80% led plastic and certified . . .
th:ﬁ: gﬁr;e;gg |a§2|fna 15 adationatly procced from at least 817 recycled piastic and certities Standard PlasmaBAG PBag size: 60cm x 50cm, packaging: 400 units
‘www.blauer-engel.de/.u30a 1) Validated for up to 744 storage hours (31 days) according to NF EN 16442 norm. The maximum XL PlasmaBAG PBagXL size: 70cm x 64cm, packaging: 250 units
storage time may be subject to local regulations on endoscope storage. - d - -
PlasmaTYPHOON™ and PlasmaBAG™ are registered trademarks of PlasmaBiotics SA. Al rights XXL PlasmaBAG PBagXXL size: 84cm x 60cm, packaging: 300 units
reserved. PlasmaBAG ECO (Blue Angel certified) | PBag ECO size: 62cm x 52cm, packaging: 400 units
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Product Compatibility Chart

" CP-1000 AquaTYPHOON /
L o 0 Epkisozoc | SPKUON0 | EPK3000 | EPK-5500c | EPK-V1500c | VIVIDEO | KAYSST2HD | BSLLILED | pipgnatypHOON /
INSPIRA™ lus DEFINA IMAGINA VERSA Video Ca gture Bgtte tybe PlasmaTYPHOON+ and
P Processor P ry-typ PlasmaBAG Systems
i20c X
i10 X X
Advanced diagnosis and K10 X X X
treatment
Upper Gl and 90i X X X
Lower GI 90K X* X X X
Diagnostic and §tandard i10c X X X
therapeutics
Basic diagnosis and V10c X X
treatment
Advanced diagnosis and 10, i10c, J10U X X X
treatment
Biliopancreatic ~ D'29"0Stic and standard i10c, J10U X X X J10U) X
therapeutics
Basic diagnosis and i10¢, J10U X X X (J10U) X
treatment
Advanced diagnosis and i10c, J10, J10U X X X (J10, J10U) X
treatment
Pulmonology ~~ Diegnosticandstandard 1 15 116 70k | x (J10, J10U) X X X
therapeutics
Basic diagnosis and V. RBS X (RBS-series) X
treatment
Advanced diagnosis and 70K X X
treatment
Intubation o ;
Basic diagnosis and RBS X X
treatment
Advanced diagnosis and J10 X X X
treatment
ENT Diagnostic and §tandard J10, CP J10 J10 cP X
therapeutics
Basic diagnosis and RP3, RBS X RBS X
treatment
Diagnostic and ;tandard 75K X
therapeutics
Urology o ;
Basic diagnosis and RBS X X

*Limited compatibility
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Device

All Others

Digital Capture 9372HD

VERSA System

G-EYE® System

Medical Monitors and
PENTAX ZeroWire

Trolleys

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

AquaTYPHOON,
PlasmaTYPHOON and
PlasmaBAG Systems

ENDO PLUS and ARC PLUS
filter set

Manufacturer u

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

PENTAX of America, Inc.
3 Paragon Drive, Montvale
NJ 07645, USA

PENTAX-Aohua Medical Technologies Co. Ltd.

East of 3rd Floor, Block C, Building 1,

No.5 Shenwang Road, Minhang District,

201108 Shanghai, PR. China

Smart Medical Systems Ltd.
5 HaNofar St.
Ra'anana 4366404, Israel

NDS Surgical Imaging LLC
5750 Hellyer Avenue
San Jose, California 95138, USA

ITD GmbH
Sportplatzstralte 3
84381 Johanniskirchen, Germany

Medivators Inc.
14605 28th Ave N, Minneapolis
MN 55447, USA

BOWA-electronic GmbH & Co. KG
Heinrich-Hertz-Strasse 4-10
72810 Gomaringen, Germany

Ardo medical AG
Gewerbestrale 19
6314 Unterageri, Switzerland

PLASMABIOTICS SAS
116 Quai de Bezons
95106 Argenteuil Cedex, France

Pall Medical - A Division of Pall International

Sarl

Avenue de Tivoli 3, CH-1700 Fribourg,

PENTAX Europe GmbH
Julius-Vosseler-Str. 104
22527 Hamburg, Germany

PENTAX Europe GmbH
Julius-Vosseler-Str. 104
22527 Hamburg, Germany

PENTAX Europe GmbH
Julius-Vosseler-Str. 104
22527 Hamburg, Germany

MedNet GmbH
BorkstraRe 10
48163 Munster, Germany

Novanta Europe GmbH
Parkring 57-59,
85748 Garching, Germany

Cantel Medical (ltaly) S.r.l.,
Vai Laurentina, 169,
00040 Pomezia (RM), Italy

Ardo medical GmbH
Argelsrieder Feld 10
82234 Oberpfaffenhofen, Germany

Pall Genedisc Technologies
1 Rue du Courtil
Centre d'Affaires Cicea - Bat 1

Notified Body (if applicable) and
Medical Device classes

TUV Siid CE0123

Medical Device classes |, Is, Ila, and llb

Medical Device class |

TUV Rheinland CE0197
Medical Device class Ila

MEDCERT CE0482
Medical Device classes | and Ila

Medical Device class |

Medical Device class |

NSAI CE0050
Medical Device class Ila

TUV Stid CE0123
Medical Device classes | and Ilb

TUV Std CE0123
Medical Device class Ila

Medical Device class |

ECM CE1282
Medical Device class Ila

Switzerland 35170 Bruz, France
Distributors
EMEA Headquarters Spain France Turkey
Germany PENTAX Medical Iberia S.A.U. PENTAX France Life Care S.A.S PENTAX Turkey

PENTAX Europe GmbH Avenida del Sistema Solar 25
Julius-Vosseler-Strafse 104 28830 San Fernando de Henares
22527 Hamburg Madrid

T +4940/56192-0 T +3491-301-6240 T +331/30257575

F +4940/5604213 F +3491-751-3115 F +331/3025 7445
info.emea@pentaxmedical.com atencionalcliente.ES@Pentaxmedical.com clients.fr@pentaxmedical.com

116 Quai de Bezons
B.P. 204
95106 ARGENTEUIL CEDEX

Italy United Kingdom Russia

PENTAX ltalia S.r.l. PENTAX U.K. Limited Moscow Representative office

Via Clemente Prudenzio, 16 PENTAX House of PENTAX Europe GmbH (Germany)

20138 Milano Heron Drive, Langley 1-ya Tverskaya-Yamskaya ulitsa, 25,

T +3902-5099581 Slough SL3 8PN stroenie 1, 6th floor

F +39 02-49600535 T +441753/792733 125047, Moscow

marketing.lifecare@pentaxitalia.it F +441753/792794 T +7 4959951091
medical.uk@pentaxmedical.com F +7 495 995 10 91 (fax ext. 234)

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
may change without notice.

Latest update: April 2023

www.pentaxmedical.com © Copyright 2023 HOYA Corporation. All rights reserved.

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

Maslak - Istanbul

T +90212/70505 26

F +90212/705050

Netherlands

PENTAX Nederland B.V.
Edisonring 6

6669NB Dodewaard

T +3188/5303030

F +3188/5303040
info.nl@pentaxmedical.com

PENTAX
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— PENTAX
- Instructiuni de utilizare MEDICAL

Videoendoscop PENTAX pentru tractul Gl superior
—  Videocolonoscop PENTAX

Operarea

EG-2990Zi
EC-3890LZi/FZi/MZi

Pentru curatare, dezinfectare de nivel inalt si sterilizare a produsului dupa utilizare,
consultati instructiunile de utilizare separate (reprocesare) care poarta denumirea modelului

instrumentului.







Instructiuni de utilizare

Instructiunile de utilizare (denumite in cele ce urmeaza ,IDU") contin informatii esentiale, cum sunt
procedurile de operare si precautiile pentru manipulare, pentru utilizarea acestui endoscop in conditii
de siguranta si eficienta. Inainte de utilizare, trebuie sa intelegeti pe deplin si sa urmati in mod adecvat
continutul IDU si al manualelor de instructiuni pentru toate echipamentele care urmeaza sa fie utilizate in
mod combinat. Nu utilizati acest endoscop Tn niciun alt scop decét cel pentru care este destinat.

In plus, trebuie s cititi si s& intelegeti pe deplin continutul IDU separate pentru reprocesare (denumite in
cele ce urmeaza ,IDU (Reprocesare)”). Utilizarea inadecvata a produsului poate conduce la deteriorarea
echipamentului sau la provocarea unor leziuni, incluzand, fara limitare, arsuri, electrocutare, perforatie,
infectie si sngerare.

Aceste IDU nu descriu proceduri specifice de endoscopie. Procedurile specifice de urmat trebuie stabilite
prin decizia unui profesionist in domeniul medical.

Daca avetiintrebari sau preocupari cu privire la informatiile cuprinse Tn aceste IDU, va rugam sa contactati
unitatea locala de service PENTAX Medical.

Continutul IDU poate fi modificat fara notificare prealabila.

Reproducerea neautorizata a oricarei parti a acestor IDU este interzisa.

Pastrati aceste IDU si toate manualele de instructiuni conexe intr-un loc sigur, accesibil.

Cuvinte de semnalizare si simboluri

Cuvinte de semnalizare
Urmatoarele cuvinte de semnalizare sunt utilizate pe intregul cuprins al acestor IDU.

: Indica o situatie care, daca nu este evitata, poate provoca decesul sau vatamarea
Avertizare =
grava.
if Precautic Indica o situatie potential periculoasa care, daca nu este evitata, poate provoca
vatamarea minora sau moderata ori deteriorarea echipamentului.
EI Nota Indica informatii suplimentare sau utile in legatura cu utilizarea.
Simboluri

Semnificatia simbolurilor de pe endoscop, accesorii si/sau ambalaj este urmatoarea:

Simbol Descriere

A Precautie
& Data fabricatiei

Parte aplicata de tip BF

Producator

@ Respectati instructiunile de utilizare

m Reprezentant autorizat pentru Comunitatea Europeana

Acest product respecta standardele aplicabile armonizate in baza Directivei 93/42/CEE si in baza
Directivei 2011/65/UE.
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Informatii importante: Va rugam sa cititi inainte de utilizare

Prezentare pe scurt a produsului

Endoscopul ofera vizualizarea subiectilor, sub iluminarea transmisa de la un videoprocesor dedicat, cu
ajutorul unui senzor de imagine solid, pozitionat la capatul distal al endoscopului si genereaza imagini
afisate pe monitorul video, prin intermediul videoprocesorului, in vederea observarii anatomiei-tinta.
Poate fi utilizat impreuna cu dispozitive endoscopice, care sunt introduse prin canalul pentru instrumente
al corpului de control.

De asemenea, endoscopul permite operarea angulatiei sectiunilor de indoire, prin actionarea butonului
de control al angulatiei, alimentarea cu aer/apa de la capatul distal al endoscopului, prin operarea valvei
de trecere a aerului/apei si suctiunea prin canalul pentru instrumente de la capatul endoscopului, prin
operarea valvei de control al suctiunii.

Destinatia de utilizare

B EG-29907i:

Acest videoendoscop PENTAX pentru tractul G.I. superior este destinat sa furnizeze o vizualizare optica
(prin intermediul unui monitor video) si accesul in scop terapeutic la nivelul tractului gastrointestinal
superior. Aceasta entitate anatomica include, fara a se limita la, organe, tesuturi si subsisteme: esofag,
stomac si duoden.

Acest endoscop este introdus pe cale orala sau nazala, conform deciziei medicului, in conditiile respectarii
indicatiilor conforme cu cerintele procedurii, la populatiile de pacienti adulti si copii.

B Seria EC-3890Zi:

Aceste videocolonoscoape PENTAX sunt destinate sa furnizeze o vizualizare optica (prin intermediul unui
monitor video) si accesul in scop terapeutic la nivelul tractului gastrointestinal inferior. Aceasta entitate
anatomica include, fara a se limita la, organe, tesuturi si subsisteme: intestinul gros, pana la cecum.
Aceste endoscoape sunt introduse pe cale rectala, in conditiile respectarii indicatiilor conforme cu
cerintele procedurii, la populatiile de pacienti adulti si copii.

Aplicatie

Scopuri medicale Furnizare de imagini pentru observare, diagnostic, vizualizare si tratament.

Pacienti de toate varstele, de la copii la adulti, pe care medicul i considera ca fiind eligibili pentru

Populatia de pacienti . .
pulal P ’ utilizarea acestui endoscop.

EG-29907i; Tractul gastrointestinal superior (esofag, stomac) si duoden

Zona anatomica vizata . . . - .
Seria EC-3890Zi; Intestinul gros si ileonul terminal

Medici (specialisti care au fost omologati de catre autoritatea administrativa pentru siguranta
procedurilor endoscopice in fiecare institutie medicala. Daca sunt definite cerinte de eligibilitate
Calificarile utilizatorului de catre un organism oficial cum ar fi o entitate guvernamentala si/sau o societate academica,
respectati acele cerinte).

Nu este necesar un instructaj specific pentru utilizarea acestui endoscop.

Locul utilizarii O institutie medicala

Clasificare
Gradul de protectie impotriva socului Parte aplicata tip BF (cand este conectat la un videoprocesor PENTAX Medical
electric pentru partile aplicate compatibil)

Gradul de protectie Impotriva infiltrarii

apei IPX7 (cu capacul de scufundare atasat)

Mod de operare Operare continua




Specificatii

B Mediu
Temperatura aerului intre 10 si 40 °C
Mediu de functionare Umiditate relativa intre 30 si 85%
Presiunea aerului intre 700 hPa si 1.060 hPa
Temperatura aerului -20-60 °C
Mediu de depozitare/transport Umiditate relativa intre 0 si 85%
Presiunea aerului intre 700 hPa si 1.060 hPa

B Versiunea de software
Consultati coperta din spate pentru

B Specificatiile endoscopului

versiunea de software pentru fiecare model.

Pentru detalii, consultati ,,Specificatiile endoscopului” (p. 80).

Produse compatibile

Aceasta sectiune descrie echipamentele care pot fi utilizate in asociere cu acest endoscop. Pentru mai

multe detalii, consultati ,,Diagrama sistemului” (p. 81).

Pentru echipamentele utilizate in mod asociat in timpul curatarii/dezinfectarii de nivel Tnalt/sterilizarii,

consultati IDU separate (reprocesare) ale acestui endoscop.

Combinatiile de echipamente si accesorii care pot fi utilizate impreuna cu acest produs sunt enumerate

mai jos.

Inainte de utilizare, produsul trebuie s& fie pregatit si inspectat conform celor descrise in aceste IDU.

A Avertizare

PENTAX Medical nu garanteaza compatibilitatea cu produsele care nu sunt listate.
contactati producatorul echipamentului sau accesoriului pentru a
confirma compatibilitatea, precum si instructiunile de utilizare pentru produsele PENTAX Medical.

Daca produsele NU sunt listate,

= ot

Atunci cand acest endoscop este utilizat in asociere cu alte echipamente, in functie de modul
de conectare, poate avea loc o functionare defectuoasa si/sau evenimente neprevazute pentru
pacienti si/sau personalul medical. Se recomanda verificari ale functionarii si un management
al riscului asociate cu asemenea schimbari, Tn special atunci cand echipamentele utilizate in

asociere sunt schimbate, adaugate sau actualizate.

Bl Procesor video

Modelele de videoprocesor care pot fi conectate la aceste endoscoape sunt date mai jos. Pentru
instructiuni privind operarea videoprocesorului, consultati IDU ale videoprocesorului respectiv.

Nume model

Denumire marca

Seria EPK-i7000

Seria EPK-i5000

PENTAX Medical

EPK-i




Reprocesarea inainte de prima utilizare, reprocesarea si depozitarea dupa
utilizare

B Reprocesarea inainte de prima utilizare

Endoscopul identificat in aceste IDU este un dispozitiv semi-critic reutilizabil. Intrucat este ambalat in
conditii nesterile, trebuie supus proceselor de curatare si de dezinfectare de nivel inalt sau de curatare
si de sterilizare sau de curatare si de dezinfectare urmate de sterilizare suplimentara (daca este cazul)
fnainte de utilizarea initiala, conform IDU separate (reprocesare) aferente acestui produs. Reprocesarea
insuficientd poate creste riscul de contaminare incrucisata.

= o

Sintagma ,, dezinfectare de nivel Thalt” din aceste IDU se refera la dezinfectarea endoscopului si
a accesoriilor cu un dezinfectant complet virucid.

M Reprocesarea

Dupa utilizare, endoscopul trebuie supus operatiunilor de curatare, de dezinfectare de nivel inalt si/sau
de sterilizare si apoi depozitat. Curatarea, dezinfectarea de nivel inalt si/sau sterilizarea insuficienta si/
sau incompleta a acestui endoscop pot avea ca rezultat functionarea defectuoasa a endoscopului si/sau
deteriorarea acestuia si pot crea un risc de infectie pentru pacient si/sau pentru utilizatori.

A Avertizare

Cand utilizati un endoscop si accesoriile sale la pacienti cu boala Creutzfeldt-Jakob (CJD) sau cu
o varianta a bolii Creutzfeldt—-Jakob (vCJD), utilizati numai endoscoape/echipamente dedicate.
Instrumentele si echipamentul utilizate la acesti pacienti trebuie eliminate pentru ca sa nu se
poata refolosi la un alt pacient. Agentii patogeni care cauzeaza aceasta boala, numiti ,prioni”,
nu pot fi distrusi sau inactivati prin metodele de curatare, dezinfectie si sterilizare specificate in
aceste IDU. Pentru informatii mai detaliate referitoare la manipularea instrumentelor contaminate
cu prioni, va rugam sa consultati indrumarile valabile pentru tara/regiunea dumneavoastra.

M Depozitarea dupa utilizare

A Avertizare

Respectati indrumarile de mai jos. Nerespectarea acestora poate conduce la contaminarea
endoscopului cu bacterii sau generarea unui risc de infectie pentru pacienti si/sau utilizatori.

- Asigurati-va ca toate accesoriile detasabile, cum sunt valva de trecere a aerului/apei, valva
de control al suctiunii, garnitura orificiului de intrare, adaptorul de curatare si capacele de
scufundare sunt indepartate de pe endoscop in momentul depozitarii.

— NU depozitati endoscopul in zone cu umiditate Tnalta sau cu temperatura inalta.

— NU depozitati endoscopul, componentele sale si accesoriile in cutia de transport.

— Asigurati-va ca endoscopul, componentele sale si accesoriile sa fie complet lipsite de
umiditate inainte de a fi depozitate.

- Tnainte de urmatoarea utilizare, endoscopul, componentele sale si accesoriile, daca au fost
depozitate in mod inadecvat sau pe o perioada lunga de timp, trebuie supuse unor procese
corespunzatoare de curatare, de dezinfectare de nivel inalt si/sau de sterilizare, conform
instructiunilor din IDU separate (reprocesare).



A Precautie

Respectati masurile de precautie de mai jos atunci cand depozitati endoscoapele, accesoriile
acestora sau dispozitivul. Nerespectarea acestor masuri poate conduce la deteriorarea bunurilor.

Portiunea de insertie a endoscopului, cablul ombilical si dispozitivele endoscopice trebuie
pastrate in pozitie cat mai dreapta in timpul depozitarii.

— A se feri de substante chimice, de lumina solara directa sau de razele ultraviolete.

Mentineti distante adecvate intre endoscop, accesoriile acestuia si dispozitive, astfel incat
acestea sa NU se loveasca intre ele.

= o

Se recomanda ca endoscopul sa fie depozitat atdrnat in jos, cat mai drept posibil, intr-o incapere
sau incinta bine ventilata, dedicata depozitarii endoscoapelor.

Pentru depozitarea dupa utilizare, consultati si IDU separate (reprocesare) aferente acestui endoscop.

Avertizari si precautii generale

A Avertizare

Institutia medicala trebuie sa determine care sunt restrictiile de utilizare a acestui endoscop
sau cazurile cand acesta nu se utilizeaza la pacientii cu imunitate scazuta.

Atat utilizatorii, cat si personalul care asista, trebuie sa poarte intotdeauna echipament de
protectie (cum sunt manusi, ochelari de protectie, masti, halate de uz medical etc.) pentru a
reduce la minimum riscul de contaminare ncrucisata, intrucat lichidele corporale provenite
de la pacient pot fi dispersate de la componentele instrumentului, cum sunt orificiul de intrare
al canalului pentru instrumente si valva de control al suctiunii.

NU utilizati acest endoscop in niciun alt scop decat cel pentru care este destinat. Acest lucru
ar putea cauza vatamarea pacientului.

NU utilizati acest endoscop impreuna cu alte echipamente decat cele care au fost specificate
pentru utilizare combinata. Operarea endoscopului in modul de stop-cadru sau de magnificare
poate conduce la deteriorarea endoscopului si la ranirea pacientului.

NU scéapati acest endoscop pe jos si nu il supuneti la socuri puternice. Aceasta poate
produce deteriorarea endoscopului. in mod special, NU aplicati socuri puternice pe suprafata
lentilei aflata la capatul distal. Pot aparea anomalii vizuale, care se pot solda cu evenimente
neprevazute.

Atasati/conectati un dispozitiv corespunzator la conectorii conectorului de PVE, precum ra-
cordul de suctiune, portul pentru aer/apa, conectorul de ventilare sau terminalul de feedback,
conform IDU.

Verificati intotdeauna imaginea endoscopica in timpul angularii endoscopului, alimentarii cu
aer/apa si suctiunii, utilizarii dispozitivelor endoscopice precum si introducerii si retragerii
endoscopului. Asigurati-va ca aceste operatiuni sa se desfasoare in modul normal (fara stop-
cadru, fara magnificare). Operarea endoscopului in modul de stop-cadru sau de magnificare
poate conduce la deteriorarea endoscopului si/sau la ranirea pacientului.

NU introduceti sau retrageti endoscopul in mod fortat. Acest lucru poate conduce la
deteriorarea endoscopului si/sau la ranirea pacientului, aceasta incluzand sangerare si
perforatie.

NU efectuati observatii in retroflexie in interiorul unui lumen ingust. Acest lucru ar putea
cauza vatamarea pacientului sau ar putea face imposibila retragerea endoscopului.
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A Avertizare

Dupa utilizarea accesoriilor operationale/de curatare (de exemplu forceps, ace, anse, perii etc.)
impreuna cu endoscopul, verificati cu atentie daca toate accesoriile sunt intacte si ca nu exista
parti cdzute sau care au intrat in canalul pentru instrumente/suctiune al endoscopului. in plus, tineti
evidenta tuturor dispozitivelor terapeutice (de exemplu cleme, stenturi etc.) care sunt trecute prin
canal. In cazul in care canalul pentru instrumente/suctiune se blocheaza sau se infunda din cauza
acumularii de resturi, din cauza unui accesoriu care nu poate fi indepartat sau din alta cauza, NU
incercati s& inlaturati blocajul sau sa continuati sa utilizati endoscopul. Intr-un asemenea caz,
contactati unitatea locala de service PENTAX Medical pentru repararea endoscopului. Utilizarea
unui endoscop ce are canalul intern blocat poate conduce la o reprocesare ineficienta si/sau la
introducerea de resturi si/sau de componente ale dispozitivului in corpul pacientului in cursul unei
proceduri ulterioare, ceea ce genereaza un risc de contaminare incrucisata.

A Precautie

e NU rasuciti, rotifi sau indoifi excesiv niciuna dintre portiunile de insertie, elementele de
detensionare sau cablul ombilical. Aceasta poate produce deteriorarea endoscopului.

e NU loviti butoanele de actionare la distanta cu obiecte dure si nu le trageti sau rasuciti.
Procedand astfel, endoscopul poate suferi deteriordri interne care pot cauza scurgeri de apa.

e NU atasati sau detasati conectorul de PVE al endoscopului in timp ce alimentarea
videoprocesorului este pornita. Aceasta poate produce deteriorarea endoscopului.

e Se pot produce interferente electromagnetice in apropierea echipamentelor marcate cu
simbolul de mai jos sau in apropierea echipamentelor de comunicatie RF mobile, cum sunt
telefoanele mobile. Daca au loc interferente electromagnetice, reorientati sau repozitionati
endoscopul ori ecranati locatia de utilizare.

)

Gestionarea procesului de intretinere
Durata de viata a acestui endoscop este de 6 ani de la data livrarii, cu conditia respectarii prevederilor
de mai jos.
e Efectuatiinspectia Thainte de utilizare, intretinerea dupa utilizare si inlocuirea consumabilelor conform
prevederilor acestor IDU.
e Reparatiile siinspectiile periodice trebuie sa fie efectuate de un specialist indicat de PENTAX Medical,
cu o frecventa cel putin anuala.
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Continutul ambalajului

1 _1 . Continutul ambalajului

Verificati continutul ambalajului conform cu lista separatd a accesoriilor standard, furnizata impreuna cu
acest produs. Pentru un tablou detaliat al continutului/accesoriilor, consultati Figura 1.1 si 1.2 din IDU.
Daca exista componente deteriorate sau lipsa, nu utilizati endoscopul; contactati imediat unitatea locala
de service PENTAX Medical. (optional, in functie de model)

B Endoscop

@%

Figura 1.1

B Accesorii

Capac de scufundare din PVE (OE-C9) Garnitura orificiului de intrare (OF-B190) Perie de curatare (CS-C9S)
(instalata)

Perie de curatare (CS6021T) Adaptor pentru curatare Ulei siliconic lubrifiant (OF-Z11)
(OF-G17)

Figura 1.2
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B Accesorii

Adaptor pentru curatare Tub de irigare (OF-B113)
(OF-B153)

Set de inele in O (OF-B192%) Set de inele in O (OF-B127*¥) Seturi de valve de control (OE-C15)
* pentru valva de trecere a aerului/apei ** pentru valva de control al suctiunii
(OF-B188) (OF-B120)

7/

Husa distala Piesa bucala (OF-Z5) Valva de trecere a aerului/apei
(pentru EG-2990Zi, OE-AB8) (pentru EG-29907i) (OF-B188)
(pentru seria EC-3890Zi, OE-AB9) (instalata)
Valva de control al suctiunii (OF-B120) Adaptor pentru valva de control al jetului Capac conector jet de apa (OF-B118)
(instalata) de apa (OE-C12) (instalat)
(instalat)

B Dispozitiv endoscopic***
*** Acesta este un dispozitiv optional, in functie de regiunea de vanzari.

=0

Forceps de biopsie
(EC-3890LZi/3890FZi: KW2422R), (EC-3890MZi: KW2418R), (EG-2990Zi: KW2415R)

B Altele

IDU (operare; acest document) IDU (reprocesare) Lista accesoriilor standard

Figura 1.2
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Denumiri si functionalitati

2 - 1 . Corpul de control, portiunea de insertie

14

B Endoscop

B Vedere alternativa

Portiune de insertie
(Partile care vin in contact cu pacientul)

Sectiune de indoire

Capat distal

Husa distala
EG-2990Zi: OE-A58
Seria EC-3890Zi: OE-A59

S
1

Figura 2.1




Butoanele pentru control la distanta 1-3

Functiile atribuite fiecarui buton pot fi controlate de la distanta prin apasarea fiecaruia dintre butoanele
pentru control la distanta.

Atribuirea functiilor pentru butoanele de telecomanda 1-3 se efectueaza de pe videoprocesor.
Consultati IDU pentru videoprocesorul respectiv referitor la atribuirea functiilor pentru fiecare buton
de control la distanta.

2. Maneta de control al amplificarii imaginii
Functia de amplificare optica este disponibilda daca se utilizeazd maneta de control al amplificarii
imaginii.
3. Butonul de control al angulatiei sus/jos
Prin rasucire in directia ,,A U”, sectiunea de indoire se misca in sus.
Prin rasucire in directia ,,A D", sectiunea de indoire se misca in jos.
4. Maneta de blocare a angulatiei sus/jos
Prin rasucire in sens antiorar, indoirea in sus/in jos a sectiunii de indoire este blocata.
Prin rasucire in directia ,,F » ”, blocarea indoirii este inlaturata.
5. Butonul de control al angulatiei dreapta/stanga
Prin rasucire in directia ,,A R"”, sectiunea de indoire se misca spre dreapta.
Prin rasucire in directia ,, A L”, sectiunea de indoire se misca spre stanga.
6. Butonul de blocare a angulatiei dreapta/stanga
Prin rasucire in sens antiorar, indoirea in directie dreapta/stanga a sectiunii de indoire este blocata.
Prin rasucire in directia ,,F » “, blocarea indoirii este inlaturata.
7. Valva de control al suctiunii (OF-B120)
Atasatila cilindrul de suctiune. Apasati-o pentru a aspira lichide sau aer prin canalul pentru instrumente
al endoscopului.
8. Valva de trecere a aerului/apei (OF-B188)
Atasati la cilindrul de alimentare cu aer/apa. Prin acoperirea orificiului din partea superioara a valvei,
se alimenteaza cu aer de la duza pentru aer aflata la capatul distal al endoscopului. Prin apasarea
valvei, se alimenteaza apa de la duza pentru apa.
9. Element de detensionare
Elementul de detensionare protejeaza partile conectate.
10. Garnitura orificiului de intrare (OF-B190)
Garnitura orificiului de intrare este atasata pe orificiul de intrare in canalul pentru instrumente, pentru
a evita scurgerile de lichid/aer.
11. Eticheta cu numele modelului
Eticheta cu numele modelului prezintd numele modelului, diametrul minim al canalului pentru
instrumente si alte informatii conexe. (Figura 2.2)
Diametrul minim pentru canalul de
PENTAX instrumente
MEDICAL
Nume model
Figura 2.2
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2_2 . Conector

16

Contacte electrice

15 Conector PVE
(poate fi rotit cu 180°)

12 \ = ( Capac conector jet de apa
> (OF-B118)
Data fabricatiei 17
270"
Cablu ombilical

Numér de serie 7,

16

B Vedere alternativa

Figura 2.3

12. Cupla ghidajului pentru lumina
Cupla ghidajului pentru lumina transmite lumina primita de la sursa de lumina catre capatul distal al
endoscopului.
13. Racord de suctiune
Conectati tubul de suctiune al sursei de suctiune la racordul de suctiune.
14. Port pentru aer/apa
Conectati furtunul de alimentare cu aer/apa al ansamblului recipientului pentru apa la portul pentru
aer/apa.
15. Port pentru jet de apa
Aici se ataseaza un adaptor pentru valva de control al jetului de apa (OE-C12).
16. Adaptor pentru valva de control al jetului de apa (OE-C12)
Se utilizeaza prin atasarea la portul pentru jet de apa.
Atasati tubul de irigare (OF-B113) pentru a alimenta cu apa sterild prin duza pentru jet de apa de la
capatul distal al endoscopului, cu ajutorul unui seringi sau al unei pompe de irigare.
Atunci cand tubul de irigare nu este atasat, puneti dopul capacului pentru conectorul pentru jet de
apa (OF-B118).
17. Conector de ventilare
Atasati aici capacul de ventilare (OF-Cb) sau conectorul pentru endoscop al testerului de etanseitate.
18. Terminal de feedback
Cand utilizati un dispozitiv electrochirurgical, conectati cablul de feedback la endoscop (S-cord)
al unitatii electrochirurgicale sau cablul de impamantare cu condensator (OL-Z4/0OL-Z3: verificati
continutul ambalajului conform cu lista separata a accesoriilor standard, furnizata impreuna cu acest
produs.).



Pregatirea si inspectarea

Inainte de utilizare, endoscopul, accesoriile, videoprocesorul si alte componente trebuie pregatite siinspectate
cu atentie, conform IDU. Orice echipament utilizat in asociere cu endoscopul trebuie, la randul sau, sa fie

pregatit si inspectat in conformitate cu manualele de instructiuni respective.
Efectuati intotdeauna o inspectie pre-utilizare Tnainte de fiecare utilizare.

Daca se suspecteaza o anomalie in cursul inspectarii, nu utilizati endoscopul, ci trimiteti-l pentru reparatii,

conform ,,5-2. Returnarea endoscopului pentru reparatii” (p. 75).

A Avertizare

Efectuati intotdeauna o inspectie pre-utilizare inainte de fiecare utilizare. Nu utilizati NICIODATA un
endoscop care prezinta o suspiciune de anomalie. Nerespectarea acestei prevederi poate conduce la
functionare defectuoasa, deteriorarea endoscopului si/sau la ranirea pacientului si/sau a utilizatorului.

A Precautie

Asigurati-va ca existe pregatit un alt endoscop, pentru a evita intreruperea procedurii din cauza
defectarii endoscopului sau a unor evenimente neprevazute.

17

Pregatirea si inspectarea



3_ 1 . Pregatirea echipamentului

Pregatiti endoscopul, accesoriile, echipamentul auxiliar si echipamentul de protectie. Consultati ,,Produse
compatibile” pentru a pregati echipamentul auxiliar dupa cum este necesar; consultati IDU furnizate

ealeyoadsul IS ealnebaid

fmpreuna cu videoprocesorul pentru a efectua inspectarea acestuia.

B Endoscop

W Accesorii

Valva de trecere a aerului/apei
(OF-B188)

Valva de control al suctiunii (OF-B120)

Ulei siliconic lubrifiant (OF-Z11) Adaptor pentru valva de control al jetului

de apa (OE-C12)

)

L

\

S

ij

Capac conector jet de apa
(OF-B118)

Piesa bucala (OF-Z5)
(pentru EG-29902i)

Garnitura orificiului de intrare (OF-B190)

M

Tub de irigare (OF-B113)

O0g-458

Husa distala
(pentru EG-2990Zi, OE-A58)
(pentru seria EC-3890Zi, OE-AB9)
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B Echipament auxiliar

Dispozitiv endoscopic

Sursa de suctiune

Valva pentru alimentare cu gaz/apa Adaptor pentru gaz (OF-G11%)
(OF-B194%) * Articol optional
* Articol optional

Cablu de impamantare cu condensator
(OL-Z24/0L-Z3)

B Echipament de protectie (exemplu)

Manusi

Ochelari de protectie Masca Halat medical

MW Altele

Tifon, apa sterild, container pentru apa sterila etc.

Figura 3.1
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3_2 . Inspectarea endoscopului

Pregatiti endoscopul care a fost reprocesat conform procedurii specificate in IDU separate (reprocesare)
aferente acestui endoscop.

A Avertizare

e Nu dezasamblati si nu modificati NICIODATA endoscopul. Procedand astfel, se poate afecta
functionalitatea originald a acestuia si se poate ajunge la raniri severe ale pacientului si/sau
utilizatorului.

e Nu utilizati NICIODATA un endoscop care prezintd o anomalie. Nerespectarea acestei
prevederi poate conduce la deteriorarea endoscopului, detasarea pieselor din acesta in
cavitatea corporala a pacientului, functionarea defectuoasa in timpul utilizarii si/sau ranirea
pacientului si/sau a utilizatorului.

e Utilizati numai apa sterila pentru inspectie. Nerespectarea acestei prevederi poate conduce la
contaminarea endoscopului cu bacterii transmisibile prin apa si cu alte microorganisme. NU
utilizati apa care a stat neacoperita o perioada indelungata.

A Precautie

e NU rasuciti, rotiti sau indoiti excesiv niciunul dintre elementele de detensionare de pe
instrument [consultati Figura 3.2 (1) si 3.2 (2) pentru a identifica elementele de detensionare].
Nerespectarea acestei prevederi poate conduce la deteriorarea instrumentului. Acordati o
atentie deosebita elementului de detensionare al portiunii de insertie [Consultati Figura 3.2
(1)] al endoscopului deoarece are un diametru mic si se poate deteriora usor in caz de
manipulare gresita.

e Cand transportati endoscopul, NU il apucati si NU il transportati tindndu-I numai de cablul
ombilical sau de portiunea de insertie. In plus, NU strangeti si nu indoiti cu forta sectiunea
de indoire. (Figura 3.3) Nerespectarea acestei prevederi poate conduce la deteriorarea
echipamentului.

Nu indoiti cu forta

Figura 3.2
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Sectiune de indoire

Nu indoiti
cu forta

3

Figura 3.3

= o

In cazul in care endoscopul este fierbinte/rece imediat dupa curatare, dezinfectare de nivel inalt
si/sau sterilizare, asteptati sa revina la temperatura camerei inainte de a-l utiliza. Observarea
poate fi stanjenita de incetosarea lentilelor sau de alte efecte cauzate de diferenta de temperatura
dintre endoscop si camera.

Pregatirea si inspectarea

B Transportarea endoscopului in mana

Cand transportati endoscopul in mana, infasurati larg cablul ombilical si portiunea de insertie, tineti
corpul de control si portiunea de insertie (langéa sectiunea de indoire) cu o mana, iar conectorul de
PVE cu méana cealaltd, dupa cum este ilustrat in Figura 3.4.

Figura 3.4
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Inspectarea in intregime a endoscopului

A Avertizare

Nu utilizati NICIODATA un endoscop care prezintd o anomalie de functionare. Nerespectarea
acestei prevederi poate conduce la deteriorarea endoscopului, detasarea pieselor din acesta
in cavitatea corporald a pacientului, functionarea defectuoasa a endoscopului in timpul
utilizarii si/sau ranirea pacientului si/sau a utilizatorului.

Verificati intreaga suprafata a endoscopului pentru a detecta orice material aderent vizibil.
Verificati intreaga suprafatéd a portiunii de insertie pentru a detecta anomalii precum incretituri,
zgarieturi, muchii ascutite, incetosarea suprafetei, adancituri, blocaje, protruziuni, materiale
straine aderente, parti detasate etc.

Verificati suprafata benzilor adezive la ambele capete ale sectiunii de indoire pentru a detecta
anomalii ca zgarieturi, incetosare sau jupuire. Folosind un tifon curat, stergeti usor suprafata
benzilor adezive, asigurandu-va ca tifonul nu se agata si/sau nu se ataseaza de materialul adeziv.

Sectiune de indoire (1) Benzi adezive

| Vizualizare marita

rla

Figura 3.5

4. Verificati carcasa la capatul distal al endoscopului (in special in jurul capatului periferic al canalului

pentru instrumente), pentru a detecta orice anomalii cum ar fi deformari sau ciobiri.

EG-2990Zi
(1)

(2) Q\/

Seria EC-3890Zi

(1)
N~ @
90er

\\ RN,
i)

)
(2)
(3)
(4)
(9)
(6)
(/)

Lentila obiectivului
Ghidaj pentru lumina
Duza pentru jet de apa
Canal pentru instrumente
Duza pentru aer

Duza pentru apa

/’(}C)\\ Carcasa
(5)
Figura 3.6
5. Verificati lentila obiectivului la capatul distal al endoscopului si ghidajele pentru lumina, pentru a
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detecta orice anomalii, cum ar fi materii straine atasate, zgarieturi sau ciobiri si asigurati-va ca nu
exista niciun spatiu gol la periferia lentilei.

Asigurati-va ca nu exista zgarieturi, incetosare sau jupuire pe suprafata cleiului adeziv din jurul
lentilei obiectivului, aflata la capatul distal al endoscopului, si ca acesta are un aspect lucios.
Curatati cu atentie lentila obiectivului si ghidajele pentru lumina cu un tifon curat sau un aplicator
cu varf de bumbac, Tnmuiat in solutie de alcool etilic sau izopropilic 70-90%, de uz medical.
Asigurati-va ca tifonul nu se ataseaza de materialul adeziv.



= ot

Nu pot fi obtinute imagini clare atunci cand sunt atasate materii straine sau reziduuri pe
lentila obiectivului sau pe ghidajele pentru lumina. In cazul utilizarii unui endoscop care are
atasate materii straine sau reziduuri pe lentila obiectivului sau pe ghidajele pentru lumina, se
pot degaja vapori proveniti din continutul de apa al materiilor straine sau reziduurilor atasate,
atunci cand acestea sunt incélzite sub actiunea luminii.

8. \Verificati duza pentru aer si duza pentru apa de la capatul distal al endoscopului, pentru a detecta
orice anomalii, cum ar fi infundare, adancituri, deformari, ciobiri etc.

9. Folosind ambele maini, Indoiti tubul de insertie sub forma unui arc, dupa cum este ilustrat in
Figura 3.7. Prin glisarea tubului de insertie in directia sagetii din Figura 3.7, asigurati-va ca intregul
tub de insertie poate fi indoit uniform si usor, sub forma unui arc.

r\

Aprox. 30 cm

Aprox. 20 cm

Figura 3.7

10. Verificati intreaga suprafata a cablului ombilical pentru a detecta anomalii precum incretituri,
zgarieturi, muchii ascutite, incetosarea suprafetei, blocaje, protruziuni, materiale straine atasate,
piese detasate etc.
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11. Verificati daca corpul de control, conectorul de PVE si contactele electrice prezinta anomalii, de
exemplu zgarieturi, deformari, piese slabite etc. Acordati o atentie deosebita verificarii pieselor
prezentate in Figura 3.8. Folosind un tifon curat, care nu lasa scame, tineti cu grija aceste piese
si miscati-le in diferite directii pentru a va asigura ca nu prezintd anomalii, de exemplu daca nu
sunt slabite.

(1) Cilindru de suctiune si cilindru
de alimentare cu aer/apa

2) Intrare canal pentru instrumente

3) Port pentru jet de apa

4) Port pentru aer/apa

5) Racord de suctiune

e~ —

Figura 3.8

Inspectarea mecanismului de angulatie
Asigurati-va ca in apropierea sectiunii de indoire nu se afla nimic ce ar putea stanjeni operarea acesteia
si inspectati mecanismul de angulatie in timp ce portiunea de insertie este mentinuta dreapta.

B Inspectarea functiei de Indoire

A Avertizare

NU utilizati un endoscop care prezinta anomalii de angulatie, de exemplu operare neuniforma,
joc excesiv al manetei de control al angulatiei sau atenuare excesiva a angulatiei, intrucat
endoscopul ar putea prezenta deteriorari la interior. Utilizarea endoscopului aflat in aceasta
stare poate duce la agravarea deteriorarii endoscopului, la functionare defectuoasa in timpul
utilizarii si la ranirea pacientului.

1. Rasucitimaneta de blocare a angulatiei sus/jos si butonul de blocare a angulatiei dreapta/stangain
directia ,F » " pana cand se opresc, pentru a elibera blocarea butoanelor de control al angulatiei.

Figura 3.9



2. Rasuciti butoanele de control al angulatiei sus/jos si dreapta/stanga incet in ambele directii
pana cand se opresc, apoi readuceti-le la pozitia initiala. Verificati daca butoanele de control al
angulatiei opereaza uniform, fara portiuni de mers dificil si fara sa se agate.

Figura 3.10

3. Asigurati-va ca sectiunea de indoire se anguleaza in directia in care sunt rotite butoanele de
control al angulatiei si ca poate fi obtinuta angulatia maxima.

Seria EC-3890Zi

S S/

JOS SuUs STANGA DREAPTA
EG-2990Zi
JOS Sus STANGA DREAPTA

Figura 3.11

4. Deplasati butoanele de control al angulatiei inapoi in pozitia neutra. Verificati daca sectiunea de
indoire revine la o pozitie aproximativ dreapta.

Pozitie neutra

|l

Figura 3.12
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B Inspectarea mecanismului de blocare a indoirii sus/jos
1. Rasuciti maneta de blocare a angulatiei sus/jos in sens antiorar pana cand se opreste.

Figura 3.13

2. Rasuciti butonul de control al angulatiei sus/jos incet in directia ,,A U” sau , A D" padna cand se
opreste.

Figura 3.14

3. \Verificati daca forma curbata a sectiunii de indoire este fixata atunci cand eliberati butonul de
control al angulatiei.

4. Rasuciti maneta de blocare a angulatiei sus/jos incet in directia ,,F» " pana cand se opreste,
pentru a elibera blocajul. Verificati daca sectiunea de indoire revine la o pozitie aproximativ
dreapta.

i

Figura 3.15



B Inspectarea mecanismului de blocare a indoirii dreapta/sténga
1. Rasuciti butonul de blocare a angulatiei dreapta/stanga in sens antiorar pana cand se opreste.

Figura 3.16

2. Rasuciti butonul de control al angulatiei dreapta/stanga incet in directia ,A R” sau ,,L A" pana
cand se opreste.

\

Figura 3.17

3. \Verificati daca forma curbata a sectiunii de indoire este fixata atunci cand eliberati butonul de
control al angulatiei.

4. Rasuciti butonul de blocare a angulatiei dreapta/stanga in directia ,F®» " pana cand se opreste,
pentru a elibera blocajul. Verificati daca sectiunea de indoire revine la o pozitie aproximativ
dreapta.

(I

Figura 3.18
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3_3 . Inspectarea accesoriilor si atasarea la endoscop

Cand utilizati accesorii reutilizabile, asigurati-va ca au fost supuse procesului de curatare, dezinfectare de
nivel inalt si/sau sterilizare conform IDU separate (reprocesare) aferente acestui endoscop.

A Avertizare

Nu dezasamblati si nu modificati NICIODATA accesoriile si dispozitivele endoscopice. Procedand
astfel, se poate afecta functionalitatea originala a acestora si se poate ajunge la raniri severe ale
pacientului si/sau utilizatorului.

Inspectarea valvei de trecere a aerului/apei (OF-B188)

A Avertizare

e Daca se suspecteaza o anomalie la valva de control, inlocuiti valva de trecere a aerului/
apei cu una noua. Continuarea utilizarii valvei de trecere a aerului/apei care prezinta
anomalii poate cauza o alimentare continua neintentionata cu aer si poate reprezenta un
risc de durere sau de perforare pentru pacient. De asemenea, poate reprezenta un risc de
infectie pentru utilizator din cauza refluxului sau dispersatrii lichidelor corporale provenite
de la pacient din valva de trecere a aerului/apei.

e Inelul in O al valvei de trecere a aerului/apei este o piesa consumabild. Daca se
suspecteaza o anomalie la inelul in O, incetati imediat utilizarea acestuia si inlocuiti-I cu
unul nou. Pentru inlocuire, utilizati setul de inele in O compatibil. Utilizarea unui inel in O
cu anomalii sau incompatibil poate diminua functia de trecere a aerului/apei, poate cauza
o alimentare continua neintentionata cu aer si poate reprezenta un risc de durere sau
de perforare pentru pacient. De asemenea, poate reprezenta un risc de infectie pentru
utilizator din cauza refluxului sau dispersarii lichidelor corporale provenite de la pacient
din valva de trecere a aerului/apei.

e |nelulin O de inlocuire NU este sterilizat sau dezinfectat inainte de a fi expediat. Efectuati
o curatare si o dezinfectare de nivel inalt si/sau o sterilizare a valvei de trecere a aerului/
apei dupa inlocuirea inelului in O.

= ot

Utilizati setul de inele in O (OF-B192) pentru valva de trecere a aerului/apei (OF-B188) in
vederea nlocuirii.

Pentru detalii privind metoda de inlocuire a inelului in O, consultati IDU furnizate impreuna cu
setul de inele In O (OF-B192).

(1 Inelin O
(2) Valva de control
(3) Orificiu

(1

(2) —<
T~

Valva de trecere a aerului/apei (OF-B188)

Figura 3.19
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Verificati valva de trecere a aerului/apei (OF-B188) pentru a detecta orice anomalii, cum ar fi
materii straine atasate, deformari, crapaturi sau blocarea orificiului.

Verificati daca inelul in O este corect atasat si daca nu existd zone ciobite, rupte sau jupuite la
nivelul inelului in O sau la nivelul valvei de control.

Inspectarea valvei de control al suctiunii (OF-B120)

A Avertizare

e Daca se suspecteaza orice anomalie la garnitura de cauciuc, inlocuiti valva de control
al suctiunii cu una noua. Utilizarea unei valve de control al suctiunii care prezinta orice
anomalie poate avea drept rezultat o slabire continua a aspirarii, ceea ce stanjeneste
desfasurarea procedurii. De asemenea, poate avea loc refluxul sau dispersarea lichidelor
corporale provenite de la pacient, ceea ce prezinta risc de infectare.

e |nelul in O al valvei de control al suctiunii este o piesa consumabild. Daca se suspecteaza
o anomalie la inelul in O, incetafi imediat utilizarea acestuia si inlocuiti-l cu unul nou.
Pentru inlocuire, utilizati setul de inele Tn O compatibil. Utilizarea unui inel in O cu anomalii
sau incompatibil poate cauza o suctiune continua neintentionata, ceea ce stanjeneste
desfasurarea examinarii. De asemenea, poate reprezenta un risc de infectie pentru
utilizator din cauza refluxului sau dispersarii lichidelor corporale provenite de la pacient
din valva de control al suctiunii.

e |nelulin O de inlocuire NU este sterilizat sau dezinfectat inainte de a fi expediat. Efectuati
o curatare si o dezinfectare de nivel nalt sau o sterilizare a valvei de control al suctiunii
dupa Tnlocuirea inelului in O.

EI Nota

Utilizati setul de inele in O (OF-B127) pentru valva de control al suctiunii (OF-B120) in vederea
inlocuirii.

(1) Garnitura de cauciuc
(2) Inelin O
(3) Orificiu

Valva de control al suctiunii (OF-B120)

Figura 3.20

1.

Verificati valva de control al suctiunii (OF-B120) pentru a detecta orice anomalii, cum ar fi materii
straine atasate, deformari, crapaturi sau blocarea orificiului.

Verificati daca inelul in O este corect atasat si dacd nu exista zone ciobite, rupte sau jupuite la
nivelul inelului in O sau la nivelul garniturii de cauciuc.
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Inspectarea garniturii orificiului de intrare (OF-B190)

A Avertizare

Nu utilizati NICIODATA o garniturd a orificiului de intrare (OF-B190) care prezinta orice
anomalie. Inlocuiti-l cu unul nou.

Garniturile pentru orificiul de intrare sunt elemente consumabile. Utilizarea unei garnituri
pentru orificiul de intrare deteriorata si/sau uzata poate cauza scaderea functiei de suctiune,
precum si refluxul sau dispersarea lichidelor corporale provenite de la pacient, ceea ce
prezinta risc de infectare.

1. Verificati fanta din capacul garniturii orificiului de intrare (OF-B190) si orificiul din corpul garniturii
orificiului de intrare pentru a detecta orice anomalii, precum crapaturi, uzura, ciobituri si atasarea
sau prezenta de materii straine. Verificati ca lumina sa nu treaca prin fanta capacului.

) ) (1) Orifi€|u
J} J (2) Fanta
(3) Corp

@ @ (4) Capac

%_ﬂ

Garnitura orificiului de intrare (OF-B190)

Figura 3.21

2. Fixati capacul la corpul garniturii orificiului de intrare si verificati daca acesta este atasat corect.

2
2 1=1D

[ D)

(Corect) (Incorect)

Figura 3.22



Inspectarea adaptorului pentru valva de control al jetului de apa (OE-C12)

A Avertizare

e NU utilizati niciodata un adaptor pentru valva de control al jetului de apa (OE-C12) care
prezintd o anomalie. Inlocuiti-l cu unul nou. Adaptoarele pentru valva de control sunt
elemente consumabile. Utilizarea unui adaptor pentru valva de control care este deteriorat
poate cauza refluxul sau dispersarea lichidelor corporale provenite de la pacient, ceea ce
prezinta risc de infectare.

e Seturile de valve de control de inlocuire (OE-C15) NU sunt sterilizate sau dezinfectate
fnainte de a fi expediate. Efectuati o curatare si o dezinfectare de nivel inalt sau o sterilizare
a adaptorului pentru valva de control al jetului de apa dupa inlocuirea valvei de control.

EI Nota

Pentru nlocuire, utilizati setul de valve de control (OE-C15).

(1) Inelin O
(2) Orificiu
(3) Valva de control (OE-C14)

M

(2)

(3)

=

Adaptor pentru valva de control al jetului de apa (OE-C12)

Figura 3.23

1. Verificati adaptorul pentru valva de control al jetului de apa, pentru a detecta orice anomalii, cum
ar fi materii straine atasate, deformari, crapaturi sau blocarea orificiului.

2. Asigurati-va ca valva de control este atasata in mod corect la adaptorul pentru valva de control
al jetului de apa, fara a exista spatii sau blocari.

H

Figura 3.24

3. \Verificati inelul in O si valva de control, pentru a detecta orice anomalii, cum ar fi zone crapate,
rupte sau jupuite.
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Inspectarea tubului de irigare (OF-B113)

A Avertizare

Nu utilizati NICIODATA tubul de irigare (OF-B113) atunci cand apare orice suspiciune de
anomalie la inspectie. Inlocuiti-l cu unul nou. Utilizarea OF-B113 care prezintd o anomalie
in procesul de curatare, dezinfectare de nivel inalt sau sterilizare poate cauza scurgerea
detergentului la nivelul conectarii si desprinderea OF-B113. Curatarea, dezinfectarea de nivel
inalt sau sterilizarea NU pot fi eficiente, din cauza procesarii insuficiente.

(1) Conector Luer
(2) Orificiu
(3) Conector
(4) Orificiu
(5) Inelin O

Tub de irigare (OF-B113)

Figura 3.25

1.

Verificati intreaga suprafata a tubului de irigare (OF-B113) pentru a detecta anomalii precum in-
doirea/ruperea/desprinderea conectorului, taierea/ciobirea inelului in O, deformarea/deteriorarea/
rigidizarea tubului si/sau ruperea conectorului luer.

Pompati apa sterila folosind seringa umpluta cu apa sterila atasata la conectorul luer al tubului
de irigare (OF-B113).

Verificati daca apa sterila iese cu un jet constant din conectorul tubului de irigare (OF-B113).



Inspectarea husei distale (OE-A58/0OE-A59)

A Avertizare

e Husele distale (OE-AB8/OE-AL9) sunt furnizate in stare nesterila si nedezinfectata. Tnainte
de prima utilizare, trebuie supuse unui proces corespunzator de curatare si dezinfectare
de nivel Tnalt sau sterilizare, conform instructiunilor din IDU respective aferente husei
distale (OE-AB8/OE-AL9). Procesarea insuficienta inainte de utilizare poate creste riscul
de contaminare incrucisata.

e Nu utilizati NICIODATA o husa distald care prezintd vreo anomalie. Inlocuiti-o cu una
noua. Utilizarea unei huse distale care prezinta o anomalie poate duce la deteriorarea
endoscopului si la ranirea pacientului.

EI Nota

Husele distale sunt elemente consumabile. Chiar daca se afla in timpul duratei de functionare,
evitati sa le reutilizati in masura in care este posibil siinlocuiti-le cu altele noi la fiecare utilizare.

Verificati husa distala pentru a detecta orice anomalii, cum ar fi materii straine atasate, crapaturi,

deformari, ciobiri sau modificari de culoare.

Husa distala
(OE-AB8 pentru EG-2990Zi, OE-A59 pentru seria EC-3890Zi)

Figura 3.26
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Inspectarea piesei bucale (OF-Z5) (numai pentru EG-29902Zi)

A Precautie

Nu utilizati NICIODATA o pies& bucald care prezintd o anomalie. Inlocuiti-o cu una noua.
Utilizarea unei piese bucale care prezinta o anomalie poate duce la deteriorarea endoscopului
si la ranirea cavitatii orale a pacientului.

Verificati piesa bucala pentru a detecta orice anomalii, cum ar fi materii straine atasate, crapaturi,
deformari, ciobiri sau modificari de culoare.

=/

Piesa bucala (OF-Z5)

Figura 3.27

Inspectarea dispozitivelor endoscopice

Pentru detalii referitoare la inspectarea fiecarui dispozitiv endoscopic, consultati manualul de
instructiuni furnizat impreuna cu dispozitivul endoscopic respectiv. in cazul dispozitivelor endoscopice
reutilizabile, pregatirea celor care au fost curatate si sterilizate se face conform manualului de
instructiuni aferent respectivului dispozitiv endoscopic.

A Avertizare

e Nu utilizati NICIODATA un dispozitiv endoscopic care prezintd semne de deteriorare si/sau
anomalii in functionare. Nerespectarea acestei prevederi poate conduce la functionare
defectuoasa in timpul utilizarii, la deteriorarea endoscopului si/sau la ranirea pacientului.

e Toate dispozitivele endoscopice reutilizabile trebuie sa fie curatate si sterilizate Tnainte de
utilizarea initiala, precum si inainte de fiecare utilizare ulterioara.

e Utilizati dispozitivele endoscopice specificate de PENTAX Medical, a caror compatibilitate
a fost confirmata. Utilizarea de dispozitive endoscopice a caror compatibilitate NU a fost
confirmata poate duce la deteriorarea endoscopului si/sau la ranirea pacientului, din
cauza defectarii in timpul utilizarii.



Aceasta sectiune descrie utilizarea unui forceps de biopsie.

1. Verificati intreaga suprafata a forcepsului pentru a detecta orice material aderent vizibil.

2. \Verificati portiunea de insertie si corpul de control al forcepsului de biopsie pentru a detecta
anomalii precum incretituri, zgarieturi, muchii ascutite, incetosarea suprafetei, adancituri, blocaje,
protruziuni, materiale straine aderente, parti detasate etc.

Figura 3.28
3. \Verificati cupele forcepsului de biopsie sa se inchida/deschida lin prin actionarea manerului
acestuia.
v . => INCHIS <=
iNCHIS C—1 I <= pESCHIS >
L
& . =
DESCHIS c ()
75
Figura 3.29

4. Formati o bucla cu diametrul de 20-30 cm, cu tija flexibila la aproximativ 20-30 cm de varful
portiunii de insertie a forcepsului de biopsie. Verificati cupele forcepsului de biopsie sa se inchida/
deschida lin prin actionarea manerului acestuia.

|

Y 20-30cm '

Figura 3.30

5. Verificati cupele sa fie aliniate in pozitia inchis.

Figura 3.31
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Atasarea accesoriilor

A Avertizare

e Atasati in mod adecvat accesoriile la endoscop. Nerespectarea acestei prevederi poate
cauza scaderea functionalitatii, precum si refluxul sau dispersarea lichidelor corporale
provenite de la pacient, ceea ce prezinta risc de infectare.

B Atasarea valvei de trecere a aerului/apei (OF-B188) si a valvei de control al suctiunii (OF-B120)

A Precautie

e Aveti grija sa aplicati ulei siliconic lubrifiant (OF-Z11) pe inelul in O al fiecarei valve si
pe garnitura de cauciuc a valvei de control al suctiunii (OF-B120). Folosirea valvelor
fara a aplica ulei sau aplicarea unui alt ulei siliconic decat cel specificat poate duce la
deteriorarea functiilor, la avarierea endoscopului si/sau la ranirea pacientului.

e Atasati valva de trecere a aerului/apei (OF-B188) si valva de control al suctiunii direct
la cilindrul endoscopului. Apasarea lor pe directie inclinata poate duce la deteriorarea
inelului in O si a valvei de control.

(1) InelinO
(2) Garnitura de cauciuc

Valva de trecere a aerului/apei  Valva de control al suctiunii
(OF-B188) (OF-B120)

Figura 3.32

1. Aplicati o cantitate mica de ulei siliconic lubrifiant (OF-Z11) pe inelul in O al valvei de trecere a
aerului/apei (OF-B188) si pe cel al valvei de control al suctiunii (OF-B120), precum si pe garnitura
de cauciuc. Puneti o picatura mica de ulei pe degetul aratator, protejat de manusa sterila, intindeti
uleiul masand usor intre degetul aratator si degetul mare, dupa care aplicati-I pe piesele unde

este necesar. Stergeti lubrifiantul in exces cu un tifon moale.
2. Atasati valva de trecere a aerului/apei la cilindrul de alimentare cu aer/apa al endoscopului.

Figura 3.33
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3. Asigurati-va ca valva de trecere a aerului/apei (OF-B188) este ferm atasatd. Apasati valva de
trecere a aerului/apei de cateva ori, pentru a va asigura ca se misca lin.

o

4. Aliniati aripioara metalica de pe tija valvei de control al suctiunii (OF-B120) cu crestatura de pe
cilindrul de suctiune al endoscopului.

Figura 3.34

(1) Crestatura

~ (2) Aripioara metalica

Figura 3.35

5. Atasati valva de control al suctiunii la cilindrul de suctiune al endoscopului.

Figura 3.36

6. Verificati ca valva de control al suctiunii sa fie ferm atasata. Apasati valva de control al suctiunii
de cateva ori pentru a va asigura ca se misca lin.

L /

Do g

Figura 3.37
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B Atasarea garniturii orificiului de intrare (OF-B190)
1. Atasatigarnitura orificiului de intrare (OF-B190) pe orificiul de intrare in canalul pentru instrumente.

Q)
S
C/

2. Asigurati-va ca garnitura orificiului de intrare este strans atasata pe orificiul de intrare al canalului
pentru instrumente, fara a exista spatii.

Figura 3.38

(Corect) (Incorect)

Figura 3.39

B Atasarea adaptorului pentru valva de control al jetului de apa (OE-C12) si a capacului pentru
conectorul pentru jet de apa (OF-B118)

1. Atasati capacul pentru conectorul pentru jet de apa (OF-B118) si adaptorul pentru valva de control
al jetului de apa (OE-C12) la portul pentru jet de apa al endoscopului.

Figura 3.40

2. Asigurati-va ca adaptorul pentru valva de control al jetului de apa este ferm atasat la portul pentru
jet de apa, fara a exista spatii. (Puneti dopul capacului pentru conectorul pentru jet de apa.)

Figura 3.41
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B Atasarea husei distale (OE-AB8/OE-AL9)

A Avertizare

Husa distala (OE-AB8/OE-AB9) este furnizats in stare nesterild si nedezinfectat. inainte de
utilizare, trebuie supusa unui proces corespunzator de curatare, dezinfectare de nivel inalt
si/sau sterilizare, conform instructiunilor din IDU respective.

A Precautie

Atunci cand atasati/detasati husa distala (OE-A58/OE-Ab9), tineti usor capatul distal al
endoscopului.

NU aplicati o forta excesiva atunci cand tineti capatul distal al endoscopului, deoarece acest
lucru poate conduce la deformarea sectiunii de indoire si poate deteriora endoscopul.

= o

e Husa distald OE-AB8 poate fi atasata la EG-29907i, iar husa distala OE-Ab9 poate fi atasata
la seria EC-3890Zi. Prin atasarea husei distale, distanta fatad de sectiunea observata este
mentinuta constantd, ceea ce faciliteaza observarea imaginii marite.

e Este posibil ca husa distala sa apara pe monitor in starea neamplificata.

1. Verificati capatul distal al endoscopului, pentru a vedea daca sunt prezente urme de lubrifiant

sau de apa.
2. Prindeti usor capatul distal si Tmpingeti husa distala in portiunea flansei din interior.

Portiunea flansei

Figura 3.42

3. Aveti grija sa nu ramana niciun spatiu intre portiunea flansei husei distale si capatul distal al en-

doscopului.
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3_4 . Inspectarea echipamentelor auxiliare si conectarea lor la endoscop

Inspectatiechipamentele auxiliare pregatitela,,3-1. Pregatireaechipamentului”, cum suntvideoprocesorul,
monitorul si sursa de suctiune, conform prevederilor din manualele respective.

Procesor video

Monitor

Ansamblul recipientului pentru apa

Dispozitiv endoscopic

Sursa de suctiune etc.

Inspectarea procesorului video

Utilizati numai videoprocesoare compatibile PENTAX Medical.

Pentru a vedea videoprocesoarele compatibile, consultati ,Produse compatibile” (p. 7) sau
»Diagrama sistemului” (p. 81).

Pentru detalii privind pregatirea si inspectarea videoprocesorului, consultati IDU furnizate
fmpreuna cu videoprocesorul respectiv.

Conectarea endoscopului si a echipamentelor auxiliare

Bl Conectarea la videoprocesor

1. Verificati ca toate echipamentele auxiliare sa fie oprite.

2. Asigurati-va ca maneta de blocare a endoscopului este in pozitia ,OPEN" (deschis).
mod stabil contactele electrice ale endoscopului si cupla ghidajului pentru lumina
procesorului si receptacul.

ntroduceti in

|
in conectorul

Figura 3.43

3. Tntoarcej[i maneta de blocare a endoscopului in pozitia ,LOCK” (blocare).

Figura 3.44
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4. Trageti usor de conectorul de PVE pentru a va asigura ca este conectat in mod stabil.

Figura 3.45

B Conectarea ansamblului recipientului pentru apa, a tubului de suctiune si a tubului de irigare
(OF-B113)

A Avertizare

e Utilizati numai apa sterila in ansamblul recipientului pentru apa. Nerespectarea acestei
prevederi poate crea un risc de infectie.

e Conectati tubul de suctiune al sursei de suctiune in mod ferm la racordul de suctiune.
Nerespectarea acestei prevederi poate conduce la deconectarea tubului de suctiune in
timpul utilizarii si poate reprezenta un risc de contaminare incrucisata pentru utilizator din
cauza refluxului sau dispersarii lichidelor corporale provenite de la pacient.

A Precautie

NU utilizati agenti antispumanti in ansamblul recipientului pentru apa. Astfel de agenti adera
la partea interioara a canalelor endoscopului. Blocarea unui canal poate scadea functia de
alimentare cu aer/apa si poate cauza deteriorarea endoscopului.

= o

In prealabil, opriti pompa de alimentare cu aer/apa a videoprocesorului.

1. Conectati ansamblul recipientului pentru apa in mod corect conform IDU aferente videoproce-
sorului.

2. Introduceti conectorul pentru aer/apa al ansamblului recipientului pentru apa in portul pentru
aer/apa al endoscopului, pana cand se fixeaza cu un clic pe pozitie.

Figura 3.46
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Conectarea incorectd a ansamblului recipientului pentru apa nu numai ca diminueaza
functia de alimentare cu aer/apa, insa poate sa conduca si la curatarea insuficienta a lentilei
obiectivului.

3. Conectati tubul de suctiune al sursei de suctiune la racordul de suctiune al endoscopului.

Figura 3.47

4. Scoateti dopul capacului pentru conectorul pentru jet de apa (OF-B118) si Tmpingeti tubul de
irigare (OF-B113) in adaptorul pentru valva de control al jetului de apa (OE-C12) pana cand se
fixeaza printr-un clic.

Q

Figura 3.48

A Precautie

Atunci cand atasati sau cand scoateti tubul de irigare (OF-B113) la/de la adaptorul pentru
valva de control al jetului de apa (OE-C12), aveti grija sa le mentineti paralele. Atasarea sau
scoaterea tubului de irigare intr-o pozitie care nu este paralela poate cauza ruperea acestuia.

= o

Nu utilizati tubul de irigare (OF-B113) daca intdmpinati dificultati la atasarea acestuia sau
daca nu simtiti ca se fixeaza printr-un clic atunci cand il atasati la endoscop. Utilizarea unui
conector luer deteriorat poate conduce la o reprocesare ineficientd a endoscopului din cauza
scurgerii de apa de la partea conectata sau la deconectarea tubului, ceea ce creeaza un risc
de contaminare incrucisata.



3_5 . Inspectarea sistemului endoscopic

Inspectarea imaginii endoscopice

A Precautie

e NU priviti direct in lumina emisa de capatul distal al endoscopului sau de unitatea
videoprocesorului. Lumina intensa poate cauza leziuni oculare. Inchideti lampa atunci
cand priviti direct la capatul distal al endoscopului.

e NU atasati sau detasati conectorul de PVE in timp ce alimentarea videoprocesorului este
pornita. Aceasta poate produce deteriorarea endoscopului.

EI Nota

e Daca videoprocesorul conectat este prevazut cu functia de ejectare a endoscopului,
conectorul de PVE poate fi detasat atunci cand alimentarea videoprocesorului este
pornita cu ajutorul functiei de ejectare a endoscopului pe care o are videoprocesorul.
Pentru detalii, consultati IDU ale videoprocesorului respectiv.

e Videoprocesorul prezentat in figura este doar cu rol de exemplificare. Pentru detalii
privind operarea fiecarui videoprocesor, consultati IDU furnizate pentru videoprocesorul
respectiv.

1. Porniti videoprocesorul prin apadsarea intrerupatorului de alimentare.

|

Figura 3.49

2. Actionati butonul lampii de pe panoul de control al videoprocesorului.

3. Asigurati-va ca lampa se aprinde si este emisa lumina din capatul distal al endoscopului conectat.

Dupa ce apasati butonul lampii, dureaza cateva secunde pana cand se aprinde lampa.

Figura 3.50
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4. Verificati ca imaginea endoscopica sa fie clara si normal afisata.

= o

In cazul in care imaginea nu este clara, curatati cu grija lentila obiectivului, folosind o laveta
curatd, inmuiata cu o solutie de alcool etilic sau izopropilic 70-90%, de uz medical.

5. Pe panoul de control al videoprocesorului, verificati daca setarea pentru controlul expunerii este
[AUTO].

6. Tinand sub observatie imaginea afisatd pe monitor si respectand IDU aferente videoprocesorului

respectiv, ajustati nivelul luminozitatii la valoarea adecvata.

Ajustati balanta de alb aplicand prevederile IDU aferente videoprocesorului respectiv.

8. Observandu-va palma mainii, asigurati-va ca ajustarea luminozitatii se face normal atunci cand
apropiati sau departati palma de capatul distal al endoscopului.

~

Figura 3.51

A Precautie

NU atingeti direct capatul distal al endoscopului (in special ghidajul pentru lumina) pentru un
timp mai indelungat atunci cand este emisa lumina. Acest lucru ar putea cauza vatamarea
prin arsura.

9. Operati butoanele de control al angulatiei ale endoscopului pentru a misca sectiunea de indoire
si verificati daca este afisatd imaginea pe directia doritd, in mod corespunzator cu angulatia
sectiunii de indoire. De asemenea, verificati daca exista anomalii cum ar fi aparifia unui zgomot
pe imaginile endoscopice sau disparitia imaginii.

Figura 3.562
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Inspectarea butoanelor de telecomanda

A Avertizare

Intotdeauna, inspectati butoanele de telecomands, chiar daca NU este de asteptat ca acestea
sa fie utilizate. In cursul unei proceduri, poate interveni inghetarea imaginii endoscopice sau
pot aparea alte anomalii, ducand la ranirea pacientului.

B Vedere alternativa

Butonde —— ~—

telecomanda 1 / D—h

Buton de
telecomanda 2
Buton de

Maneta de control al
amplificarii imaginii

&—‘
— =
telecomanda 3 5‘(

Figura 3.563

1. Apasati fiecare buton de telecomanda.
2. \Verificati daca functia atribuita fiecarui buton de telecomanda opereaza normal.
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Amplificarea cu ajutorul manetei

Figura 3.54

1.

La conectarea endoscopului la procesor, inifializarea pozitiei lentilei porneste automat.
La incheierea initializarii, imaginea standard (neamplificata) este afisata pe monitor.

Asigurati-va ca rotirea manetei de control al amplificarii de pe corpul de control apropie imaginea,
iar rotirea acesteia in sens antiorar readuce afisarea la marimea standard a imaginii.
Asigurati-va ca amplificarea se produce treapta cu treapta la fiecare actionare a manetei de
control al amplificarii si ca imaginea ramane neschimbata atunci cand ridicati degetul de pe
maneta.

A Precautie

Daca imaginea de pe monitor raméane apropiata dupa conectarea cu videoprocesorul,
deconectati endoscopul de la procesor o data, asigurati-va ca sectiunea de indoire si sectiunea
de insertie sunt in pozitie dreapta, apoi conectati-l din nou. Este posibil ca initializarea sa NU
se fi incheiat corect. Daca imaginea ramane apropiata, incetati utilizarea acestui produs si
contactati unitatea locala de service PENTAX Medical.

EI Nota

Functia de amplificare optica si functia de amplificare electrica pot fi utilizate impreuna pentru
acest produs; insd maneta de control al amplificarii pentru seria 90Zi poate fi utilizatd numai
pentru functia de amplificare optica. Maneta de control al amplificarii nu poate fi utilizata
pentru functia de amplificare electrica.



Inspectarea functiei de alimentare cu aer/apa

A Avertizare

Pentru inspectarea functiei de alimentare cu aer/apa, utilizati apa sterila. Nerespectarea
acestei prevederi poate crea un risc de infectie.

EI Nota

Pentru detalii privind procedura de operare, consultati IDU separate pentru ansamblul
recipientului pentru apa.

1. Puneti maneta de drenaj de pe ansamblul recipientului pentru apa in pozitia ,A/W" (aer/apa).

Figura 3.565

2. Apasati butonul pompei de pe panoul de control al videoprocesorului.

3. Setati nivelul pompeila 5" folosind butonul de setare a nivelului pompei de pe panoul de control
al videoprocesorului.

4. Introduceti capatul distal al endoscopului intr-un recipient umplut cu apa sterila si verificati daca
nu se emit in continuu bule de aer din duza pentru aer de la capatul distal al endoscopului.
(Exemplul prezentat in figura face parte din seria EC-3890Zi)

Figura 3.56

A Avertizare

Daca se emitincontinuu bule de aer din duza pentru aer/apa de la capatul distal al endoscopului
atunci cand orificiul de la partea de sus a valvei de trecere a aerului/apei NU este inchis,
incetati imediat utilizarea si inlocuiti valva de trecere a aerului/apei cu una noua. Continuarea
utilizarii unei valve de trecere a aerului/apei care prezinta anomalii poate cauza o alimentare
continua neintentionata cu aer si poate reprezenta un risc de durere sau de perforare pentru
pacient.
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5. Blocati orificiul din partea superioara a valvei de trecere a aerului/apei. Verificati daca ies cu
putere bule de aer prin duza pentru aer/apa de la capatul distal al endoscopului.

Figura 3.57

6. Verificati daca emisia bulelor de aer inceteaza atunci cand luati degetul de pe valva de trecere a
aerului/apei.

<
-

Figura 3.58

7. Scoateti endoscopul din container si apasati valva de trecere a aerului/apei. Verificati daca o
anumita cantitate de apa se scurge din duza pentru aer/apa. (Dureaza cateva secunde pana cand
apa incepe sa iasa.)

N

Figura 3.59



8. Luati degetul de pe valva de trecere a aerului/apei. Verificati daca valva de trecere a aerului/apei
revine in mod lin la pozitia sa initiala si daca scurgerea apei se opreste in momentul in care luati

degetul de pe valva.

<
-

Figura 3.60

A Precautie

In cazul in care se suspecteaza un blocaj al duzei, NU incercati sa curatati duzele pentru
aer sau apa cu un ac sau cu orice alt obiect ascutit. Acest lucru poate conduce la scaderea
performantei, precum si la deteriorarea endoscopului.

= o

Nu incercati sainlaturati blocajul sau sa continuati sa utilizati endoscopul, daca se suspecteaza
ca alimentarea cu aer/apa nu se poate face in mod uniform si daca se suspecteaza un blocaj
al duzei sau canalului endoscopului. Intr-un asemenea caz, contactati unitatea locala de
service PENTAX Medical pentru repararea endoscopului.
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Inspectarea functiei de irigare

1.
2.

A Avertizare

Pentru inspectarea functiei de irigare, utilizati apa sterila. Nerespectarea acestei prevederi
poate crea un risc de infectie.

Umpleti o seringa cu apa sterila.
Puneti capatul distal al endoscopului in recipient, atasati seringa umplutd cu apa sterila in
garnitura orificiului de intrare si introduceti-o in garnitura orificiului de intrare (OF-B190).

Figura 3.61

3.

N o oA

Verificati daca apa sterila iese prin deschizatura canalului pentru instrumente atunci cand apasati
pe seringd pentru a spala canalul. In plus, verificati daca nu sunt eliminate materii straine.
Detasati seringa de la garnitura orificiului de intrare (OF-B190).

Umpleti seringa cu aer si introduceti-o in garnitura orificiului de intrare.

Evacuati apa sterila rdmasa in interiorul canalului prin apasarea pe seringa.

Detasati seringa de la garnitura orificiului de intrare.



Inspectarea functiei de suctiune

A Avertizare

Pentru inspectarea functiei de suctiune, utilizati apa sterila. Nerespectarea acestei prevederi
poate crea un risc de infectie.

EI Nota

Tnainte de inspectarea functiei de suctiune, atasati capacul la corpul garniturii orificiului de
intrare. Nerespectarea acestei prevederi poate cauza scaderea functiei de suctiune.

1. Porniti sursa de suctiune pentru a ajusta setarea presiunii la o valoare adecvata.

2. Introduceti capatul distal al endoscopului intr-un recipient umplut cu apé sterila si apasati valva
de control al suctiunii (OF-B120). Verificati daca apa este suctionata. (Exemplul prezentat in figura
face parte din seria EC-38907i)

Figura 3.62

3. Verificati daca, atunci cand valva de control al suctiunii este eliberata, aceasta revine lin la pozitia
initiala, iar suctiunea se opreste.

-
=

Figura 3.63

4. Repetati pasii 2 si 3 de cateva ori pentru a verifica faptul ca nu exista scurgeri de apa de la valva
de control al suctiunii sau garnitura orificiului de intrare.

5. Trageti capatul distal al endoscopului afara din recipient. Apasati valva de control al suctiunii si
suctionati aer pentru a inlatura apa ramasa in interiorul canalului pentru instrumente.
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Inspectarea canalului pentru instrumente

Pentru inspectarea canalului pentru instrumente, utilizati un forceps de biopsie.

Pregatiti un forceps de biopsie care a fost curatat si sterilizat in conformitate cu prevederile manualului
furnizat impreuna cu produsul respectiv si aveti grija sa efectuati o inspectie inainte de utilizare.

A Avertizare

NU utilizati endoscopul daca observati o rezistentd semnificativd atunci cand introduceti un
forceps de biopsie. Este posibil ca interiorul canalului sa fie deteriorat, ceea ce poate conduce
la evenimente neprevazute pentru pacienti si/sau pentru personalul medical.

A Precautie

e |ntroduceti si retrageti forcepsul in/din garnitura orificiului de intrare incet si cu grija
(OF-B190). Actionand cu forta, puteti deteriora endoscopul.

e Tineti sectiunea de indoire a endoscopului cat mai dreapta posibil atunci cand introduceti
forcepsul. Cand sectiunea de indoire a endoscopului este puternic angulata, ar putea sa
NU fie posibila introducerea forcepsului.

1. Tnchideti cupele forcepsului de biopsie prin actionarea manerului acestuia.

=> INCHIS <=
<= DESCHIS =>
v
incns C—{____JI |
R. g,

Figura 3.64

EI Nota

Nu finchideti strdns cupele forcepsului de biopsie. Procedand astfel puteti face dificila
introducerea acestuia in canalul pentru instrumente.



2. Introduceti forcepsul de biopsie In garnitura orificiului de intrare (OF-B190). La prima trecere a
cupelor prin garnitura orificiului de intrare, este posibil sa se intdmpine o rezistenta temporara.
Tineti tija la aproximativ 5 cm de cupe si impingeti forcepsul de biopsie pentru a-l avansa.

5cm

O

\

Figura 3.65

3. Avansati incet forcepsul de biopsie si verificati daca varful acestuia apare de la capatul distal al
endoscopului. In plus, verificati daca nu sunt eliminate materii straine.
4. Verificati daca forcepsul de biopsie poate fi retras lin din garnitura orificiului de intrare.
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Inspectarea functiei de alimentare cu jet de apa

A Avertizare

Pentru inspectarea functiei de alimentare cu jet de apa, utilizati apa sterila. Nerespectarea
acestei prevederi poate crea un risc de infectie.

1. Pentru a utiliza pompa de irigare, pregatiti-va sa efectuati alimentarea cu apa sterila respectand
instructiunile de utilizare pentru pompa de irigare.

2. \Verificati intreaga suprafata a tubului de irigare (OF-B113) pentru a detecta anomalii precum in-
doirea/ruperea/desprinderea conectorului, tdierea/ciobirea inelului in O, deformarea/deteriorarea/
rigidizarea tubului si/sau ruperea conectorului luer.

3. Scoateti dopul capacului pentru conectorul pentru jet de apa (OF-B118) si impingeti tubul pompei
de irigare cu apa sau tubul de irigare (OF-B113) in adaptorul pentru valva de control al jetului de
apa (OE-C12) pana cand se fixeaza printr-un clic.

EI Nota

Nu utilizati tubul de irigare (OF-B113) daca intdmpinati dificultati la atasarea acestuia sau
daca nu simtiti ca se fixeaza printr-un clic atunci cand il atasati la endoscop. Utilizarea unui
conector luer deteriorat poate conduce la o reprocesare ineficienta a endoscopului din cauza
scurgerii de apa de la partea conectata sau la deconectarea tubului, ceea ce creeaza un risc
de contaminare incrucisata.

4. Alimentati cu apa sterila folosind pompa de irigare sau seringa umplutad cu apa sterild atasata la
conectorul luer al tubului de irigare (OF-B113).

) (1) Capac conector jet de apa
(OF-B118)

' (2) Tub de irigare (OF-B113)

(3) Adaptor pentru valva de control

- “{?/ 2) al jetului de apa (OE-C12)
(3)

Figura 3.66

= ot

Cand tubul de irigare (OF-B113) este conectat cu conector luer de tipul cu blocare, asigurati-
va ca conectoarele luer sunt blocate corespunzator. Nu utilizati tubul de irigare (OF-B113)
daca exista o deteriorare a conectorului luer al tubului de irigare (OF-B113) si/sau conexiunea
luer nu este blocata corespunzator.



5. Verificati daca o anumita cantitate de apa se scurge in afara din duza pentru jet de apa, la capatul
distal al endoscopului. (Dureaza cateva secunde pana cand apa incepe sa iasa pentru prima
data.) (Exemplul prezentat in figura face parte din seria EC-3890Zi)

Figura 3.67

6. Verificati sa nu existe scurgeri de apa la nivelul conexiunii dintre portul pentru jet de apa al
endoscopului si adaptorul pentru valva de control al jetului de apa (OE-C12) sau la nivelul
conexiunii dintre adaptorul pentru valva de control al jetului de apa si tubul de irigare (OF-B113).

Figura 3.68
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Instructiuni de utilizare

Acest endoscop trebuie sa fie utilizat numai de catre un medic autorizat sa efectueze endoscopii de catre
persoana responsabila cu siguranta procedurilor medicale in fiecare unitate medicala.

Acest dispozitiv nu trebuie utilizat niciodata de catre persoane care nu sunt profesionisti licentiati in practica
medicala si nu trebuie utilizat altundeva decat in unitatile medicale.

Aceasta sectiune descrie informatii esentiale, cum sunt procedurile de operare si precautiile pentru manipulare,
pentru utilizarea acestui endoscop n conditii de siguranta si eficienta. Aceste IDU nu descriu proceduri
specifice de endoscopie. Procedurile specifice de urmat trebuie stabilite prin decizia unui profesionist in
domeniul medical.

A Avertizare

e Atat utilizatorii, cat si personalul care asista, trebuie sa poarte intotdeauna echipament de
protectie (cum sunt manusi, ochelari de protectie, masti, halate de uz medical) pentru a reduce
la minimum riscul de infectie, Tntrucét lichidele corporale provenite de la pacient pot fi dispersate
de la componentele endoscopului, cum sunt orificiul de intrare al canalului pentru instrumente si
valva de control al suctiunii.

e in cazul in care se observa o anomalie in timpul angulatiei, de exemplu miscare greoaie, opriti
imediat procedura endoscopicé si retrageti incet si cu grijd endoscopul. Nu rasuciti NICIODATA in
mod fortat maneta de control al angulatiei. Continuarea utilizarii endoscopului atunci cand acesta
prezinta o anomalie poate duce la deteriorarea endoscopului si/sau la ranirea pacientului, aceasta
incluzand sangerare si perforatie.

 Nu retrageti NICIODATA endoscopul in timp ce sectiunea de indoire este angulata. Acest lucru ar
putea cauza vatamarea pacientului.

e \erificati intotdeauna imaginea endoscopica in timpul angularii endoscopului, alimentarii cu
aer/apa si suctiunii, utilizarii dispozitivelor endoscopice precum si introducerii si retragerii
endoscopului. Asigurati-va ca aceste operatiuni sa se desfasoare in modul normal (fara stop-
cadru, fara magnificare). Operarea endoscopului in modul de stop-cadru sau de magnificare
poate conduce la deteriorarea endoscopului si la ranirea pacientului.

e NU introduceti sau retrageti endoscopul in mod forfat. Acest lucru ar putea cauza vatamarea
pacientului.

e Atunci cand introduceti endoscopul in lumene inguste, NU rotiti imaginea endoscopica utilizand
videoprocesorul. Acest lucru ar putea cauza vatamarea pacientului sau ar putea face imposibila
retragerea endoscopului.

e Opritiimediat proceduraendoscopicain cazulin careimaginea endoscopica dispare pe neasteptate
din cauza intreruperii alimentarii cu energie electrica si/sau deteriorarii lampii, videoprocesorului
si/sau endoscopului. Retrageti incet endoscopul, respectand instructiunile din ,5-1. Retragerea
unui endoscop care prezinta o anomalie” (p. 74). Continuarea utilizarii endoscopului poate
conduce la ranirea pacientului.

e Setafi luminozitatea la valoarea minim necesara. Mentineti o distantd adecvata intre capatul
distal al endoscopului si mucoasa, pentru a evita iluminarea prelungita a mucoasei. Temperatura
la capatul distal al endoscopului poate depasi 41 °C si poate atinge chiar si 50 °C din cauza luminii
emise din acesta. Aceasta poate conduce la vatamarea mucoasei pacientului.
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A Precautie

e NU priviti direct in lumina emisa din endoscop si nu o directionati spre ochii altor persoane,
intrucat lumina intensa poate cauza leziuni oculare.

e NU utilizati endoscopul daca se suspecteaza prezenta de lichide corporale provenite de la pacient,
sange etc. aderente la ghidajul pentru lumina, intrucat aceasta cauzeaza intunecarea imaginii
de observare. Temperatura la capatul distal al endoscopului poate creste, cauzand vatamarea
mucoasei pacientului.

e Utilizati presiunea minim necesara pentru suctionare. NU aplicati suctiune asupra mucoasei o
perioada indelungata. Acest lucru ar putea cauza vatamarea pacientului.

e NU utilizati un dispozitiv de alimentare cu apa care exercita o presiune a apei de 30 kPa sau mai
mare asupra canalului de suctiune (valva de suctiune) in timpul examinarii endoscopice.

= o

e fnainte de efectuarea unei proceduri, inlaturati orice reziduuri sau secretii din zona de observatie,
pe cat posibil, pentru a obtine o imagine clara.

e [entila obiectivului poate fi curatata in timpul procedurii prin folosirea simultana sau alternativa
a alimentarii cu aer/apa si a suctiunii.
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4_ 1 . Pregatirea imediat dinaintea introducerii endoscopului

58

Efectuati pregatirea adecvata a pacientului pentru endoscopie, dupa cum este necesar.

A Precautie

NU pulverizati si nu stergeti suprafata portiunii de insertie a endoscopului cu un anestezic (in
special anestezic pulverizabil cu continut de alcool) sau lubrifiant non-medical (de exemplu jeleu
de petrol). Procedand astfel, puteti cauza craparea sau jupuirea suprafetei externe a portiunii de
insertie, cauzand deteriorarea endoscopului.

1. Aplicati un lubrifiant de uz medical pe portiunea de insertie, dupa cum este necesar.
2. Puneti o piesa bucala (OF-Z5) in gura pacientului (numai pentru EG-29907i).

= o

e Nu aplicati lubrifianti pe lentila obiectivului in scopul de a obtine imagini de observatie clare.
e Cand utilizati un agent de curatare a lentilei, respectati instructiunile aferente produsului
respectiv.

(1) Lubrifiant

Figura 4.1



4_2 . Introducerea si observarea

Introducerea endoscopului

A Precautie

NU indoiti in mod fortat elementul de detensionare, dupa cum este ilustrat (Figura 4.2). Aceasta
poate produce avarierea endoscopului.

Figura 4.2

Introduceti endoscopul incet si cu grija.
Ajustati luminozitatea dupa cum este adecvat pentru observarea cu videoprocesorul.

= o

Nu pot fi obtinute imagini clare atunci cand sunt atasate materii strdine pe lentila obiectivului sau
pe ghidajul pentru lumina. Utilizarea continua a ghidajului pentru lumina avand atasate materii
straine de orice fel poate cauza un efect vizibil de vaporizare, asemanator cu degajarea de abuir,
asociat cu vaporizarea apei din materialul organic incélzit de lumina.

Daca sunt observati vapori, intrerupeti imediat efectuarea procedurii si retrageti endoscopul din
corpul pacientului. Folosind un tifon curat, curatati si eliminati orice materii straine atasate, apoi
reluati procedura de endoscopie.

Operarea angulatiei

A Avertizare

In cazul in care se observa o anomalie in timpul angulatiei, de exemplu miscare greoaie, opriti
imediat procedura endoscopica si retrageti incet si cu grija endoscopul. Nu rasuciti NICIODATA
in mod fortat butonul de control al angulatiei, intrucat aceasta poate duce la deteriorarea
endoscopului si/sau la ranirea pacientului, aceasta incluzand sangerare si perforatie.

1. Actionati butoanele de control al angulatiei incet si cu precautie, in functie de pozitia endoscopului.

2. Rasuciti maneta de blocare a angulatiei sus/jos si butonul de blocare a angulatiei dreapta/stanga
pentru a mentine unghiul de indoire al capatului distal al endoscopului, dupa cum este necesar.
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Alimentarea cu aer/apa

A Avertizare

Aveti grija s& NU alimentati cu o cantitate prea mare de aer si sa controlati in mod adecvat
insuflarea de aer in cavitatea corporala. Insuflarea excesiva de aer in cavitatea corporala a
pacientului poate crea un risc de durere, embolism si perforatie pentru pacient.

1. Setatinivelul pompei la valoarea adecvata folosind, butonul de setare a nivelului pompei de pe panoul
de control al videoprocesorului.

2. Acoperiti orificiul din partea superioara a valvei de trecere a aerului/apei cu un deget pentru a alimenta
cu aer prin duza pentru aer/apa aflata la capatul distal al endoscopului.

3. Apasati valva de trecere a aerului/apei pentru a trimite apa din duza pentru aer/apa pe lentila
obiectivului.

Suctiune

A Avertizare

e NU aspirati materii solide, acest lucru putand cauza o infundare a valvei de control al suctiunii
si/sau a canalului de suctiune.

e in cazul in care canalul pentru instrumente/suctiune se blocheaza sau se infunda din cauza
acumularii de resturi, din cauza unui accesoriu care nu poate fi indepartat sau din alta cauza,
NU incercati s& inlaturati blocajul sau s& continuati s& utilizati endoscopul. Intr-un asemenea
caz, contactati unitatea locala de service PENTAX Medical pentru repararea endoscopului.
Utilizarea unui endoscop ce are canalul intern blocat poate conduce la o reprocesare
ineficienta si/sau la introducerea de resturi si/sau de componente ale dispozitivului in corpul
pacientului Tn cursul unei proceduri ulterioare, ceea ce cauzeaza vatamarea pacientului si
genereaza un risc de contaminare incrucisata.

e Utilizarea unui endoscop ce are canalul intern blocat poate conduce la o reprocesare
ineficienta si/sau la introducerea de resturi si/sau de componente ale dispozitivului in corpul
pacientului Tn cursul unei proceduri ulterioare, ceea ce cauzeaza vatamarea pacientului si
genereaza un risc de contaminare incrucisata.

e Atasatiin mod stabil capacul la garnitura orificiului de intrare. Nerespectarea acestei prevederi
poate cauza scaderea functiei de suctiune, precum si refluxul sau dispersarea lichidelor
corporale provenite de la pacient, ceea ce prezinta risc de infectare.

A Precautie

e Nu utilizati o perie de curatare sau un forceps de biopsie pentru a inlatura un obiect strain
care a ocluzionat canalul de suctiune. Aceasta poate conduce la deteriorarea canalului.

e In timpul suctionarii, respectati aceste masuri de precautie. Nerespectarea acestei prevederi
poate conduce la ranirea mucoasei pacientului.

— NU aplicati o presiune de suctionare excesiva.

— Mentineti distanta intre capatul distal al endoscopului si mucoasa pentru a asigura faptul
ca la deschiderea canalului pentru instrumente aflata la capatul distal al endoscopului NU
se produce suctionarea mucoasei.

— Daca se produce suctionarea mucoasei, opriti imediat suctionarea. NU aplicati suctiune
asupra mucoasei o perioada indelungata.

- 1n cazul in care se observa o anomalie la controlul suctiunii, opriti imediat utilizarea.

Suctionati lichid din interiorul cavitatii corporale prin canalul pentru instrumente, apasand valva de control
al suctiunii.



Alimentarea cu jet de apa

A Avertizare

Pentru alimentarea cu jet de apa utilizati apa sterila. Nerespectarea acestei prevederi poate crea
un risc de infectie.

A Precautie

Alimentati apa cu presiune minima, in timp ce observati starea mucoasei pacientului. Alimentarea
Cu apa sub o presiune excesiva poate conduce la leziuni ale mucoasei pacientului.

Utilizati pompa de irigare, respectand manualul de operare pentru pompa de irigare, sau atasati o seringa
la conectorul luer al tubului de irigare (OF-B113) si trimiteti apa prin acest tub.

= o

Cand tubul de irigare (OF-B113) este conectat cu conector luer de tipul cu blocare, asigurati-va ca
conectoarele luer sunt blocate corespunzator. Nu utilizati tubul de irigare (OF-B113) daca exista
o deteriorare a conectorului luer al tubului de irigare (OF-B113) si/sau conexiunea luer nu este
blocata corespunzator.

Telecomanda

A Precautie

NU aplicati o forta excesiva asupra butonului de telecomanda din lateralul acestuia sau pe o
directie oblica, intrucat butonul se poate bloca sau poate deveni inoperabil.

Actionati butonul de telecomanda pentru a face captura de imagini, copii pe suport de hartie, inregistrari
VCR etc., dupa cum este necesar.

= ot

Daca tineti un deget pe butonul de telecomanda, acesta ar putea fi apasat in mod neintentionat,
declansand operarea acestuia.
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Sistemul de amplificare optica

A Avertizare

Aveti grija sa introduceti endoscopul dupa rasucirea manetei de control al amplificarii in sens
antiorar, pentru a reveni la imaginea de marime standard. In vizualizarea amplificats, campul
vizual este limitat, ceea ce afecteaza negativ operabilitatea la introducere si poate reprezenta un
pericol pentru sanatatea pacientului.

= ot

Sistemul de amplificare optica asigura modificarea distantei focale si a adancimii cAmpului vizual.
Ajustati distanta dintre capatul distal al endoscopului si zona de observatie, pentru a obtine
imaginea optima. La rata de amplificare maxima, imaginea optima poate fi obtinuta la o distanta
de 2 pana la 3 mm de zona de observatie.

Amplificarea cu ajutorul manetei

Figura 4.3

1.

Controlati sistemul de amplificare optica cu ajutorul manetei de control al amplificarii de pe corpul de
control. Prin rasucirea acesteia in sens orar, imaginea este apropiata, iar prin rotirea in sens antiorar
imaginea revine la dimensiunea normala.

Viteza de operare a sistemului de amplificare poate fi ajustata in trei stadii: Low (Scazuta), Medium
(Medie) si High (Ridicata). Pentru detalii privind modificarea vitezei de operare, consultati IDU pentru
videoprocesorul respectiv.

Figura de mai jos prezinta ecranul monitorului in timpul utilizarii sistemului de amplificare optica.
Informatiile privind amplificarea sunt afisate in partea din dreapta jos a ecranului monitorului. Pozitia
.+ In cadrul informatiilor privind amplificarea indica rata de amplificare aproximativa. La rata
normala a imaginii, semnul ,+" este pozitionat la capatul din stdnga si se deplaseaza catre dreapta
in timpul operatiunii de amplificare. La rata de amplificare maxima, semnul ,,+" este afisat la capatul
din dreapta. Atunci cand utilizati EPK-i7000, semnul ,)¥ ” se muta de la stdnga la dreapta.

A

Magnified Information Magnified Information

Normal Amplificare optica

Figura 4.4



= o

De asemenea, sistemul de amplificare optica este disponibil daca se utilizeaza comutatorul cu
pedala. Prin fiecare apasare a comutatorului cu pedala se poate comuta rata de amplificare
in patru pasi, de la rata normala (sau cea mai mare rata de amplificare) pana la cea mai mare
rata de amplificare (sau rata normala). Pentru detalii privind modul de asociere a sistemului de
amplificare cu comutatorul cu pedala, consultati IDU pentru videoprocesorul respectiv.

Sistemul de amplificare care poate fiasociat cu comutatorul cu pedala poate fi asociat cu butoanele
de la 1 la 3 ale telecomenzii endoscopului. Pentru detalii privind modul de asociere a sistemului
de amplificare cu butonul telecomenzii endoscopului, consultati IDU pentru videoprocesorul
respectiv.

Sistemul de amplificare electrica
Sistemul de amplificare electrica este disponibil atunci cand sistemul de amplificare este asociat

Cu

panoul de control, tastatura sau comutatorul cu pedala ale videoprocesorului, precum si cu butoanele

telecomenzii endoscopului. Pentru detalii privind modul de asociere a sistemului de amplificare
butoanele telecomenzii endoscopului, consultati IDU pentru videoprocesorul respectiv.

Cu
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4_3 . Utilizarea unui dispozitiv endoscopic

A Avertizare

64

Nu utilizati NICIODATA un dispozitiv endoscopic care prezintd semne de deteriorare si/
sau anomalii in functionare. Nerespectarea acestei prevederi poate conduce la functionare
defectuoasa sau deteriorarea endoscopului si/sau la ranirea pacientului.

Toate dispozitivele endoscopice reutilizabile trebuie sa fie curatate si sterilizate Tnainte de
utilizarea initiala, precum si inainte de fiecare utilizare ulterioara.

fnainte de utilizarea dispozitivului endoscopic, verificati compatibilitatea acestuia cu
endoscopul si trebuie sa cititi si sa intelegeti respectivele IDU ale dispozitivului endoscopic.
Utilizarea incorecta a dispozitivului endoscopic poate conduce la deteriorarea dispozitivului
endoscopic si vatamarea pacientului.

Cand introduceti sau retrageti dispozitivul endoscopic, aveti grija ca varful distal al acestuia sa fie
inchis sau retras in teac. Indreptati dispozitivul endoscopic si retrageti- incet. Nerespectarea acestor
avertizari poate conduce la deteriorarea garniturii orificiului de intrare si/sau caderea de particule
desprinse din garnitura orificiului de intrare in cavitatea corporala a pacientului.

Tnainte de operare, asigurati-va ca varful distal al dispozitivului endoscopic iese in afara in mod
adecvat de la capatul distal al endoscopului. Nerespectarea acestei prevederi poate conduce la
deteriorarea canalului pentru instrumente si/sau la caderea de particule desprinse din canalul
pentru instrumente in cavitatea corporala a pacientului.

Dupa ce dispozitivul endoscopic este introdus in garnitura orificiului de intrare, NICIODATA
nu il lasati sa atarne. Asigurati-va ca dispozitivul endoscopic este sustinut cu o mana si ca nu
este aplicata nicio greutate pe garnitura orificiului de intrare. Nerespectarea acestei prevederi
poate cauza scaderea functiei de suctiune, precum si refluxul sau dispersarea lichidelor
corporale provenite de la pacient, ceea ce prezinta risc de infectare.

Utilizati numai dispozitive endoscopice compatibile, specificate de PENTAX Medical.
Utilizarea unor dispozitive endoscopice necompatibile, care NU sunt specificate de PENTAX
Medical, poate conduce la infundarea si/sau la deteriorarea canalului pentru instrumente
si/sau a dispozitivului endoscopic. Daca se injecteaza un lichid, de exemplu apa sterila sau
solutie salina fiziologica, cu o seringa prin orificiul de intrare al canalului pentru instrumente in
timp ce canalul pentru instrumente este infundat, valva de control al suctiunii se poate detasa
si poate cauza refluxul sau dispersarea lichidelor corporale provenite de la pacient, ceea ce
prezinta risc de infectare.

Opriti imediat procedura endoscopica in cazul in care dispozitivul endoscopic nu poate fi
retras din endoscop. NU fincercati sa retrageti cu forta dispozitivul endoscopic. Retrageti
incet si cu grija endoscopul in care este inserat dispozitivul endoscopic. Nerespectarea
acestei prevederi poate cauza deteriorarea dispozitivului endoscopic si/sau a canalului pentru
instrumente, precum si refluxul sau dispersarea lichidelor corporale provenite de la pacient,
ceea ce prezinta risc de infectare.

A Precautie

NU introduceti iTn mod fortat dispozitivul endoscopic atunci cand canalul pentru instrumente
este infundat, aceasta putand conduce la deteriorarea endoscopului.

Verificati in mod constant imaginea endoscopica in timp ce introduceti sau retrageti cu grija
dispozitivul endoscopic.

Tineti sectiunea de indoire a endoscopului cat mai dreapta posibil atunci cand introduceti
sau retrageti dispozitivul endoscopic. Introducerea si retragerea fortata a dispozitivului
endoscopic poate conduce la deteriorarea canalului pentru instrumente si a dispozitivului
endoscopic si/sau la vatdmarea pacientului.

= o

Diametrul minim al canalului pentru instrumente este inscris pe eticheta cu numele modelului.



Introducerea si operarea dispozitivului endoscopic

1. Aveti grija ca varful distal al dispozitivului endoscopic sa fie inchis sau retras in teaca. in cazul
utilizarii forcepsului de biopsie, operati forcepsul pentru a inchide complet cupele de la varf. La
introducerea pentru prima data, existda un anumit grad de rezistenta. Tineti tija la aproximativ
5 cm de capatul sau si impingeti-o prin acesta.

X

\

Figura 4.5

2. Introduceti incet dispozitivul endoscopic si verificati daca varful distal al dispozitivului endoscopic
se afla in cdmpul vizual.

Figura 4.6

3. Operati dispozitivul endoscopic in conformitate cu IDU furnizate impreuna cu acesta.
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Retragerea dispozitivului endoscopic

A Avertizare

e NU retrageti dispozitivul endoscopic cu forta sau pe o directie oblica. Nerespectarea
acestei prevederi poate cauza scaderea functiei de suctiune prin deteriorarea garniturii
orificiului de intrare, caderea de particule desprinse din garnitura orificiului de intrare in
cavitatea corporala a pacientului, precum si refluxul sau dispersarea lichidelor corporale
provenite de la pacient, ceea ce prezinta risc de infectare. Cand retrageti dispozitivul
endoscopic, preveniti dispersarea lichidelor corporale provenite de la pacient prin
acoperirea garniturii orificiului de intrare cu un tifon curat si retrageti incet dispozitivul, pe
o directie perpendiculara pe garnitura orificiului de intrare.

e Qpriti imediat procedura terapeutica daca intampinati o rezistentd semnificativa atunci
cand retrageti dispozitivul endoscopic sau daca dispozitivul endoscopic nu poate fi retras
din endoscop. NU incercati séa retrageti cu forta dispozitivul endoscopic. Nerespectarea
acestei prevederi poate conduce la deteriorarea echipamentului. Inchideti sau retrageti
varful distal al dispozitivului endoscopic si retrageti incet endoscopul in care este introdus
dispozitivul endoscopic.

1. Aveti grija ca varful distal al dispozitivului endoscopic sa fie inchis sau retras in teaca.
2. Retrageti incet dispozitivul endoscopic, pe o directie perpendiculara fatd de garnitura orificiului
de intrare.

7
S

\

Figura 4.7



4_4 . Utilizarea unui gaz non-inflamabil

Daca exista posibilitatea ca un gaz inflamabil sa fie prezent intr-o cavitate corporald, convertiti gazul
intr-unul neinflamabil folosind dioxid de carbon Tnainte de cauterizarea cu laser sau de procedura
electrochirurgicala.

A Avertizare

e NU utilizati cilindri cu gaz neinflamabil ale caror setari de presiune si debit nu pot fi controlate.
Setati presiunea gazului la valoarea de 49 kPa sau mai mica si debitul la valoarea de 4 I/min
sau mai mica. Utilizarea un cilindru de gaz ale carui setari nu pot fi controlate sau care nu se
cunosc cu certitudine poate conduce la deteriorarea endoscopului si la insuflarea excesiva de
gaz in cavitatea corporala a pacientului.

e Aveti grija sa NU administrati prea mult gaz si sa controlati bine administrarea de gaz prin
canal. Insuflarea excesiva de gaz in cavitatea corporala a pacientului poate crea un risc de
durere, embolism si perforatie pentru pacient.

A Precautie

e Asigurati o ventilatie adecvata atunci cand utilizati gaz neinflamabil intr-o incapere mica, pe
o perioada indelungata. O concentratie crescutd de CO2 in incapere poate reprezenta un risc
de efecte negative asupra starii fizice a pacientului si/sau utilizatorului.

e Qpriti pompa de alimentare cu aer/apa a videoprocesorului inainte de a deschide/inchide
cilindrul de gaz. Daca cilindrul de gaz este deschis fara ca pompa sa fie oprita, este aplicata
0 sarcina excesiva pompei de alimentare cu aer/apa a videoprocesorului, ceea ce poate
conduce la deteriorarea pompei de alimentare cu aer/apa.

= o

Se recomandd utilizarea valvei pentru alimentare cu gaz/apa (OF-B194), disponibila optional, in
locul valvei de trecere a aerului/apei, pentru a preveni scurgerile de gaz in incapere. Utilizati valva
pentru alimentare cu gaz/apa in conformitate cu IDU aferente acesteia.

1. Pregatiti un cilindru de gaz si adaptorul pentru gaz (OF-G11), disponibil optional. Asigurati-va ca
valva cilindrului de gaz este inchisa. Opriti pompa de alimentare cu aer/apa a videoprocesorului.

2. Decuplati conectorul pentru aer/apa al ansamblului recipientului pentru apa de la portul pentru
aer/apa al endoscopului si conectati in locul lui adaptorul pentru gaz.

Figura 4.8
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3. Conectati cilindrul cu gaz la adaptorul pentru gaz (OF-G11).

Figura 4.9

4. Cuplati conectorul pentru aer/apa al ansamblului recipientului pentru apa la adaptorul pentru gaz.

Figura 4.10

5. Asigurati-va ca toate dispozitivele sunt fixate stabil Tnainte de a deschide valva cilindrului cu gaz.



4-9.

Cauterizarea cu laser

A Avertizare

Echipamentul cu laser trebuie sa fie utilizat numai de catre experfi care au cunostinte
aprofundate privind echipamentul cu laser si tratamentul endoscopic cu laser.

Tnainte de utilizarea echipamentului cu laser, cititi cu atentie manualul furnizat impreuna cu
acesta si efectuati intotdeauna o inspectie Tnainte de utilizare. Asigurati-va ca echipamentul
cu laser este gata pentru utilizare, efectuand verificarile de siguranta specificate in manual.
Utilizati numai laserul Nd: YAG (lungime de unda 1064 nm) sau un laser cu lungime de unda
800-1000 nm.

In timpul utilizarii echipamentului cu laser, atat utilizatorii cat si personalul care asista trebuie
sa poarte ochelari de protectie. Nerespectarea acestei prevederi poate conduce la leziuni
oculare.

NU utilizati echipamentul cu laser Tn medii inflamabile, de exemplu intr-o atmosferd bogata
in oxigen. Dacad exista posibilitatea ca un gaz inflamabil sa fie prezent intr-o cavitate
corporald, convertiti gazul intr-unul neinflamabil inainte de cauterizarea cu laser. Utilizarea
echipamentului laser in medii inflamabile ar putea cauza combustie sau explozie.

Setati puterea de iesire a laserului la nivelul minim necesar.

— Daca raza laser este emisa Tncontinuu la un nivel inalt, imaginea endoscopica ar putea
deveni alba (albire). NU efectuati o cauterizare cu laser in timp ce are loc fenomenul
albirii, aceasta putand duce la vatamarea pacientului.

— Daca raza laser este emisa incontinuu la un nivel inalt, se poate produce deteriorarea
instrumentului.

Mentineti o distanta adecvata intre capatul distal al endoscopului si peretele cavitatii
corporale a pacientului. Inainte de activarea laserului, asigurati-va ca varful distal al sondei
laser iese din capatul distal al endoscopului. Nerespectarea acestei prevederi poate conduce
la deteriorarea instrumentului si la ranirea pacientului.

1. Introduceti sonda laser in garnitura orificiului de intrare (OF-B190), dupa cum este descris
.4-3. Utilizarea unui dispozitiv endoscopic”.

2. Operati sonda laser in conformitate cu IDU furnizate Tmpreuna cu aceasta.

3. Dupa incheierea procedurii, retrageti sonda laser prin garnitura orificiului de intrare, dupa cum este
descris in ,,4-3. Utilizarea unui dispozitiv endoscopic”.

= ot

Este normal ca fasciculul de ghidaj sa apara in culoarea alba pe imaginea video a endoscopului.
In cazul in care capatul distal al endoscopului se afl& la o distantd mai mica de 20 mm de
suprafata finta iradiata, fasciculul de ghidaj ar putea genera o pata pe imagine. Daca o
asemenea pata afecteaza vizibilitatea tintei, reduceti intensitatea luminii.

Atunci cand utilizati laserul la putere mare si/sau in cazul in care capatul distal al endoscopului
este mutat la o distanta mai mica de 10 mm de tinta iradiata, imaginea ar putea palpai la colturi.

1) Pata
2) Tinta iradiata

(

(2)

(3) Sonda
(4) Palpaire

Figura 4.11

in

69

Instructiuni de utilizare



aJezI|in ap IuNIfonisu|

4_6 . Electrochirurgie
A Avertizare

70

Citifi cu atentie manualul furnizat impreuna cu generatorul de inalta frecventa si dispozitivul inainte
de a le utiliza si efectuati intotdeauna o inspectie inainte de utilizare. Asigurati-va ca generatorul
de finalta frecventa si dispozitivul sunt gata pentru utilizare, efectuand verificarile de siguranta
specificate in manual. Utilizarea in asociere cu dispozitivul electrochirurgical poate conduce la
cresterea scurgerilor de curent la pacient.

Asigurati-va ca energia de inaltd frecventa eliberata nu afecteaza dispozitivul periferic,
precum stimulatorul cardiac si utilizati puterea de iesire pentru Tnalta frecventa la nivelul
minim necesar in timpul utilizarii in apropierea inimii. Se poate produce stimularea cardiaca.
NU utilizati generatorul de inalta frecventa in medii inflamabile, de exemplu intr-o atmosfera bo-
gata in oxigen. Daca exista posibilitatea ca un gaz inflamabil sa fie prezent intr-o cavitate corpo-
rala, convertiti gazul intr-unul neinflamabil inainte de interventia electrochirurgicala. Utilizarea
generatorului de nalta frecventa in medii inflamabile ar putea cauza combustie sau explozie.
Asigurati-va ca portiunea activa a dispozitivului endoscopic NU vine in contact cu fesuturile
periferice, aceasta putand cauza vatamari pacientului.

Setati nivelul puterii de iesire si modul formei de unda pentru inalta frecventa in mod adecvat,
in functie de utilizare. Reduceti la minimum timpul de energizare, intrucat aceasta poate
conduce la ranirea pacientului.

Tnainte de a utiliza un dispozitiv electrochirurgical, verificati intreaga suprafata a endoscopului
pentru a detecta orice anomalii, de exemplu crapaturi sau expunerea partilor metalice interne.
Nerespectarea acestei prevederi poate cauza arsuri provocate de curentul de inalta frecventa.

A Precautie

Atat utilizatorii, cat si personalul care asista trebuie sa poarte intotdeauna manusi izolate.
Nerespectarea acestei prevederi poate cauza arsuri provocate de curentul de inalta frecventa.
Generatoarele de inaltd frecventa pot fi fara impamantare (tip BF sau tip CF) sau cu
impamantare (tip B). Pentru a evita ranirea prin arsuri a pacientului sau a utilizatorului, utilizati
numai un generator de Tnalta frecventa fara impamantare.

Existd doua tipuri de generatoare de inalta frecventa fara impamantare: cele care dispun de

un cablu de feedback (S-cord) al endoscopului si cele care nu dispun de acesta.

1) Generator de Tnalta frecventa prevazut cu cablu S-cord: conectati cablul de tip S-cord la
terminalul de feedback aflat pe conectorul PVE al endoscopului.

2) Generator de Tnalta frecventa fara cablu S-cord: conectati cablul de impaméntare cu
condensator (OL-Z4/0L-Z3) de la terminalul de feedback al endoscopului la terminalul de
echipotential al videoprocesorului.

Respectati instructiunile pentru fiecare tip descris mai sus; in caz contrar se pot produce

arsuri provocate de curentul de inalta frecventa.

Utilizati numai dispozitive izolate. Nerespectarea acestei prevederi poate cauza arsuri

provocate de curentul de Tnalta frecventa.

{nainte de operare, asigurati-va c& varful distal al dispozitivului electrochirurgical iese in afara

in mod adecvat de la capatul distal al endoscopului. Neindeplinirea acestei conditii poate

conduce la deteriorarea endoscopului.

In cursul utilizarii respectati masurile de precautie de mai jos, nerespectarea lor putand

conduce la deteriorarea endoscopului, la arsuri si/sau la vatamarea mucoasei.

— Mentineti o distanta adecvata intre capatul distal al endoscopului pe de o parte si varful
izolat si portiunea activa a dispozitivului endoscopic de cealalta parte. Inainte de operare,
asigurati-va ca varful distal al dispozitivului endoscopic iese in afara in mod adecvat de la
capatul distal al endoscopului.

— Utilizatorii si personalul care asista NU trebuie sa atinga pacientul in timpul utilizarii
dispozitivului.

— Porniti generatorul de inaltd frecventa chiar inainte de inceperea procedurii si oprifi-I
imediat dupa incheierea procedurii.



Introduceti dispozitivul electrochirurgical Tn garnitura orificiului de intrare, dupa cum este descris in
,4-3. Utilizarea unui dispozitiv endoscopic”.

Operati dispozitivul electrochirurgical in conformitate cu IDU furnizate impreuna cu acesta.

Dupa incheierea procedurii, retrageti dispozitivul electrochirurgical prin garnitura orificiului de intrare,
dupa cum este descris in ,,4-3. Utilizarea unui dispozitiv endoscopic”.

4_7 . Retragerea endoscopului

A Avertizare

e (Cand retrageti endoscopul, impiedicati dispersarea lichidelor corporale provenite de la pacient
prin tinerea unui tifon curat de-a lungul portiunii de insertie. Nerespectarea acestei prevederi
poate crea un risc de infectie.

e fnainte de a retrage endoscopul, NU deconectati ansamblul recipientului pentru apa de la
videoprocesor in timp ce ansamblul recipientului pentru apa este conectat la endoscop.
Procedand astfel, puteti cauza refluxul lichidelor corporale provenite de la pacient in ansamblul
recipientului pentru apa.

e NU retrageti endoscopul in timp ce sectiunea de indoire este angulata. Acest lucru ar putea
cauza vatamarea pacientului.

Actionati valva de control al suctiunii pentru a aspira orice cantitate de lichid ramasa in cavitatea
corporala a pacientului.

Daca utilizati functia de amplificare electrica, setati-o inapoi la dimensiunea standard a imaginii.
Rasuciti maneta de blocare a angulatiei sus/jos si butonul de blocare a angulatiei dreapta/stanga in
directia ,F®» " pana cand se opresc, pentru a elibera blocarea butoanelor de control al angulatiei.
Observand imaginea endoscopica, retrageti incet si cu grija endoscopul.

Scoateti din gura pacientului piesa bucala. (numai pentru EG-29907i)

Opriti lampa videoprocesorului.

71

Instructiuni de utilizare



aJezi|iin ap 1unifoniisuj

4_8 . Intretinerea dupa utilizare
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A Precautie

NU atingeti cupla ghidajului pentru lumina si contactele electrice dupa utilizare. Aceasta poate
provoca arsuri.

B Endoscop:

Efectuati curatarea, dezinfectarea de nivel inalt si/sau sterilizarea conform procedurii specificate in
IDU separate (reprocesare) aferente acestui endoscop.

Accesorii:

Valva de trecere a aerului/apei (OF-B188), valva de control al suctiunii (OF-B120), garnitura orificiului
de intrare (OF-B190), piesa bucald (OF-Z5) (numai pentru EG-2990Zi), adaptorul pentru valva de
control al jetului de apa (OE-C12), capacul pentru conectorul pentru jet de apa (OF-B118), tubul de
irigare (OF-B113), husele distale (OE-A58/OE-AB9) si alte echipamente optionale:

Efectuati curatarea, dezinfectarea de nivel inalt si/sau sterilizarea conform procedurii specificate in
IDU respective aferente acestora.

Dispozitive endoscopice:

Dispozitive endoscopice reutilizabile:

Toate dispozitivele reutilizabile trebuie sa fie curatate si sterilizate conform IDU respective, furnizate
fmpreuna cu acestea.

Dispozitive endoscopice de unica folosinta:

Respectati legile si indrumarile nationale sau locale pentru eliminarea adecvata a dispozitivelor de
endoscopice de unica folosinta.

Videoprocesoare/pompa de irigare:
Respectati IDU furnizate impreuna cu acestea referitor la intretinerea acestora dupa utilizare.

Ansamblul recipientului pentru apa:

Pentru curatarea, dezinfectarea de nivel Tnalt si/sau sterilizarea ansamblului recipientului pentru
apa, consultati IDU furnizate impreuna cu ansamblul recipientului pentru apa.




Deconectarea endoscopului de la procesorul video

A Precautie

NU atasati sau detasati conectorul de PVE in timp ce alimentarea videoprocesorului este
pornita. Aceasta poate produce deteriorarea endoscopului.

1. Imediat dupa utilizare, efectuati pre-curatarea conform procedurii specificate in IDU separate
(reprocesare) aferente acestui endoscop.
2. Dupa ce finalizati pre-curatarea in cabinetul de examinare, opriti alimentarea videoprocesorului.

|

Figura 4.12

3. Intoarceti maneta de blocare a endoscopului in pozitia ,OPEN" (deschis); apoi, tineti conectorul
de PVE al endoscopului si detasati contactele electrice ale endoscopului si cupla ghidajului pentru
lumina de la conectorul procesorului si receptacul.

Figura 4.13

EI Nota

e Daca videoprocesorul conectat este prevazut cu functia de ejectare a endoscopului,
conectorul de PVE poate fi detasat atunci cand alimentarea videoprocesorului este
pornita cu ajutorul functiei de ejectare a endoscopului pe care o are videoprocesorul.
Pentru detalii, consultati IDU ale videoprocesorului respectiv.
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Depanarea

Dupa inspectarea endoscopului in conformitate cu ,Capitolul 3 Pregatirea si inspectarea”, daca
se suspecteaza existenta unei anomalii, nu utilizati endoscopul ci trimiteti-l pentru reparatii, conform
.D-2. Returnarea endoscopului pentru reparatii” (p. 75).

A Avertizare

NU utilizati un endoscop care prezinta orice anomalie evidenta. Continuarea utilizarii unui endoscop
atunci cand acesta prezinta o anomalie poate duce la deteriorarea functionarea a endoscopului
si/sau la ranirea pacientului si/sau a utilizatorului.

5_ 1 . Retragerea unui endoscop care prezinta o anomalie

74

In cazul in care intervine o anomalie, opriti imediat procedura endoscopica si retrageti incet si cu grija
endoscopul.

Cand imaginea endoscopica este afisata

1.

w

Cand utilizati dispozitivul endoscopic, inchideti varful distal sau retrageti-I in teaca. Apoi, retrageti
incet dispozitivul endoscopic din endoscop.

Actionati valva de control al suctiunii pentru a aspira orice cantitate de lichid ramasa in cavitatea
corporala a pacientului.

Daca utilizati functia de amplificare electrica, setati-o Thapoi la dimensiunea standard a imaginii.
Rasuciti maneta de blocare a angulatiei sus/jos si butonul de blocare a angulatiei dreapta/stangain
directia ,,F » " pana cand se opresc, pentru a elibera blocarea butoanelor de control al angulatiei.
Observand imaginea endoscopica, retrageti incet si cu grija endoscopul.

Cand imaginea endoscopica nu este afisata

1.

Cand utilizati dispozitivul endoscopic, inchideti varful distal sau retrageti-I in teaca. Apoi, retrageti
incet dispozitivul endoscopic din endoscop.

Rasuciti maneta de blocare a angulatiei sus/jos si butonul de blocare a angulatiei dreapta/stangain
directia ,,F » " pana cand se opresc, pentru a elibera blocarea butoanelor de control al angulatiei.
Luati ména de pe butonul de control al angulatiei sus/jos si de pe butonul de control al angulatiei
dreapta/stanga.

Retrageti incet si cu grija endoscopul.



5_2 . Returnarea endoscopului pentru reparatii

Pentru a returna endoscopul pentru reparatii, urmati instructiunile de mai jos. Pentru detalii suplimentare,
contactati unitatea locala de service PENTAX Medical. Intotdeauna, supuneti endoscopul unui proces de
curatare si dezinfectare de nivel Thalt inainte de a-l returna pentru reparatii.

w

A Avertizare

Numai personalul calificat de la PENTAX Medical este autorizat pentru a efectua repararea acestui
endoscop. PENTAX Medical NU este responsabil pentru nicio deteriorare sau vatamare care
se produce ca urmare a incercarilor de reparatie efectuate de personal non-PENTAX Medical.
Trebuie sa se tina cont de faptul ca PENTAX Medical NU evalueaza piesele, componentele,
materialele si/sau metodele de reparatii non-PENTAX Medical, prin urmare intrebarile referitoare
la compatibilitatea materialelor si/sau functionalitatea endoscoapelor PENTAX Medical construite
folosind aceste articole, materiale, metode de reparatie/asamblare neautorizate, netestate
si neaprobate trebuie directionate catre unitatea de service apartinand tertilor si/sau catre
producatorul responsabil pentru reconstructia dispozitivului.

Puneti acest endoscop Tn cutia de transport dedicata. Aveti grija sa fie inclus capacul de scufundare
din PVE pentru efectuarea testelor de scurgere a apei.

In cazul transportului pe calea aerului, aveti grija sa fie atasat capacul de ventilare pentru a preveni
deteriorarea endoscopului.

Includeti orice accesoriu PENTAX Medical care este suspectat a fi asociat cu deteriorarea.
Contactati unitatea locala de service PENTAX Medical pentru a obtine adresa de expediere si descrieti-
ne defectiunile care necesita reparatie, numele modelului, numarul de serie si numele/numarul de
telefon/adresa persoanei de contact.
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Eliminarea

Contactati unitatea locala de service PENTAX Medical pentru eliminarea endoscopului/endoscoapelor.
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Compatibilitatea electromagnetica (EMC)

Acest produs indeplineste cerintele standardului EMC |IEC 60601-1-2: 2007: Echipamente medicale electrice.

Ghid si declaratia producatorului — emisii electromagnetice
Acest produs este creat pentru a fi utilizat in mediul electromagnetic descris mai jos. Clientul sau
utilizatorul acestui produs trebuie sa se asigure ca este utilizat intr-un asemenea mediu.

Test de emisii

Conformitate

Indrumari referitoare la mediul electromagnetic

Acest produs utilizeaza energia RF doar pentru functiile interne. De

Emisii armonice
|IEC 61000-3-2

Nu este cazul

Fluctuatii de tensiune /
emisii intermitente
|EC 61000-3-3

Nu este cazul

EEIFS’::IR ?’1: Grup 1 aceea emisiile sale RF sunt foarte scazute si nu cauzeaza interferente
in apropierea echipamentului electronic.

Emisii RF

CISPR 11 Clasa B

Acest produs este adecvat pentru utilizare in toate spatiile, inclusiv
spatii casnice si cele direct legate la reteaua de alimentare publica de
joasa tensiune care alimenteaza cladirile folosite in scopuri casnice.
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Ghid si declaratia producatorului - imunitate electromagnetica
Acest produs este creat pentru a fi utilizat in mediul electromagnetic descris mai jos. Clientul sau
utilizatorul acestui produs trebuie sa se asigure ca este utilizat intr-un asemenea mediu.

Test de imunitate

Nivel de testare
|IEC 60601

Nivel de conformitate

Indrumari referitoare la mediul
electromagnetic

(ESD)
IEC 61000-4-2

Descarcare electrostatica

+6 kV contact
+8 kV aer

+6 kV contact
+8 kV aer

Pardoselile trebuie sa fie din lemn, beton
sau placi de ceramica. Daca pardoselile
sunt acoperite cu material sintetic, umidita-
tea relativa trebuie sa fie minimum 30%.

Impulsuri electrice

IEC 61000-4-4

tranzitorii rapide/in rafale

+ 2 kV pentru liniile de
alimentare cu curent
+1 kV pentru liniile de
intrare/iesire

+ 2 kV pentru liniile de
alimentare cu curent
+1 kV pentru liniile de
intrare/iesire

Calitatea retelei de alimentare cu energie
trebuie sa fie aceea a unui mediu comercial
tipic sau a unui spital.

Supratensiune
|IEC 61000-4-5

+1 kV mod diferential
+2 kV mod comun

+1 kV mod diferential
+2 kV mod comun

Calitatea retelei de alimentare cu energie
trebuie sa fie aceea a unui mediu comercial
tipic sau a unui spital.

intreruperi si variatii de

electrica
IEC 61000-4-11

Caderi de tensiune, scurte

tensiune pe liniile de intrare
in alimentarea cu energie

<5% U,
(>95% cadere a U,)
pentru 0,5 cicluri

40% U,
(60% cadere a U,)
pentru 5 cicluri

70% U,
(30% cadere a U,)
pentru 25 cicluri

<5% U,
(>95% cadere a U,)
pentru 0,5 cicluri

40% U,
(60% cédere a U,)
pentru 5 cicluri

70% U,
(30% cadere a U,)
pentru 25 cicluri

Calitatea retelei de alimentare cu energie
trebuie sa fie aceea a unui mediu comercial
tipic sau a unui spital. Daca utilizatorul
produsului are nevoie de functionarea
continua in timpul penelor de curent, se
recomanda alimentarea acestui produs de
la o sursa de curent neintreruptibila sau de
la o baterie.

IEC 61000-4-8

<5% U, <56% U,

(>95% cadere a U,) (>95% cadere a U,)

pentru b s pentrub s
Camp magnetic cu Se recomanda ca acest produs sa fie
frecventa retelei (50/60 Hz) | 3 A/m 3 A/m utilizat separat de alte dispozitive operate

cu curent de valori mari.

Nota: U; este tensiunea c.a. al refelei electrice nainte de

aplicarea nivelului de testare.

RF condusa 3 Vrms 3Vrms Distanta recomandata de separare:
|IEC 61000-4-6 intre 150 kHz si 80 MHz d=124P

- Distanta recomandata de separare:
RF radiata 3 V/m g R .
IEC 61000-4-3 intre 80 MHz s 2,5 GHz | > /™ d= 1.24p intre 80 MHz 5i 800 MHz

d = 2,3 4P intre 800 MHz si 2,5 GHz

e P este valoarea nominala a puterii maxime de iesire a transmitatorului in wati (W), potrivit producatorului transmitatorului.
d este distanta recomandata de separare, in metri (m).




= o

e | a 80 MHz si 800 MHz se utilizeaza banda de frecventa mai inalta.

e Este posibil ca aceste recomandari sa nu se aplice in toate situatiile. Propagarea
electromagnetica este afectatd de absorbtia si reflexia pe structuri, obiecte si oameni.

e |nterferentele se pot produce in apropierea echipamentelor marcate cu urmatorul simbol:

)

e |ntensitatea campurilor generate de transmitatoarele RF, conform masuratorilor electromag-
netice? trebuie sa fie mai mici decéat nivelurile de conformitate in fiecare banda de frecventa.”
a) Nivelurile de energie ale cadmpurilor electromagnetice provenite de la emitatoare fixe

precum statiile de baza ale radiotelefoanelor (celulare/fara fir) si aparatelor mobile de
comunicatie prin radio, dispozitivele de radioamatori, statiile de emisie radio AM si
FM si statiile de emisie TV, nu pot fi prognozate cu acuratete prin mijloace teoretice.
Pentru a evalua mediul electromagnetic generat de emitatoarele fixe RF, trebuie avuta
in vedere efectuarea de masuratori electromagnetice. Daca nivelul de energie masurat
al cAmpului depaseste, la locul de utilizare a acestui produs, nivelul de conformitate RF
aplicabil conform celor de mai sus, acest produs trebuie verificat pentru a vedea daca
functioneaza normal. Daca se sesizeaza o functionare anormala, pot fi necesare masuri
aditionale ca de pilda reorientarea sau mutarea acestui produs.
b) n plaja de frecventd dintre 150 kHz si 80 MHz, puterile cAmpurilor trebuie sa fie mai mici

de 3 V/m.

Distante de separare recomandate intre aparate de comunicatie RF portabile

si mobile si acest produs

Acest produs trebuiefolositintr-un mediu electromagneticin care turbulentele radiatiilor RF sunt controlate.
Clientul sau utilizatorul acestui produs poate preveni interferentele electromagnetice prin mentinerea
unei distante minime intre echipamentele de comunicatii RF mobile si portabile (transmitatoare) si acest
produs asa cum se recomanda mai jos, conform cu puterea maxima de emisie a echipamentului de

comunicatii.

Puterea de iesire maxima Distantd de separare recomandata in functie de frecventa transmitatorului (m)
nominalé a t(ﬁv';sm'tator“'“' intre 150 kHz si 80 MHz intre 80 MHz si 800 MHz intre 800 MHz si 2,5 GHz
d=124P d=124P d=234P

0,01 0,12 0,12 0,23

0,1 0,38 0,38 0,73
1 1,2 1,2 2,3

10 38 38 7.3

100 12 12 23

Tn cazul transmitatoarelor cu o putere nominala maxima de iesire care nu este mentionata mai sus, distanta de separare
recomandata d in metri (m) se poate determina cu ajutorul unei ecuatii, pornind de la frecventa transmitatorului, unde P este
puterea nominald maxima emisa de transmitator, in wati (W), conform producatorului transmitatorului.

= o

e | a 80 MHz si 800 MHz se utilizeaza banda de frecventa mai inalta.
e Este posibil ca aceste recomandari sa nu se aplice in toate situatiile. Propagarea electromag-
netica este afectata de absorbtia si reflexia pe structuri, obiecte si oameni.
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Specificatiile endoscopului
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Nume model EG-2990Zi EC-3890FZzi EC-3890MZi EC-3890LZi
Directia de vizualizare Frontal (0°)
Camp de vizualizare Observare norm;l_é (WIDE) _(LAHRG): 140°
Observare cu amplificare maxima (TELE): 49°
Normal (WIDE)

Adancimea campului

(LARG): 5-100 mm

Normal (WIDE) (LARG): 4-100 mm

Metoda de amplificare a
imaginii

Optica/Electrica

Angulatia Sus-jos 210°-120° 180°-180°
varfului Dreapta-stanga 120°-120° 160°-160°
. . . . 10,6 mm @13,0 mm
Diametrul capatului distal rigid (012.6 mm] [@15,0 mm]
) . . @10,2 mm @12,0 mm
Diametrul capatului distal (@12.0 mm] (@144 mm]
Diametrul tubului de insertie 9,8 mm @13,2 mm
Diametrul maxim al portiunii de @11,6 mm @14,65 mm
insertie *1 [@12,9 mm] [@15,3 mm]
Dla_metrul mIﬂII’T; pentru canalul 02,8 mm 23,8 mm
de instrumente *2
Vizualizarea dispozitivului
endoscopic in imaginea
endoscopica
Lungimea utila a tubului de 1.050 mm 1.500 mm 1.300 mm 1.700 mm
insertie *1 [1.053 mm] [1.503 mm] [1.303 mm] [1.703 mm]
Lungime totals 1.376 mm 1.825 mm 1.625 mm 2.025 mm
9 [1.379 mm] [1.828 mm] [1.628 mm] [2.028 mm]
Cauterizarea cu laser Disponibil
Tratament de electrochirurgie Disponibil
Functie de alimentare cu jet de . .
Disponibil

apa

[ ]: Valori cu husa de cauciuc distala atasata

Specificatiile pot fi modificate fara notificare prealabila si fara asumarea niciunei obligatii din partea

producatorului.
*1

Nu existd nicio garantie ca echipamentele selectate numai in baza diametrului maxim al portiunii de

insertie si a lungimii utile a portiunii de insertie vor fi compatibile in cazul utilizarii asociate.

*2

pentru instrumente vor fi compatibile in cazul utilizarii asociate.

Capatul distal

EG-2990Zi

Seria EC-3890Zi

2)

J80er” &

(1)
(2)

(1) 3)

R
5) \—/(3) (6)

Lentila obiectivului
Ghidaj pentru lumina
Duza pentru jet de apa
Canal pentru instrumente
Duza pentru aer

Duza pentru apa

Carcasa

Nu exista nicio garantie ca echipamentele selectate numai in baza diametrului minim al canalului




Diagrama sistemului

Aceasta sectiune prezinta diagrama (configuratia) sistemului pentru acest endoscop si echipamentele
auxiliare.

A Avertizare

Utilizati acest produs exclusiv Tmpreuna cu produsele compatibile descrise in ,,Produse compa-
tibile” (p. 7) si in ,Diagrama sistemului”. Nerespectarea acestei prevederi poate conduce la
scaderea functionalitatii si ranirea pacientului/utilizatorului ori la deteriorarea echipamentului.

= o

Atunci cand acest endoscop este utilizat in asociere cu alte echipamente, in functie de modul
de conectare, poate avea loc o functionare defectuoasa si/sau evenimente neprevazute pentru
pacienti si/sau personalul medical.

Se recomanda verificari ale functionarii si un management al riscului asociate cu asemenea
schimbari, Tn special atunci cand echipamentele utilizate in asociere sunt schimbate, adaugate
sau actualizate.
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Sursa de suctiune
(dispozitiv de suctiune)

—————————————————— Dispozitivele pentru pacient mm TS — - -———-—--—-------—1

&
D — m@@m 1. OF-B120
mm@ 2. OF-B188

( imsi))
Endoscop 3. OF-B194 (optional)

(EG-2990Zi

EC-3890FZi

EC-3890MZi \

EC-3890LZi) @

4. OF-B190

N\ J

Dispozitiv endoscopic

- Echipament laser

(optional) Dispozitiv electrochirurgical

Generator de inalta frecventa
\

((

-
Echipament de alimentare cu apa

.

8. OE-Ab8 (pentru EG-2990Zi)
OE-AB9 (pentru seria EC-3890Zi)

4

7. OF-G11
Ansamblul recipientului pentru apa (optional)
e A I
@b
. Procesor video_ o 9. OF-Z5
Consultati ,,Produse compatibile” (p. 7) (numai pentru EG-2990Zi)
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Valva de control al suctiunii (OF-B120)

Valva de trecere a aerului/apei (OF-B188)

Valva pentru alimentare cu gaz/apa (OF-B194%) *Echipament optional
Garnitura orificiului de intrare (OF-B190)

Adaptor pentru valva de control al jetului de apa (OE-C12)

Tub de irigare (OF-B113)

Adaptor pentru gaz (OF-G11%) *Echipament optional

Husa distalda OE-AB8 (pentru EG-2990Zi) OE-Ab9 (pentru seria EC-3890Zi)
Piesa bucala (OF-Z5) (numai pentru EG-29907i)
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Versiunea de software

EG-2990Zi

Seria EC-3890Zi

00B3C-4

Date de contact

Producator

N HOYA Corporation

6-10-1 Nishi-shinjuku,
Shinjuku-ku, Tokyo
160-0023 Japan

Distribuitori
PENTAX Europe GmbH [EC[REP]
Julius-Vosseler-Stralze 104

22527 Hamburg, Germany

Tel: +49 40 561 92-0

Fax: +49 40 560 42 13

PENTAX Medical

A Division of PENTAX of America, Inc.

3 Paragon Drive

Montvale, NJ 07645-1782

USA

Tel: +1 201 571 2300

Linie gratuita: +1 800 431 5880
Fax: +1 201 391 4189

PENTAX Medical Shanghai Co., Ltd.
Room 701, 291 Fumin Road, Shanghai
200031 P. R. China

Tel: +86 21 6170 15655

Fax: +86 21 6170 1655

PENTAX Medical Singapore Pte. Ltd.
438A Alexandra Road, #08-06

Alexandra Technopark, 119967 Singapore
Tel: +65 6507 9266

Fax: +65 6271 1691

Linia gratuita a serviciului de relatii cu
clientii:

400 619 6570 (in China)

1800 2005 968 (in India)

1300 PENTAX (in Australia)

C€..

80566

PENTAX

LCPM: 04/2018/06/35010321 2018.03 6217001 S069 RO1

MEDICAL

in interesul obtinerii progresului tehnic, specificatiile pot fi modificate fara notificare. Excellence in Focus
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INDICATION FOR USE:

The PENTAX Medical EPK-i7010 Video Processor is intended to be used with the PENTAX camera heads,
endoscopes, light sources, monitors and other ancillary equipments for endoscopic diagnosis, treatment and video
observation.
The PENTAX Medical EPK-i7010 includes a digital post-processing imaging enhancement technology (PENTAX
i-Scan™) and a optical imaging enhancement technology (OE). These imaging enhancement technologies are
intended to be used as an optional adjunct following traditional white light endoscopy and is not intended to replace
histopathological sampling. i-Scan and OE are compatible with PENTAX video endoscopes.

DEVICE DESCRIPTION:

The PENTAX Medical EPK-i7010 video processor consists of a video system, integrated light source, monitor,
and ancillary equipment. This processor is intended for endoscopic diagnostic, treatment and video
observation.

The PENTAX Medical EPK-i7010 video processor contains two types of contrast enhancement techniques:
PENTAX i-Scan technology, and optical enhancement (OE) technology. PENTAX i-Scan technology is a digital
filter-based contrast enhancement technique, while OE technology combines the band limited light and the
digital processing.

PENTAX i-Scan technology has three modes, i-Scan 1, 2 and 3. i-Scan 1 enhances image topography and
edges and i-Scan 2 and 3 enhances the color tone of the image by dissecting and recombining the individual
red, green and blue (RGB) components of a white light image.

PENTAX i-Scan modes 1, 2, and 3, are intended to give the user an enhanced view of the texture of the mucosal
surface and blood vessels. i-Scan 1 provides the user with a view that sharpens surface vessels and enhances
surface texture of the mucosa. i-Scan 2 provides the user with increased visibility of blood vessels while also
providing the same enhancements to the mucosa achieved in i-Scan 1. i-Scan 3 provides the user with
increased visibility of blood vessels including dimly illuminated far-field regions while also providing the same
enhancement to the mucosa achieved in i-Scan 1. The user can select either white light image or i-Scan modes
by pressing a pre-programmed button on the scope, by using a pre-programmed foot pedal or by pressing a
keyboard button. i-Scan is intended to be used as an optional adjunct following traditional white light endoscopy
and is not intended to replace histopathological sampling.

The PENTAX Medical EPK-i7010 video processor is equipped with two optical filters placed inside Xenon lamp
light path to provide optical enhancement (OE), which combines the band limited light and the digital
processing. PENTAX OE technology has two modes, OE Mode1, 2.

In addition to i-Scan, OE Mode1 and 2 are intended to provide alternative methods to improve blood vessel
visibility (emphasizes mucosal microvasculature and fine mucosal structures) on the mucosal surface by
combination of band limited light illumination source. OE Mode1 uses a spectral filter that transmits band limited
green and blue light and is intended to provide the user with enhanced image of blood vessels and fine structure
of mucosa. OE Mode2 uses a different spectral filter that transmits band limited red, green and blue light and
is intended to provide the user with enhanced image of blood vessels and fine structure of mucosa in an image
closer to white light image.

The user can select either white light image or OE modes by pressing a pre-programmed button on the scope,
by using a pre-programmed foot pedal or by pressing a keyboard button. OE is intended to be used as an
optional adjunct following traditional white light endoscopy and is not intended to replace histopathological
sampling.




White light is captured from a 300 Watt xenon lamp housed in the PENTAX Medical EPK-i7010 video
processor. All visualization is done with the white light mode first. White light (BGR) illuminates the tissue and
transfers the captured light through the video scope or a charged coupled device (CCD). Note that the white
light visualization mode is always used first by the physician. For i-Scan image enhancement, the modification
of the combination of RGB components for each pixel occurs when the i-Scan function is turned on in the
PENTAX Medical EPK-i7010 video processor. The resulting i-Scan image is then displayed on the observation
monitor. For OE image enhancement, one of the two optical filters corresponding to Mode1 and Mode2 are
inserted into illumination light path when the OE function is turned on in the PENTAX Medical EPK-i7010 video
processor. The resulting OE image is then displayed on the observation monitor.

FUNCTIONS USED FREQUENTLY:

The functions used frequently on this equipment are the still image display function, image capture function,
white balance adjustment function, and patient information registration/display function.

APPLICATION:

(® Intended medical use: Observation of body cavities (Lighting and air/water supply through a connected
endoscope and monitor output of observed images from the endoscope itself)

(@ Patient populations:  Patients ranging from pediatric to adult (Patients who are considered suitable for the
application of equipment by the physician)

(® Intended anatomical area (tissues/organs):
Pharynx; Larynx; Esophagus; Stomach; Duodenum; Small Intestine; Large Intestine;
Pancreatic and Biliary Duct; Trachea; Bronchial Tree; Ear; Nasal Passage; Kidney;
Renal Cavity; Renal Calyces; Urethra; Endometrial Canal (all require endoscope
connection)

@ User: An operator with experience, or an operator working under the supervision of
someone with experience

(® Usage environment:  Hospitals, Ambulatory Surgery Centers, and Medical Clinics

IMPORTANT:

This Instructions for Use (IFU) describes the recommended procedures for inspecting and preparing this video
processor prior to its use and the care and maintenance after its use. It does not describe how an actual procedure
is to be performed, nor does it attempt to teach the beginner the proper technique or any medical aspects
regarding the use of the equipment.

Failure to follow the instructions in this IFU may result in damage to and/or malfunction of the equipment.

If you have any questions regarding any of the information in this IFU or concerns pertaining to the safety
and/or use of this equipment, please contact your local PENTAX Medical service facility.

/N\CAUTION

After the product has been delivered, promptly install, set up, and start using the equipment. Avoid storing the equipment
over an extended period of time without using.

TRADEMARKS:

+ PENTAX is either registered trademark or trademark of HOYA Corporation.

* PENTAX Medical is the trademark of HOYA Corporation.

» Windows 7, Windows 7 Ultimate, Windows Media Player are either registered trademarks or trademarks of
Microsoft Corporation in the United States and/or other countries.

» All other product names mentioned in this IFU provided with this processor are registered trademarks or
trademarks of their respective manufacturers.
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Safety Precautions - Important

The following precautions should always be exercised with the use of all electro-medical equipment to ensure
safety to all involved parties - user(s), patient(s), etc.

Please carefully read and follow this IFU.

1-1. TRAINING

1. This equipment should only be used under the supervision of a trained physician in a medical facility. Do not
use in other locations or for any other purposes than the intended application. Failure to observe this
precaution may result in personal injury.

1-2. INSTALLATION

1. This equipment should NEVER be installed or used in areas where the unit could get wet or be exposed to any
environmental conditions such as high temperature, humidity, direct sunlight, dust, salt, etc., which could
adversely affect the equipment.

2. This equipment should NEVER be installed or used in the presence of flammable or explosive gases or
chemicals.

3. This equipment should NEVER be installed, used or transported in an inclined position nor should it be
subjected to impact or vibration.

4. For safety reasons, this equipment must be properly grounded.

5. Ensure that all power requirements are met and conform to those specified on the rating plate located on the
rear panel.

6. Do not block the air intake vent grid of this equipment.

7. Do not allow the power cord to become twisted, crushed or pulled taut.

8. When using an isolation transformer for any ancillary equipment, ensure the power requirements of the devices
do not exceed the capacity of the isolation transformer. For further information, contact your local PENTAX
Medical service facility.

1-3. PRIOR TO USE

1. Confirm that this equipment functions properly and check the operation of all switches, indicators, etc.

2. To prevent electrical shock when used with endoscopes, this equipment is insulated (type BF electro-medical
equipment). Do not allow it to be grounded to other electrical devices being used on the patient. Rubber gloves
should always be worn to prevent grounding through user(s).

3. Confirm that other devices used in conjunction with this equipment function properly and that these other devices
will not adversely affect the operation or safety of this equipment. If any component of the endoscopic system is
not properly functioning, the procedure should not be performed.

4. Check and confirm that all cords or cables are connected correctly and securely.

5. Thelamp life when used in this equipment is 500 hours. Prior to use, check the lamp life indicator on the operation
panel to ensure the indicator is lit green. After 500 hours of use, the indicator turns red and the image quality will
deteriorate. The lamp life could be affected by frequency of use. In which case, the lamp life might become
shorter than 500 hours.

6. Right after turning on the power of the processor, wait till the backlight of the touch panel comes on. Using the
operation panel or the keyboard before the backlight comes on would result in system malfunction.

1-4. DURING USE

1. To prevent electric shock, the endoscope and/or any other ancillary device should NEVER be applied directly
to the heart.
2. Make sure that no contact is made between the patient and this equipment.

1 Safety Precautions - Important



To avoid damage to the luminous display and flat membrane switches, do not press any keys with any sharp
or pointed objects.

4. The light emitted by the Xenon lamp is extremely intense. Avoid looking directly at the light exiting the
endoscope and/or this equipment.

5. To protect the users eyes and avoid risk of thermal injury during an endoscopic examination, use only the
minimum amount of brightness required.

6. During clinical procedures, avoid unnecessary prolonged use which could compromise patient/user safety.

7. Continually monitor this equipment and the patient for any signs of irregularities.

8. Inthe event that some type of irregularity is noted to the patient or this equipment, take the appropriate action
to ensure patient safety.

9. If the operation of any of the components of the endoscopic system fails during the procedure and the
visualization of the procedure is lost or compromised, place the endoscope in the neutral position and slowly
withdraw the endoscope.

10. This equipment should only be used according to the instruction and operating conditions described in this IFU.
Failure to do so could result in compromised safety, equipment malfunction or instrument damage.

11. The equipment may become hot during use. Take special care when touching the equipment.

12.If an error message is displayed on the monitor, follow the message instruction. Failure to do so could result
in compromised safety for patient and/or user or equipment malfunction.

13. When the observation object moves quickly, the after image might appear on the monitor.

14. The processor's performance could be negatively affected by electromagnetic waves emitted from cellular
phones or other portable wireless equipments. Recommended separation distance between the processor and
the portable/mobile equipment is shown on a table near the end of this IFU. Follow these recommendation to
avoid electromagnetic interference by the portable/mobile equipments.

1-5. AFTER USE

1. The equipment may become hot immediately after use. Take special care when touching the equipment.

2. Refer to the operating instructions provided with all the components of the endoscopic system to establish the
right order in which components should be turned off. Some peripheral devices may have to be turned off first
to avoid compromising their operation.

3. Wipe all surfaces clean with gauze slightly dampened with alcohol.

4. Be sure connector interfaces and air intake vents are not allowed to become wet or splashed with liquids.

5. Clean this equipment regularly. Remove substances on movable units as well as dirt on the surface.

Substances on endoscope locking lever and/or endoscope electrical connector may cause malfunction.

1-6. STORAGE

1.

This equipment should NEVER be stored in areas where the unit could get wet or be exposed to any
environmental conditions such as high temperature, humidity, direct sunlight, dust, salt, etc., which could
adversely affect the equipment.

This equipment should NEVER be stored in the presence of flammable or explosive gases or chemicals.
This equipment should NEVER be stored or transported in an inclined position, nor should it be subjected to
impact or vibration.

Cords, accessories, etc., should be cleaned by wiping the surface with alcohol-dampened gauze and neatly
stored.

This equipment should be maintained in a clean condition during storage and be ready for subsequent use.

1-7. SERVICE

1.

Alterations/modifications to the equipment should NEVER be made. Repairs should only be performed by an
authorized PENTAX Medical service facility.

When replacing the lamp, use only the lamp recommended by PENTAX Medical and follow all PENTAX
Medical instructions provided.
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1-8. MAINTENANCE

1. Periodically this equipment and any applicable accessories should be inspected for operation and safety.

1-9. DISPOSAL
1. The equipment should be returned for disposal to PENTAX Medical.
Contact your local PENTAX Medical representative or service facility.

An information on Disposal for users in the European Union

This product is a medical device. In accordance with European Directive 2002/96/EC on Waste Electrical and

Electronic Equipment, this symbol indicates that the product must not be disposed of as unsorted waste, but

should be collected separately. Contact your local PENTAX Medical service facility for correct disposal and
BN cc\cling.

By disposing of this product correctly you will help ensure that the waste undergoes the necessary treatment,

recovery and recycling and thus prevent potential negative effects on the environment and human health which

could otherwise arise due to inappropriate waste handling.

POWER REQUIREMENTS

Check the standard power plug configurations that are used in your country. If the appropriate power cord is not
included in your product, notify your local PENTAX Medical service facility.

SOFTWARE VERSION

The software version of the products corresponding to this IFU is described on its back cover.

SYMBOLS ON MARKING

N Manufacturer

Date of manufacture

Alternating current

Type BF applied part (Safety degree specified by IEC 60601-1)

Switches the power on and off.

Warning

Warning, electricity

Caution

BPEBPPOR L

Warning; Hot surface

Safety Precautions - Important
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Protective earth (ground)

Equipotentiality

Instructions for Use

Follow the Instructions for Use

1O E G®

Endoscope

- REF  lllumination lamp model

ec |rer]  Authorized representative in the European Community

CONVENTIONS

The following conventions have been established in the text of this IFU to aid in the identification of potential
hazards of operation:

A WARNING | : Could result in death or serious injury.

ACAU“ON : May result in minor or moderate injury or property-damage.

NOTE : May result in property-damage. Also, advises owner/operator about important information on the use of
—J this equipment.

Safety Precautions - Important 4



2 | Nomenclature, Controls, and Functions

Endoscope Electrical Connector
Insert the electrical connector of a video endoscope
or video module (fiberscope).

Water Bottle Socket
Insert the air pipe of a

PENTAX Medical water .
bottle assembly. —— Endoscope Locking Lever . ‘
Open the lever before connecting or removing
) an endoscope. After connecting an
Air Intake Vent ~——— endoscope to the processor, close the lever.

Allows for ventilation and
cooling of the lamp/unit. Do Touch Panel

not block the grids.
g 5" "Touch Panel"(P.6)

T~

Note
Install the processor /\
in a location where
the air intake vents

will not be blocked. ;;;;;;;;;%%%5
S
SSS | — —
@ % 7 %
SSSSSSS
NSE
S§
Ss
s
_ Eﬁﬁ%:%@
] E‘Q&S
E— (@
Lamp Protective Cover Power Switch
Open this cover when you Press this switch to turn
want to replace the lamp the processor on or off.
Water Bottle Gl
Assembly Light Guide Receptacle (AE-P2) | USB Port
[ "PENTAX Medical Insert the light guide of a video endoscope or Connect "Image Recordin
Water Bottle Assembly fiberscope. Use in combination with a video module of Media"(P.91) gr USB rint%r
(OS-H5)"(P.8) a fiberscope is possible. ' P '

When using an adapter other than AE-P2, contact a
PENTAX Medical service facility.

NOTE )

® Always insert an endoscope prior to turning on the processor. Also, always turn off the processor before removing an
endoscope.

® Before turning on the processor, make sure the air intake vents are not blocked.

® The lamp of the processor should be turned off except during pre-use inspections and clinical use.

® After connecting an endoscope to the processor, check that the endoscope is firmly secured and that the endoscope
locking lever is in the LOCK position.

/N\CAUTION

® Immediately after use, the metal light guide prong and the electrical contacts/pins of the endoscope may be hot. To
avoid burns, do not touch these parts immediately after use. For safe handling after a procedure, grasp the PVE

connector housing of the endoscope.
® The light emitted by the Xenon lamp is extremely intense. Avoid looking directly at the light exiting this equipment

without Light Guide Receptacle being attached.
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Touch Panel

COLOR BALANCE Button Brightness Setting
Use this button to display the color balance Buttons
adjustment screen. Use /a )\ ¥ Mo
I3~ "Color Balance Button"(P.28) adjust the brightness
level.
I "Brightness
Customize Buttons XLUM ON/OFF Button Setting Buttons"(P.26)
Each press of a button changes the Use this button to maximize the
setting of the indicated function. light intensity of the endoscope.
You can set the functions you use I3~ "XLUM ON/OFF
very frequently for these four buttons. Button"(P.29)
Depending on the function, the
setting may be displayed on the top

right of a button.
Iy "Customize Buttons"(P.29) Pump Level Setting
Buttons
Use /a )\ ¥ } to adjust the
strength of the pump.
—— 35 "Pump Level Setting
Buttons"(P.27)

F LAMP Button B

Use this button to turn the
lamp on or off.
I "Lamp Button"(P.26)

MODE Button
Use this button to select MANUAL
the light measurin
s i W\& & 3— PUMP Button
method. EXPOSURE COLOR \

AVERAGE: ol T HLUM : Use this button to operate
Adijust the ) ) or stop the air/water
[BRIGHTNESS] —— pump'; )
level in relation w BALANCE [ "Pump Button"(P.26)
to the average SETU IFE sme ) \
value of the [ o=
brightness of the
video signal.

PEAK: Adjust i EXPOSURE CONTROL Button WHITE BALANCE Button
[BRIGHTNESS] Use this button to change the method of Use this button to adjust the
level in relation adjusting the screen brightness. white "bala_nce.
to the maximum AUTO: Adjust the screen brightness IS YVhlte Balance
value of the automatically. Button"(P.27)
brightness of the MANUAL: Adjust the screen brightness
screen. manually.

I "Mode [~ "Exposure Control Button"(P.28)

Button®(P.28) SETUP Button Lamp Life Indicator [LIFE]

Use this button to display the The lamp usage time is indicated by this indicator.
setting menus. 3 green circles: Less than 400 hours
I "Setup Button"(P.29) 2 green circles: 400 hours to 449 hours

1 yellow circle: 450 hours to 499 hours

1 red circle: 500 hours or more (the lamp needs to
be replaced)

I3 "Replacing the Lamp"(P.82)

NOTE )

® The lamp life is 500 hours. Check the LIFE indicator (lamp life indicator) on the touch panel before using the
processor. Replace the lamp cartridge if a red circle is displayed on the LIFE indicator. The lamp life may not be as
long as 500 hours depending on the method of use and operating environment.
I "Replacing the Lamp"(P.82)

® When pressing a button on the touch panel, make sure to press the center of the button. If the edge of the button is
pressed, the system might activate the button that is next to the button you intended to press.

® When pressing a button on the touch panel, make sure that the setting/configuration change that was intended to be
made in the previous press has been correctly applied. Pressing a button in succession may cause a system error.
If a system error occurs, turn the power off and then on again.
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Rear Panel

RJ45

This connector is exclusively for
RJ45 communication.

DVI

This connector is for outputting
video signals (DVI signals [digital]
and VGA signals [analog]) to send
to a monitor or image processor.

KEYBOARD

This connector is for connecting a
keyboard. Connect the supplied
keyboard (OS-A83) designed
specifically for use with this
processor.

AUDIO IN

This connector is for inputting
audio signals when recording
video images to "Image

RS-232C
This connector (D-sub 9-pin
connector) is for connecting an
external output device. It is an
RS-232C compliant interface.

USB
These connectors are for connecting
"Image Recording Media"(P.91) ora
USB printer.

RGB
This connector is for outputting
video signals (RGB color signals
and synchronous signals) to send
to a monitor or image processor.

YIC

These connectors (separated video
outputs) are for outputting separate
video signals (video signals
separated into luminance signals
and color signals) to send to a
monitor, printer, or image processor.

Recording Media"(P.91).

FTSW [
This connector is for
connecting foot switches

VIDEO OUT/

SYNC OUT

(OS-A61) for operating
peripheral devices.

This connector (BNC) is

HD-SDI
These connectors (BNC)
are for outputting digital
video signals (HD-SDI
signals) to send to a monitor
or image processor.

VIDEO IN
This input connector (BNC) is for
P-in-P (Picture in Picture). It inputs
composite video signals to send to
a monitor when P-in-P mode is set.

Rating Plate —
This plate shows the
processor rating
specifications, acquired
standards, etc.

Air Intake Vent

for outputting composite
video signals and strobe
synchronous signals to
send to a monitor or
image processor.

— REMOTE

Note

Install the processor in a location
where the air intake vents will

not be blocked.

These connectors are
for outputting operation
trigger signals to
remotely operate
peripheral devices.

Air Intake Vent

Note
Install the processorin alocation
where the air intake vents will
not be blocked.

Fuse Box
This fuse box contains two fuses.

Power Input Socket
Connect the AC power cord.

Potential Equalization Terminal
This terminal is used with a
potential equalization busbar to
equalize the potential of other
equipment connected to the
processor.

® To avoid the risk of electric shock, this equipment must only be connected to a power supply with protective earth.
® This equipment must be connected to an appropriate power supply.

/N CAUTION

unavailable.

Make sure to firmly connect each connector to the specified position. Failing to do so could cause certain function to be
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PENTAX Medical Water Bottle Assembly (OS-H5)

Air/Water Hose
The inside of the hose is
split into two for the air
and water supply.

Air/Water Connector
Connect this to the air/
water connector of the

Air Pipe Stem
Insert this into the processor.

A/W DRAIN Lever
Use this to switch
between the air/water

Water Bottle Cap supply and drain. Align endoscope.
Attach this so that no air leaks out. the switch to the A/W
position before use.
=
o
v
Water Feeding Stem
Used for suctioning of water
Bottle { from inside the bottle.
Contains sterile water for lens
cleaning.
—
1 \

NOTE )

When cleaning and sterilizing the water bottle assembly (OS-H5), follow the instruction given in the Instructions for Use
for OS-H5.

Nomenclature, Controls, and Functions 8



3 | Preparation

System Configuration

The following shows examples of system configurations for using the processor.

g Patient Environment 1 =

( PENTAX Medical Video EndoscopeQ
and Fiberscopes

\_

(NDS Surgical Imaging)

Display Devices

LCD Monitor
LMD-2451MD
(Sony Business
Solutions Corporationb

—
LCD Monitor
Radiance 19

LCD Monitor
26"Radiance G2 HB
(NDS Surgical Imaging)

Water Bottle Assembly
0OS-H5 (PENTAX Medical)

Condenser Earth Cable
OL-Z4 (PENTAX Medical)

(Recording Devices*

Printe

External Hard Drive
WDBBGBO0030HBK UP-55MD
(Western Digital UP-25MD
Corporation) UP-D25MD

(Sony Business
Solutions Corporation)

s

h

EPK-i7010
Video Processor
(This Unit)

A

Medical Grade
Isolation
Transformer

( Input Devices h

N
Ul\snzr:cl:;h il DD HEeehEty Keyboard Foot Switches
TS32GJF600 HVO-1000MD OS-A83 0S-A61
(Transcend (Sony Business (PENTAX Medical) (PENTAX)
. Solutions Corporation) -
Information, Inc)
\ J
" _NOTE |

Recording devices specified in the diagram have been tested for compatibility with the EPK-i7010. Equivalent devices
can be used but may not be compatible with the EPK-i7010.
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NOTE )

® For peripheral devices, use the recommended devices shown above or equivalent products.

® PENTAX Medical recommends the devices shown above based on the independent test results.

® The processor or the peripheral devices may not operate normally by the combination of their connections including
the recommended devices.

® \When any connected peripheral devices are added, use the processor and the peripheral devices after confirming
their normal operations by checking their connected combinations.

® The data may not be recorded properly if non-compatible external hard drive or non-compatible USB flash memory
is used, or if the USB flash memory is connected to the USB port of this product using USB extension cable.

Installation

[l Installing the Processor in a Cart

Install the processor and peripheral devices in a cart while referring to the installation examples in "System Configuration” (P.9).
Place the cart on a stable and level surface.

® The processor is an electro-medical device incorporating precision components and sophisticated circuitry so do not
install it in a location where it will be subject to harsh conditions, including excessive vibrations and/or severe impact.
Never drop the processor or subject it to a severe impact as doing so 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
Medical service facility for inspection and repair.

® Because of the adverse effect that one equipment could cause to another equipment, it is possible that the correct
operation of this processor could be compromised if another equipment is placed right nearby or stacked on top of
the processor. If such situations cannot be avoided for extenuating reasons, be sure to check the correct operation
of each equipment before using them in clinical use.

® Do NOT block the ventilation grids on the sides and at the back of the processor. In particular make sure to separate
the ventilation grids on the processor’s left side at least 15 cm (6 inches) from the wall. Blocking ventilation may cause
equipment temperature to rise.

/N cAUTION

® \When you raise this processor, hold the portion from the both sides shown in the figure.

® Make sure to firmly connect each connector to the specified position. Failing to do so could cause certain function to
be unavailable.

® |Install the processor on a stable and level surface (cart, counter, stand, etc.).

- Avoid places where the processor may be splashed with liquid.

- Never use the processor where explosive or flammable gases are present.

- Do not install the processor where it will be exposed to high temperature and humidity or direct sunlight.

- Do NOT use this equipment by installing it to stand vertically. Doing so will hinder the air to vent through the

ventilation grid, and eventually it will become the cause of product damage.

Never install, operate, or store electro-medical equipment in a dusty place. The accumulation of dust within the

equipment may cause a malfunction, smoke, or ignition.

Do not block the air intake vents on the back and the sides of the processor.

When moving the processor, do not hold the endoscope locking lever.

Connect a water bottle assembly (OS-H5) before using the processor.

When loading the processor on a shelf of the cart, provide sufficient space for attaching or detaching the water bottle

assembly (OS-H5) easily.
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[l Connecting a Power Supply

Connect the power cord to a suitable power outlet with a protective earth terminal that meets the power rating indicated on the
rating plate or a medical grade isolation transformer. When peripheral devices are used, connect the devices to the medical
grade isolation transformer of the appropriate power rating in order to reduce the risk of electric shock.

® To reduce the risk of electric shock, connect the power cord of the equipment into a power outlet with protective earth.
® When peripheral devices such as a monitor are used, connect the devices to the medical grade isolation transformer
of the appropriate power rating. Do not connect the devices which are not used to the isolation transformer.

/N\CAUTION

11

® Check that the total power consumption of all connected devices does not exceed the isolation transformer’s power
rating.

® Make sure that output is in compliance with IEC 60601-1.

® Make sure that the power cord is connected to a suitable power outlet with a protective earth terminal.

0000w @oce o o [0 Processor
Peripheral Device— [ | ——
I U{% AC Power Cord
Isolation Transformer— | Power Outlet

Connect the AC power cord to the power input socket of the processor.

Connect the power cord to a suitable power outlet with a protective earth terminal that meets the
power rating indicated on the rating plate or a medical grade isolation transformer.

» Make sure the processor is turned off beforehand. If the switch has “looseness”, the processor is turned on. If the
switch has “looseness”, push the switch again and confirm there is no “looseness”.

*  When connecting peripheral devices to an isolation transformer, make sure the peripheral devices are turned off
beforehand. For details, refer to the IFU for the peripheral devices.

Preparation




[l Connecting Peripheral Devices

Connect the peripheral devices to the processor. Make sure the processor and peripheral devices are turned off beforehand.

When connecting peripheral equipments to the processor, use only the cables specified in this IFU. If different cables
are used, the equipments' resistance to the electromagnetic waves will change, and the equipments could cause
adverse effect to each other. If you use different cables, please contact your local PENTAX Medical service facility.

/N cAuTION

® Before connecting peripheral devices, check that the devices operate correctly.

® Before connecting or removing peripheral devices, make sure the processor and peripheral devices are turned off.

® To avoid malfunction caused by changing the connecting configuration, use after confirming the normal operation of
the processor and the peripheral devices by checking adequately.

® Since the processor may not operate normally if the peripheral devices are removed while in use, be sure to remove
them after turning off the power.

® To avoid malfunction caused by updating or upgrading of the peripheral devices, use after confirming the normal
operation of the processor and the peripheral devices by checking adequately.

® When used near a radio or TV receiver in clinical or residential areas, the processor may be subjected to radio
interference.

® To reduce electromagnetic interference, do not keep turning on the main power switch of the processor while an
endoscope is connected but not ready for use.

® To avoid and resolve adverse electromagnetic effects, do not operate the processor near RF (Radio Frequency)
generating equipment.

@ Connecting a Monitor or Recorder
Connect a monitor or recorder to the processor. For details, refer to the IFU for the monitor and recorder.

(( HD-SDI Cable OS-A85 \)

DVI Cable OS-A78

VGA Cable 0S-A74

RGB Cable 0S-A25
YI/C Cable 0S-A24

VIDEO OUT

{@} @ C?) C?) SYNC OUT
VIDEO IN REAMO':E- —
/N\cAuTION
® The range of display may not match with the following connection methods because the image output specifications
differ.

Connecting a monitor or recorder with an HD-SDI input connector (BNC) (recommended)
Use the PENTAX Medical HD-SDI cable (OS-A85) to connect an HD-SDI connector to an HD-SDI input connector on the
monitor(26”Radiance G2 HB).
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Connecting a monitor or recorder with a DVI or VGA input connector

Use the PENTAX Medical DVI cable (OS-A78) to connect the DVI connector to a DVI input connector of the recorder(HVO-
1000MD), or use the PENTAX VGA cable (OS-A74) to connect the DVI connector to a VGA input connector on the
monitor(Radiance19).

Connecting a monitor or recorder with a composite video input connector
Use the PENTAX Medical BNC video cable (OS-A17) to connect the VIDEO OUT/SYNC OUT connector to a video input
connector on the monitor or recorder.

Connecting a monitor or recorder with an RGB input connector (BNC)
Use the PENTAX Medical RGB cable (0S-A25) to connect the RGB connector to the RGB input connector on the monitor.

Connecting a monitor or recorder with a 4-pin female mini-DIN connector
Use the PENTAX Medical Y/C cable (OS-A24) to connect a Y/C connector to the 4-pin female mini-DIN connector on the
monitor or recorder.

NOTE )

Depending on the setting of the monitor screen, endoscopic image or text information might spill out of the screen. Adjust
the display position by performing overscan/underscan adjustment or vertical/horizontal adjustment and make sure that
the image as well as text is correctly displayed on the screen.
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@ Connecting a Printer, USB Flash Memory or External Hard Disk Drive

Connect a printer or "Image Recording Media" (P.91) to the processor.

For details on a printer, refer to the IFU for the printer.

USB Cable

RGB Cable 0S-A25

YIC Cable 0S-A24

00 @L__9I[] desp 5

AURIO - kEYBOARD RJ45 RS-232C uss
© ooo
1 2 3

FTSW L—Hp-spi—! VIDEOIN - REMOTE—!

= 1 t...

o

ek 0 0 ©

RGB L—vc —! vibEo oUT
SYNC OUT

o

o

X T==ms!

PENTAX Medical Control Cable OS-A58

AUDIO - keyBOARD

. — O
00 @90 dmmp 5 o

N RJ45 RS-232C usB RG
@ -- ( ( o () © © EPI<-:7010
FTSW L Hp-spi1—! VIDEO IN \—1 REM| Ei'

=1 EN

USB Flash Memory or External Hard Disk Drive

Using RGB output method

Use an RGB cable (0S-A25) to connect the RGB connector to the connector on the printer.

Using Y/C output method

Use a Y/C cable (OS-A24) to connect the Y/C connector to the connector on the printer(UP-55MD).

Connecting a printer with an video input connector

Connect the VIDEO OUT/SYNC OUT terminal of the processor with video input terminal of the printer (UP-25MD) using a BNC

cable (OS-A17).

Connecting a USB printer

Use a USB cable(2.0m) to connect a USB port on the front or rear of the processor to the port on the USB printer(UP-D25MD ).

/N cAUTION

monitor and in printouts.

® When using a printer, be sure to adjust the settings of the printer so that the colors in images appear the same on the

® Compatible USB printer with the processor is UP-D25MD (Sony Business Solutions Corporation).

14
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Connecting USB flash memory
Connect the USB flash memory(TS32GJF600) to a USB port on the front or rear of the processor.

Connecting an external hard disk drive
Connect the external hard disk drive (WDBBGB0030HBK) to a USB port on the front or rear of the processor.

NOTE

® Some Image Recording Media may not be recognized by the processor.
® |t is possible that the correct data recording could be compromised because of using the USB3.0 compatible cable.

@ Connecting Other Peripheral Devices

For details, refer to the corresponding IFU.

| E_xIan_a I_n_et;m_) ri( 1.
Iz ML S

LAN Cable \equipment |

][] Endoret system |

RS-232C Cable ot mm - g

\External Strobe |

= => IEquipment 1

BNC Cable os-A17

]
1§

® RN
= demp © o

OARD RJ45 RS-232C usB RGB L—vic —!  vibeo out

10 Kevi

.‘ ( (. 5 (. @ o @ o SYNC OUT
HD-SDI VIDEO IN R i .

P === = = = — = - -
1 1

Peripheral devices

=-> |supporting remote |
1(trigger) input 1

Foot Switch OS-A61 Control Cable 0OS-A58

Connecting a keyboard
Connect the PENTAX Medical keyboard (OS-A83) to the KEYBOARD connector.

Connecting foot switches
Connect the PENTAX foot switches (OS-A61) to the FTSW connector.

Connecting a peripheral devices supporting remote (trigger) input

When you want to use a peripheral device that includes support for remote (trigger) input, use a control cable (OS-A58) to
connect the REMOTE connector to the remote connector on the peripheral device. For details on a peripheral device, refer to
the IFU for the peripheral device.

Connecting an external strobe device
Connect the VIDEO OUT/SYNC OUT connector to the signal connector on an external strobe device recommended by
PENTAX Medical. For details on connecting a compatible device, refer to the IFU for the compatible device.

Connecting a microphone
If you want to record video images with audio, connect a microphone to the AUDIO IN connector. Use a microphone (with the
following specifications) recommended by PENTAX Medical.

Type: Stereo mini-plug (three pins)

Support for plug-in-power

Microphone characteristics: Sensitivity of -40 to -50 dB(0dB = 1V/1Pa, 1kHz)
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Connecting a computer with an RS-232C connector
Use an RS-232C cable (2.0m) to connect the RS-232C connector to the connector on the computer with Endonet installed. For
details on connecting an Endonet equipment, refer to the Instructions for Use for the equipment.

Connecting a computer with Endoimage2 installed
Connect one end of a LAN cable (5.0m) to the RJ45 port of a computer with Endoimage?2 installed and connect the other end
to the processor. For details on connecting compatible devices, refer to IFU for each compatible device.

Connecting a compatible device recommended by PENTAX Medical
Connect the RJ45 connector and a compatible device recommended by PENTAX Medical. For details on connecting a
compatible device, refer to the IFU for the compatible device.

/N\CAUTION

® When the processor is connected to an existing network environment through the RJ45 connector, it is necessary to
use a router equipped with security functions between the RJ45 connector of the processor and network.

® Do not use a router to connect to other than the processor and the existing network.

For details on the specification of the router, contact your PENTAX Medical service facility.

® This equipment is a Class B Medical Equipment (specified CISPR 11) and is intended for hospitals, ambulatory
surgery centers, and medical clinics.

® Use the connection cable of length specified below:
HD-SDI cable (2.0 m), DVI-A cable (2.0 m), Composite video cable (1.5 m), Y/C video cable (1.5 m), Control Cable
(1.5 m), RS-232C cable (2.0 m), Audio cable (1.5 m), and Keyboard cable (1.65 m)

® Refer to [Peripheral] Tab(P.71) for a connection setup of the peripheral devices. Also refer to [Network setup](P.78)
for a setup of the network connected with RJ45 terminal.

® This processor transmits an observation image, patient information, etc. to Endoimage2, and receives a still image
capture command. To endoPRO, it transmits an observation image and receives patient information, a still picture
capture command, etc..

PENTAX Medical Policy on Antivirus Software

Connecting the processor to a network may result in the processor being exposed to computer viruses and security
vulnerabilities. If the processor is connected to a security-compromised network or virus-infected computers and USB
flash drives, this could cause the processor to be vulnerable to computer virus infection. For these reasons, you should
consult with the IT coordinators in your hospital or clinic before connecting the processor to a network or USB flash drives
via the LAN port or USB port. It is the responsibility of the customer to establish a secure network connection and ensure
appropriate virus protection software is regularly updated and the network is configured with security. Due to the
increasing major antivirus solutions and licensing issues, it is not possible for PENTAX Medical to predict and prepare
appropriate antivirus solutions for each customer. Therefore, PENTAX Medical customers typically have to install virus
protection software at each medical facility according to the policies of the facility.

Preparation 16



Connecting a Video Endoscope

Connect an endoscope to the processor. Connect the water bottle assembly and suction unit to the endoscope before use. For

details on an endoscope, refer to the IFU for the endoscope.

1 Check to ensure the endoscope locking lever is
open.

2 Insert the endoscope firmly into connector (D of the
processor. Close the endoscope locking lever in the

direction of (2 until it clicks into position. (Refer to
Figure 3.1.)

NOTE )

® After connecting the endoscope to the processor, make sure
that the endoscope is firmly secured and that the endoscope
locking lever is in the LOCK position.

® On rare occasions, noise may be temporarily displayed on
endoscopic images immediately after the start-up video
processor or endoscope connection.

\Endoscope
Locking Lever

%
i MR ﬁw
1

I N—
§ | @

Electrical

Light Guide Connector

Figure 3.1

3 Fill the bottle approximately 2/3 full ( to the "200" marking on the bottle scale) with sterile water,
and then screw the cap onto the bottle and securely tighten it.

/'S WARNING

water bottle assembly, do not use it.

Check whether there are any defects such as cracks on the water bottle assembly exterior. If there is a defect on the

NOTE )

‘ Do not overtighten the water bottle cap.

4  Align the A/W DRAIN lever with the A/W (air/water

supply) position. (Refer to Figure 3.2.)

5 Insert the air pipe of the water bottle assembly into

the water bottle socket of the processor until it clicks
into position.

NOTE )

Do not use excessive force when pushing the water bottle
towards the processor. Rough handling may cause water to leak
from the bottle onto/into the video processor.

* Insert the air/water connector into the holder on the water bottle
cap until the endoscope is connected. (Refer to Figure 3.3.)

NOTE )

® Remove the water bottle assembly before moving the
processor to a place other than the usual place of use.

® Remove the water bottle assembly before packing the
processor for transportation.
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6 Connect the air/water connector to the air/water
socket on the PVE connector of the endoscope.
(Refer to Figure 3.4.)

7 Connect the suction tube of the suction unit to the
suction nipple on the PVE connector of the
endoscope.

Air/Water Socket

Air/Water Connector

Figure 3.4

[l When Using an Endoscopic Electrosurgery Device

to reduce noise appearing on the screen.

When performing endoscopic electrosurgery, use the PENTAX Medical condenser earth cable OL-Z4 as shown below

1 Connect the condenser earth cable OL-Z4 to the
potential equalization terminal on the processor.
(Refer to Figure 3.5.)

2 Connect the other end of condenser earth cable to
the feedback terminal on the PVE connector of the
endoscope. (Refer to Figure 3.6.)

NOTE )

Potential
Equali-
zation
Terminal

Condenser
Earth Cable

Figure 3.5

Feedback
Terminal

Condenser
Earth Cable

Figure 3.6

endoscope's software.

in the top and bottom sides of the endoscopic image.

® Some of the 90i series endoscopes are be necessary to update the scope’s software. If a 90i series endoscope with
outdated software is connected to this video processor, the error message is displayed on the monitor. In this case,
contact your local PENTAX Medical service facility to have them inspect the endoscope and ask them to update the

® Depending on the endoscope model that is being used, there is a possibility that slight oscillating noise may be visible
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4 | Pre-use Inspections

To ensure the equipment is in good working condition for use with patients, check that the endoscope, processor, and
accessories are clean and operate properly before use. Also, provide spare equipment in case use of the equipment must be
stopped as result of a malfunction or other unforeseen problem.

Be sure to perform the following inspection steps before using the processor. If you discover any abnormality, stop using the
processor immediately and contact a PENTAX Medical service facility.

Check the following before you begin the inspection.
» The processor is turned off.
» The processor is installed on a stable and level surface.
» The water bottle assembly is prepared properly and connected correctly.
* The power cord is connected properly.
* The endoscope is connected properly.
* The keyboard is connected properly.
» The USB flash memory or other storage media is connected properly.
Before saving any images, check that
(a) the format for the data to be saved to the USB flash memory is the desired format, and
(b) the USB flash memory or similar is selected as the storage location.
I3~ "Select drive (Still image)" (P.60), "Select drive (Video image)" (P.63)

Be sure to perform the following inspections before you use the processor. In the event that any function or device in the
video endoscope system does not work properly, do not perform the endoscopic examination. Contact a PENTAX
Medical service facility before using the equipment.

Power-On and Lamp Inspection

1 Turn on the monitor and peripheral devices.

2 Press the (D) power switch to turn on the processor, and check that the () LED illuminates.
¢ The touch panel turns on.
» Check that the LIFE indicator (lamp life indicator) on the touch panel is lit green.
» If pressing does not turn on the processor, check the fuses.
I "Replacing the Fuses" (P.84)

/N CAUTION

® The lamp life is 500 hours. Check the LIFE indicator (lamp life indicator) on the touch panel before using the
processor. Replace the lamp cartridge if one red circle on the LIFE indicator is lit red and a message prompting you
to replace the lamp is displayed on the monitor. The lamp life may not be as long as 500 hours depending on the
method of use and operating environment.
[~ "Replacing the Lamp" (P.82)

® If the touch panel does not lit up after more than one and a half minutes from the system startup, restart the system.

3 Press @ on the touch panel.
. illuminates green.

4  Check that the main lamp of the processor illuminates, and the distal end of the endoscope emits light.

® Do not look directly at the light emitted from the distal end of the endoscope. Doing so can cause eye injury.
® Do not open the lamp housing cover to avoid electric shock.

NOTE )

® [f the lamp fails to illuminate, stop the inspection and contact a PENTAX Medical service facility.

® If a PENTAX Medical video endoscope or video module that is not compatible with the processor is connected,
endoscopic images will not be displayed.

® The auxiliary lamp is for the purpose of ensuring that you can see what you are doing while removing the endoscope
in the event of the main lamp fails during a procedure. If this occurs, release the angulation of the endoscope, remove
the endoscope from the patient’s body cavity, and stop the examination. Do not perform a procedure using the
auxiliary lamp.
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On-screen Image Check

1 Check the image displayed on the monitor.

‘ Check the live image is properly output on the monitor in the right direction.

Automatic Brightness Control Inspection

Check the video images from the endoscope on the monitor while the lamp is lit.

1 Exercise the endoscope’s automatic iris. Bring the
tip of the endoscope within 1 cm of the palm of your
hand and move it to about 5 cm away from your palm.
Watch the image displayed on the monitor to ensure
the brightness at both distances is similar. Lift the
distal end of the endoscope close to the room lights,
and check that the light being emitted from the distal
end of the endoscope lowers significantly
(dependent on the ambient light levels in the room).
Return the distal end of the endoscope to a point on
your palm and ensure that the light is being emitted
from the distal end of the endoscope. (Refer to

Figure 4.1.) Figure 4.1

/N\CAUTION

® Wear rubber gloves when performing the inspection.

® [f items are brought up close to the distal end of the endoscope and left there for a long time, it could cause heat to
be generated by the light being emitted from the distal end of the endoscope.

® |f dark-colored gloves are brought close to the distal end of the endoscope, it may cause heat to be generated, which
may result in a burn injury.

NOTE

® |t may take more than 10 seconds for the endoscopic image to appear on the monitor.
® |f the endoscopic image does not appear on the monitor, turn the power off and then on again.

Endoscope Control Button

1 Press each button on the control body of the
endoscope and check that a confirmation tone
sounds. (Refer to Figure 4.2.)

» For details on each of the buttons on the control body of the
endoscope, refer to the IFU for the endoscope.

Figure 4.2
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Exposure and Measurement Inspection

1

Press [5%] on the touch panel, and select [MANUAL].

* The selected item illuminates green. Each press switches the
item between [AUTO] and [MANUAL].

Press /a )\¥_} of [BRIGHTNESS] and check that (€
the level of the indicator changes. '
Press (%], and select [AUTO].

» The selected item illuminates green. Each press switches the
item between [AUTO] and [MANUAL].
» Selection is not possible when an endoscope is not connected.

Press [voo], and select [AVERAGE] or [PEAK].

* The selected item illuminates green. Each press switches the item between [AVERAGE] and [PEAK].
» Selection is not possible when an endoscope is not connected.

Color Adjustment

1
i -

2

3

Adjust the white balance before adjusting the color balance.
"White Balance Button" (P.27)

Press on the touch panel.

* The color balance adjustment screen appears.

Press /a )\ ¥} of [BLUE] or [RED] and check the
level value. Gently place your hand around the distal
end of the endoscope, and check the changes in the
image of your hand on the monitor.

Suction Inspection

1

NOTE Suction

‘ Be sure to use freshly distilled or sterilized water. ‘

21

Place the distal end of the endoscope in a basin of
sterile water, and press the suction control valve.
(Refer to Figure 4.3.)

» The sterile water should be rapidly aspirated into the suction
system. —

Figure 4.3
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Air/Water Supply Inspection

1 Setthe A/W DRAIN lever to A/W position. (Refer to
Figure 4.4)
Insert the air pipe of the water bottle assembly into
the water bottle socket of the video processor and
press until the water bottle assembly ‘clicks’ into
position.

Figure 4.4

2 Press (© (ON/OFF) on the touch panel so that
illuminates green and the operating sound of the air
pump can be heard.

3  Press/a )\ ¥ )\ of [AIR FLOW] to select the strength
level.

4  Air/water is supplied through the endoscope. If you
insert the distal end of the endoscope into water and
gently cover the air hole on the air/water feeding
valve, air will come out of the distal end of the
endoscope. You can confirm the air supply by ()
checking whether air bubbles are generated. (Refer 00000
to Figure 4.5.)
Air Supply
NOTE )
‘ Be sure to use freshly distilled or sterilized water. ‘
Figure 4.5
5 Fully press the air/water feeding valve and check that
water comes out of the distal end of the endoscope.
(Refer to Figure 4.6.)
10000
Water Supply
Figure 4.6

NOTE )

‘ For details about air and water delivery, refer to the Instructions for Use for the endoscope.

/N\CAUTION

If all of the inspection items are working properly, then the endoscopic examination can be performed. If there is a
problem with any of the functions, do not perform the endoscopic examination. Contact a PENTAX Medical service
facility.
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5 | Operating Procedure

Turning On/Off the Processor

1 Press (O on the front of the processor. (Refer to
Figure 5.1.)

* The processor turns on, the touch panel illuminates, and the screen for
normal mode appears on the monitor.
I "Normal Screen" (P.23)

* The patient information and user information displayed immediately
prior to turning off the processor last time appear on the monitor.

2 Press (D again to turn off the processor.

/N\CAUTION Figure 5.1

The processor can be shut down the power supply by turning off a power switch.

After the processor has been turned off, wait at least 30 seconds before turning it back on again. A fuse may be blown if you turn
the power on and off repeatedly within a short period of time. I3~ "Replacing the Fuses" (P.84)

Do not use a sharp object such as the tip of a pen to press buttons on the touch panel.

On rare occasions, the processor may not start up when it is turned on. If this happens, turn the processor off and then on again.
Do not use the end of the light guide of the endoscope to operate buttons or switches.

Data may not be saved correctly to an external device if power is turned off to the processor while the data is being transferred.

NOTE )

On rare occasions, noise may be temporarily displayed on endoscopic images immediately after the start-up video processor or
endoscope connection.

Monitor Screens

[l Normal Screen

The normal screen shown below appears on the monitor when you turn on the processor.

HD Monitor Display SD Monitor Display
7 75 © @
@—'-(lr:)AME A(ISE SIIEX DECIl;1I2010 16:4£|I:25 ©_.: h‘:)ame Alge S;x 201?/602812;:'—®
il Edi e
® @

l—- Comment L_ Comment

i S © se O
@ e ool L&

@ Date @ Comment (Up to 40 Characters)

@ Time (Hours/Minutes/Seconds) Doctor's Name (Up to 24 Characters)

(® Patient's Name (Up to 24 Characters) © Facility (Up to 16 Characters)

@ ID (Up to 12 Characters) Endoscope Name

(® Age (Up to 3 Characters) @ Endoscope Serial No.

® Sex (1 Character) @ Film counter
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NOTE )

® You can change the display for the HD monitor and the SD monitor in [Display setting]. I=5""Display setting" (P.66)

® Depending on the setting of the monitor screen, endoscopic image or text information might spill out of the screen. Adjust the display
position by performing overscan/underscan adjustment or vertical/horizontal adjustment and make sure that the image as well as

text is correctly displayed on the screen.

® Displayed/undisplayed of each item can be set up by [Character display]. I35 "Settings in the [User data edit No.*] Screen" (P.78)

[l Freeze Screen P-in-P Mode Screen

When the freeze function is executed, the monitor display is split into a main screen and sub screen, and still images are
displayed in the main screen and endoscope video images are displayed in the sub screen.

When images are input from an external device, you can continue to display the endoscope video images in the main screen
and display the images input from the external device in the sub screen. (P-in-P mode)

HD Monitor Display SD Monitor Display

/N CAUTION

Be sure to check that the endoscopic images on the monitor are not static and that the images are displayed with the

correct orientation each time before attempting to use the equipment or after changing the image mode from freeze
screen to normal screen or twin mode screen.

NOTE )

‘ If you set the [Sub screen position] to [Upper Right] on an SD monitor, [Date] and [Time] will be hidden.

[l Twin Mode Screen

This screen displays two endoscope video images together. It enables you to confirm an image for which image processing
has been performed and an unprocessed image at the same time.

HD Monitor Display SD Monitor Display
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Touch Panel Operation

/
{ BRIGHTNESS

EXPOSURE COLOR
CONTROL DR BALANCE AL

/N CAUTION

® Do not use a sharp object such as the tip of a pen to press the buttons on the touch panel.
® Do not use the end of the light guide of the endoscope to operate the touch panel.

25 Operating Procedure



’_@ Lamp Button

1  Press (¥) on the touch panel.

. illuminates green. The processor’'s main lamp illuminates, and the distal end of the endoscope connected to the
processor emits light.

« If the lamp does not illuminate, the auxiliary lamp illuminates and (©) flashes green.

/N cAuTION

® To protect your eyes, avoid looking directly at the light emitted from the endoscope and/or processor.

® The lamp life used by the processor is 500 hours. Prior to use, check the lamp life indicator on the touch panel and
confirm that it is lit green or yellow. After 500 hours of use, the indicator will turn red and image quality will deteriorate.
Excessive use of the lamp beyond its rated 500 hours (approaching a thousand hours of use or more) could cause
the lamp to explode resulting in damage to the video processor. The lamp life may not be as long as 500 hours
depending on the method of use and operating environment.
[~ "Replacing the Lamp" (P.82)

NOTE

® If the main lamp does not illuminate even if you press , check the lamp life indicator on the touch panel. Replace
the lamp if the indicator is red (15~ "Replacing the Lamp" (P.82)). If the indicator is green or yellow, the lamp system
or lamp cartridge is broken.
[ "Troubleshooting" (P.86)

® The lamp of the processor should be turned off except during pre-use inspection and clinical use.

® The auxiliary lamp is for the purpose of ensuring that you can see what you are doing while removing the endoscope
in the event of the main lamp failing during a procedure. Release the angulation of the endoscope, remove the
endoscope from the patient’s body cavity, and stop the examination. Do not perform a procedure using the auxiliary
lamp.

® If the auxiliary lamp is lit, all image processing is disabled.

A
2 Brightness Setting Buttons

You can manually adjust the brightness of images appearing on the monitor.

1 Press /a ) or\ ¥ }of [BRIGHTNESS].

+ Each press of /a ) increases the brightness by one step and each press of \¥_} decreases the brightness by one
step.

* When you adjust the brightness, the level is indicated by the indicator and the value is displayed on the monitor. Note
that the standard value is [0] when you make adjustments.

NOTE )

‘ The brightness setting is stored in memory even after you turn off the processor.

’—@ Pump Button

1 Press (©) on the touch panel.

. illuminates green, and the air/water pump operates. Press the button again to stop operation.
+ Press /a )\¥ } of [AIR FLOW] to set the strength of the pump air flow.
I3 "Pump Level Setting Buttons" (P.27)

NOTE )

When pump button becomes inoperable, stop the procedure. Release the finger tip from the air/water feeding valve of
the endoscope to stop feeding of the air and water into the patient’s body. Then, carefully withdraw the endoscope from
the patient.

Operating Procedure 26



A
3} Pump Level Setting Buttons

Set the strength of the air and water supply of the pump.
1 Press /a7 or\ ¥ }of [AIR FLOW].

* When you set the pump level, the level is indicated by the indicator and the value is displayed on the monitor.

/N CAUTION

® Regardless of pump level setting selected, avoid delivering too much air to minimize the potential for perforation or
other medical complications.
® Monitor the patient continuously, and ensure that an air embolism does not occur due to excessive air supply.

NOTE )

® If the objective lens is difficult to clean, the level of the pump setting on the processor can be temporarily raised but
simultaneously press the air/water feeding valve and suction control valve on the endoscope while the level is raised
to minimize the potential of perforation. After removing the dirt from the lens, return the pump setting to a normal level.

® When the pump level setting is [1] to [3], the setting is stored in memory even after you turn off the processor.
When the setting is [4] or [5], the setting is automatically changed to [3] when you turn off the processor.

@)
’—@ White Balance Button

Adjust the white balance. If the message “Check white balance.” appears when the processor is turned on or an endoscope is
n connected to the processor, adjust the white balance. You can also adjust it whenever you want.

1 Connect the endoscope to the processor, and turn on the processor.

2 Set the exposure control mode to [AUTO].

3 Press (2) on the touch panel to emit light from the
distal end of the endoscope.

— 1 White Balance

4 Insert the distal end of the endoscope into the Adjuster
supplied white balance adjuster. Move the adjuster
so that the circle at the bottom can be viewed
completely on the monitor screen, and verify that the Endoscope

inside of the adjuster can be seen clearly.(Refer to
Figure 5.2.)

/N CAUTION

® Be careful not to hit the distal end of the endoscope against the
bottom of the white balance adjuster.

® Be sure to use the PENTAX Medical white balance adjuster
0S-A43H when adjusting the white balance. Do not attempt to
adjust the white balance under any other condition.

Figure 5.2
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5 Hold the distal end of the endoscope in place and Circle at the
press on the touch panel for at least 2 seconds. Bottom of the

Normal Screen Adjuster

» The white balance is adjusted. After the white balance is set, the
message “White balance OK!” appears on the monitor for about
5 seconds.

» If adjustment of the white balance fails, the message “White
balance failed! Please retry.” appears on the monitor. Adjust the
white balance again.

/N\CAUTION

Be sure to press and adjust white balance before the
procedure.

EXPOSURE|
|coNTROL Exposure Control Button

You can select from two exposure control modes for adjusting the brightness of images appearing on the monitor.

[AUTO]: The brightness set with the brightness setting buttons is automatically adjusted so that it is uniform. Selection
is possible when an endoscope is connected.

[MANUAL]: The brightness set with the brightness setting buttons is applied without any automatic adjustments.

1  Press %] on the touch panel and select a setting.

» Each press switches the item between [AUTO] and [MANUAL].
» The selected item illuminates green.
» When changing the brightness, press /a 7 or \¥_} of [BRIGHTNESS] to set the level.

’7 "o Mode Button

1 When the exposure control method is set [AUTO], select the light measuring method from
[AVERAGE] and [PEAK]. The indicator of the selected method illuminates.

[AVERAGE]: Adjust the [BRIGHTNESS] level in relation to the average value of the brightness of the video signal.
[PEAK]: Adjust the [BRIGHTNESS] level in relation to the maximum value of the brightness of the screen.

NOTE )

‘ The light measuring method setting is stored in memory even after you turn off the processor.

COLOR
P““‘”“ Color Balance Button
You can manually adjust the color tones of images appearing on the monitor.

1 Press on the touch panel.

* The color balance adjustment screen appears.

2 Press /a )\ ¥ \of [BLUE] or [RED].

» Each press of /a 7 or \¥_} changes the color tone.
* When you adjust a color tone, the level is indicated by the indicator and the value is displayed on the monitor. Note
that the standard value is [0] when you make adjustments.

NOTE )

‘ The color balance setting is stored in memory even after you turn off the processor.
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f_“", XLUM ON/OFF Button

Use this button when you want to know the position of the distal end of the endoscope from outside the body. When this is set
to on, the light intensity of the endoscope is set to maximum and you can confirm the position of the distal end of the endoscope
from outside the body.

1 Press on the touch panel.

* When this is turned on, [ON] of the button illuminates green and the [BRIGHTNESS] indicator indicates the Maximum
value.
* Press the button again to turn it off.

/N CAUTION

® Do not use the XLUM ON function during routine use.

® When XLUM is used, Brightness cannot be adjusted.

® XLUM is the function that enables the physician to locate the distal end of the endoscope within the patient’s body by
intensifying the light emitted by the endoscope to its maximum level. However, the effectiveness of XLUM function
can be limited by such factors as patient’s body size and so on.

S8 || st | <= JCustomize Buttons

’—[ @o# Off <z‘

Pressing a customize button activates the function assigned to it. Depending on the registered function, you may be able to
change, for example, the setting value by just pressing the button repeatedly or you may be able to display the setting screen
for that function by just pressing the button once.

You can change the functions set for the customize buttons in [Customize button settings] on the [Customize] tab of the Setup
menu.

[ "Customize button settings" (P.44)

1 Press the desired customize button.

» The setting value changes or the screen for setting the function appears.

| j f: SETUP, Setup Button

Pressing the Setup button displays the menu for configuring the settings of each of [i-scan], [Image], [Customize], [System],
and [Peripheral].

1 Press on the touch panel.

» The Setup menu appears.
[I¥""Setup Menu Operations" (P.35)
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This video processor includes three, optional preprogrammed modes of i-scan.

i-scan is an optional digital, post-processing imaging enhancement technology, which is intended to be used as an adjunct to
traditional white light endoscopy.

i-scan 1, 2, and 3 are preprogrammed default settings. Only one default setting can be activated at a time. The user is able to

either choose the default settings or change the volumetric options of the settings for customizability.

The i-scan modes 1, 2 and 3 can be accessed by using a pre-programmed button on the endoscope, by using a pre-
programmed foot switch or by pressing a keyboard button.

Surface Enhancement (SE), Contrast Enhancement (CE) and Tone Enhancement (TE) are software
based image enhancement functions that work in combination to produce the enhancements of i-
scan 1, 2 and 3.

[l Surface Enhancement (SE)

The software based SE mode allows for enhancement of detailed patterns and micro-unevenness (texture) of the surface
structures of the image.

[l Contrast Enhancement (CE)

The software based CE mode allows for enhancement of micro-unevenness (texture) by identifying locally dark areas in the
images and further enhancing them with a slight blue tone.

NOTE )

® If [Enhancement], [SE], or [CE] is used, noise may become visible in images on the monitor screen.
® [Enhancement], [CE], [SE] settings are stored in memory even if the processor is turned off.

[l Tone Enhancement (TE)

The software based TE mode allows for the adjustment of color contrast in the image to enhance contrast between mucosa
and blood vessels. Each TE setting displays a unique combination of red, green and blue contrast.

/N WARNING

® If any newly identified irregularities in the endoscopic image are observed during any of the image enhancement
observational modes, immediately return to the normal white light observation mode.

® Do not rely on the image enhancement observational modes alone for primary detection of lesions or for decisions
regarding any potential diagnostic or therapeutic intervention.

/N cAuTION

The tone and the brightness of the endoscopic image of the i-scan observation are different from the white light
observation. Please use the i-scan observation after a thorough white light examination and reviewing the property of
each mode. i-scan observation is an adjunct to white light endoscopy, and is not a substitute for either a thorough
traditional examination or for histopathological results.
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i-scan Setting

No.| Setting Iltem Setting Value Explanation
1 Enhancement (Enh) Off, +1, +2, +3, +4, Enhances the sharpness of edges and emphasizes the
+5, +6, +1/a1, +2/ mucosal structures (the enhancement level is increased
a2, +3/a3, +4/a4, with the setting value).
+5/a5, +6/a6
2 Surface Off, +1, +2, +3, +4, Enhances detailed patterns and micro-unevenness (texture)
Enhancement (SE) +5, +6 of the surface structures of the image.
3 Contrast Off, +1, +2, +3, +4, Enhances micro-unevenness (texture) by identifying locally
Enhancement (CE) +5, +6 dark areas in the images and further enhancing them with a
slight blue tone.
4 Brightness (B) -5,-4,-3,-2,-1,0, Allows for adjustment of brightness of image (a larger
+1, +2, +3, +4, +5 value increases brightness).
5 Color Balance -5,-4,-3,-2,-1,0, Allows for adjustment of red and blue tone (a larger value
+1, +2, +3, +4, +5 increases red or blue color intensity).
6 Tone Enhancement (TE) Off,p,v,b,e,g,c Allows for adjustment of color contrast in image to
enhance contrast between mucosa and blood vessels.
Each TE setting displays a unique combination of red,
green and blue contrast.
7 Light Measuring Method Ave, Peak Allows for adjustment of brightness level with respect to
(LMM) an averaging of the brightness of the video signal or with
respect to the peak brightness of the screen.
8 Noise Reduction (NR) Off, Low, Medium, Allows for correction of noise appearing by image
High processing.
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Optical Enhancement (OE)

This video processor is equipped with two optical filters placed inside Xenon lamp light path to provide optical enhancement
(OE), which combines the band limited light and the digital processing.

PENTAX OE technology has two modes, OE Mode1, 2.

OE Mode1 uses a spectral filter that transmits band limited green and blue light and is intended to provide the user with
enhanced image of blood vessels and fine structure of mucosa.

OE Mode2 uses a different spectral filter that transmits band limited red, green and blue light and is intended to provide the
user with enhanced image of blood vessels and fine structure of mucosa in an image closer to white light image.

NOTE )

‘ OE mode cannot be processed simultaneously with [SE], [CE], [TE].

/' WARNING

® If any newly identified irregularities in the endoscopic image are observed during any of the image enhancement
observational modes, immediately return to the normal white light observation mode.

® Do not rely on the image enhancement observational modes alone for primary detection of lesions or for decisions
regarding any potential diagnostic or therapeutic intervention.

Optical Enhancement (OE) setting

Setting Item Setting Value Explanation

OE (Optical Enhancement) Off, Mode1, Mode2 Inserts one of two optical filters corresponding to Mode1
and Mode2 into the illumination light path to provide a
band-limited spectrum. The band-limited spectrum
enhances blood vessels and fine structure of mucosa.

Enhancement (Enh) Off, +1, +2, +3, +4, Enhances the sharpness of edges and emphasizes the
+5, +6, +1/a1, +2/a2, mucosal structures (the enhancement level is increased
+3/a3, +4/a4, +5/a5, with the setting value).
+6/ab
Brightness (B) -5,-4,-3,-2,-1,0, +1, Allows for adjustment of brightness of image (a larger value
+2, 43, +4, +5 increases brightness).
Ave / Peak (Light Measuring Average, Peak Allows for adjustment of brightness level with respect to
Method) an averaging of the brightness of the video signal or with

respect to the peak brightness of the screen.

Red / Blue (Color Balance) -5,-4,-3,-2,-1,0, +1, Allows for adjustment of red and blue tone (a larger value
+2, +3, +4, +5 increases red or blue color intensity).

Noise Reduction (NR) Off, Low, Medium, Allows for correction of noise appearing by image
High processing.
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Image Processing Settings

/N\CAUTION

Be sure to check that the endoscopic images on the monitor are not static and that the images are displayed with the
correct orientation each time after changes have been made to image processing settings.

[l Using SE

1 Press the [SE] key on the keyboard / customize button on the touch panel or configure setting
on [i-scan] Tab.

» Each press changes the level of SE.
I "Function Keys" (P.73), "Customize button settings" (P.44), "[i-scan] Tab" (P.35)

/N CAUTION

SE is an observation mode that employs software image enhancement of regional concavity and convexity after the
image has been collected by the endoscope.

All mucosal areas are to be viewed using traditional white light. SE should not be used as a substitute for a thorough
traditional white light examination of the mucosa.

[l Using CE
1 Press the [CE] key on the keyboard / customize button on the touch panel or configure setting
on [i-scan] Tab.

» Each press changes the level of CE.
I¥ "Function Keys" (P.73), "Customize button settings" (P.44), "[i-scan] Tab" (P.35)

NOTE )

® If [Enhance level], [SE], or [CE] is set to high level, noise may become visible in images on the monitor screen.
® [Enhance level], [CE], [SE] settings are stored in memory even if the processor is turned off.
® K series with CE: Equivalent effectiveness to i series with CE mode.

[l Using TE

1 Press the [TE] key on the keyboard / customize button on the touch panel or configure setting
on [i-scan] Tab.

» Each press changes the mode of TE.
« Select from [p], [v], [b], [e], [g], [c], and [off].
03" "Function Keys" (P.73), "Customize button settings" (P.44), "[i-scan] Tab" (P.35)

NOTE )

‘ K series with TE [e], [g], [c]: Equivalent effectiveness to i series with TE [e], [g], [c] mode.
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[l Using OE
OE modes can be activated during i-scan or white light observations.

Switching from White light image to OE image:

1 Ifi-scan functions are activated: Press [i-scan1], [i-scan2], [i-scan3] key on the keyboard, or
customize button on the touch panel, or configure setting on [i-scan] Tab.

« Select OFF of i-scan1, 2 or 3.
I~ "Function Keys" (P.73), "Customize button settings" (P.44), "[i-scan] Tab" (P.35)
2 Press the [OE] key on the keyboard / customize button on the touch panel or configure setting
on [i-scan] Tab.

» Each press changes the mode of OE.
» Select from [Mode1], [Mode2] and [off].
03" "Function Keys" (P.73), "Customize button settings" (P.44), "[i-scan] Tab" (P.35)

Switching from i-scan1, i-scan2, or i-scan3 image to OE image:

1 Press the [OE] key on the keyboard / customize button on the touch panel or configure setting
on [i-scan] Tab with i-scan1, 2 or 3 function are been activating.

» Each press changes the mode of OE.
» Select from [Mode1], [Mode2] and [off].
03" "Function Keys" (P.73), "Customize button settings" (P.44), "[i-scan] Tab" (P.35)

NOTE )

® 70K and 80K series endoscopes are not compatible with OE, therefore OE function cannot be used.

® 90K, K10 and J10 series endoscopes are not compatible with Twin mode viewing in OE mode image observation.

® Some of 90K series endoscope require software update to be used with OE. Please contact your local PENTAX
Medical service facility.

[l Using Enhancement

Configure the edge enhancement setting.

1 Press the [Enhance level] key on the keyboard / customize button on the touch panel.

« Each press changes the intensity of enhancement.
[ "Function Keys" (P.73), "Customize button settings" (P.44)
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Setup Menu Operations

Pressing on the touch panel displays the Setup menu.

Return to the main screen.

Press a tab to display
the setting items for the
corresponding
category.

The Setup menu contains the following categories.

i-scan Configure settings for image processing related to i-scan mode.
=3 "[i-scan] Tab" (P.35)
Image Configure settings for image processing performed on endoscopic images, and settings related to twin mode.

¥ "[lmage] Tab" (P.39)

Customize Configure settings for functions assigned to customize buttons, endoscope buttons, and foot switches, settings
related to monitor display, and other settings.
I3~ "[Customize] Tab" (P.44)

System Configure settings related to saving endoscopic images, and settings related to the processor unit. Be sure to
check the setting options before using the processor for the first time.
I "[System] Tab" (P.58)

Peripheral Configure settings related to the peripheral device.
03" "[Peripheral] Tab" (P.71)

‘ [i-scan] Tab

Pressing the [i-scan] tab displays the following screen. The screen has two pages.

Display the setup menu for each Return to the previous screen.

of the categories.

([T E=3I&~P; — Return to the main screen.

i-scan || Image

B s off i — - Change the page.

Press any of the buttons to
configure the setting.

ol

off Mode1 Mode2

B i-scan profile Display the advanced settings

y | ‘— T /— screen.
“//i i-scan off i-scan1 i-scan2 i-scan3
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B SE

Set the level for SE (surface enhancement).

1 Press [Off] or one of the six levels.

* A higher numerical value sets a higher level.

W CE

Set the level for CE (contrast enhancement).

1 Press [Off] or one of the six levels.

» A higher numerical value sets a higher level.

NOTE )

® [f [SE] or [CE] is used, noise may become visible in images on the monitor screen.
® The [SE] and [CE] settings are stored in memory even after you turn off the processor.

B TE

Set the mode for TE (tone enhancement).

1 Select [Off], [p], [v], [b], [e], [g], or [c].

/N\CAUTION

Be sure to check that the endoscopic images on the monitor are not static and that the images are displayed with the
correct orientation each time after changes have been made to [SE], [CE], and [TE].

B OE

Set the mode for OE (optical enhancement).

1 Select [Off], [Mode1], or [Mode2].

» It cannot be processed simultaneously with [SE] [CE] [TE].
» If an endoscope is not connected to the processor, the message “Connect endoscope.” appears.

NOTE )

® [OE] setting remains even when an endoscope is taken out and inserted by [Scope eject] with a processor's main
body turned on.

® \When changing the mode of OE, an image may be disturbed until its completion.
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[l i-scan profile

Set the functions of [i-scan1], [i-scan2], and [i-scan3].

1 Press[>]. Select the i-scan Load the setting values
mode to set. of a saved i-scan mode.

* The [i-scan profile] screen appears.
» The setting value in the main screen and other screens is
displayed for each item. S tcon profe

i-scanl i-s¢
nl S

2 Select [i-scan1], [i-scan2], or [i-scan3].

» If one of the i-scan modes is already selected, the currently
enabled button will be lit.

3  Press the parameter box for which you want to
change the setting.

* When a parameter box is selected, it turns blue and the buttons
for changing the selected parameter appear at the bottom of the
screen.

Save the changes.
Load the recommended setting values.

Change the parameter settings.

4 Change the setting with the buttons at the bottom of

the screen. Press the parameter box for which you want

to change the setting.
* [SE][CE] [TE] and [OE] cannot be processed simultaneously.

5 Press [Savel].

* The changes are saved.
» If[Load] was pressed when the setting values were changed, the saved setting values are loaded.

List for assignable i-scan setting

Setting Item Setting Value

Enhancement (Enh) Off, +1, +2, +3, +4, +5, +6, +1/a1, +2/a2, +3/a3, +4/a4, +5/a5, +6/a6
SE (Surface Enhancement) Off, +1, +2, +3, +4, +5, +6

CE (Contrast Enhancement) Off, +1, +2, +3, +4, +5, +6

TE (Tone Enhancement) Off,p,v,b,e,g,c

OE (Optical Enhancement) Off, Mode1, Mode2

Brightness (B) -5,-4,-3,-2,-1,0, +1, +2, +3, +4, +5

Ave / Peak (Light Measuring Method) Average, Peak

Red / Blue (Color Balance) -5,-4,-3,-2,-1,0, +1, +2, +3, +4, +5

Noise Reduction (NR) Off, Low, Medium, High

NOTE )

® With [Brightness] and [Ave/Peak], [No change] can be selected in addition to the normal levels. [No change] enables
the level for when the [i-scan] setting is [Off] to be used.

® If you attempt to perform a keyboard operation other than pressing the [Lamp] or [Pump] key, endoscope button
operation, or foot switch operation in the [i-scan profile] screen, the message “Close profile menu.” appears on the
monitor and the operation cannot be performed.
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[l i-scan1-3
Select the i-scan mode.
1 Select [Off], [i-scan1], [i-scan2], or [i-scan3].
» The selected button illuminates, and the settings registered in [i-scan profile] are loaded.

If one of the i-scan modes is already selected, the currently enabled button will be lit.
If an endoscope is not connected to the processor, the message “Connect endoscope.” appears.

NOTE )

® Configure each setting of [i-scan1], [i-scan2], and [i-scan3] in [i-scan profile].

® The [i-scan1-3] settings are retained even if the endoscope is removed and inserted using [Scope eject] while the
processor is on.
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‘ [Image] Tab

Pressing the [Image] tab displays the following screen. The screen has three pages.

Display the setup menu for each
of the categories.

Return to the previous screen.

wO=
i-scan || Image

Return to the main screen.

%] Enhancement Change the page.

ﬂani;e reduction off | Low  |Medium [H\gh

[ contrast [mma‘ Mode1 || Modez : Press any of the buttons to

" configure the setting.
Llr@l‘ Digital zoom off x12 x1.5 x2.0

‘D""

Image || Customize | System || Peripheral | o

| Image rotate Normal Rotate
=

B8 Twin mode orf | on

ﬁ Twin made display 11 32 [ 23

BP Twin made profile > ‘ : Display the advanced settings

r' ’; F ’; screen.
E ND mode Off Low Medium High

[l Enhancement

Set the level for edge enhancement/structure enhancement display.

1 Press [>].

* The [Enhancement] screen appears.

‘ When [Scope enhancement] on the [Customize] tab is set to [Enable] (Only 70K series) ‘

2 Select [Off], [Low], [Medium], or [High].

! Enhancement

Off ‘ Low Medium ‘ High
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‘ When [Scope enhancement] on the [Customize] tab is set to [Disable] ‘

3  Press [Off] or one of two types x six levels.

E_ Enhancement ‘-“\-\‘ :‘;)_ ﬂ i

* A higher numerical value sets a higher level for edge
enhancement / structure enhancement display.
[+1 to +6] Edge enhancement mode

[+1/a1 to +6/a6] Edge enhancement / Structure enhancement | 3l 2 3 " +5 +6
mode : allows for enhancing the mucous membrane structure i h F[—

| +1/a1 +2/a2 +3/a3 +4/a4 +5/a5 +6/ab
and contour. '

When connecting the 70K, 80K, 90K, K10 and J10 series
endoscope, the edge enhancement mode [+1 to +6] is effective,
and when the i series endoscope is connected, the structure
enhancement mode [a1 to a6] becomes effective.

Structure enhancement mode and [SE] cannot be processed simultaneously.

/N cAUTION

Be sure to check that the endoscopic images on the monitor are not static and that the images are displayed with the
correct orientation each time after changes have been made to [Enhancement].

[l Noise reduction

Set the level for noise reduction.

1 Select [Off], [Low], [Medium], or [High].

/N cAuTiON

Be sure to check that the endoscopic images on the monitor are not static and that the images are displayed with the
correct orientation each time after changes have been made to [Noise reduction].

NOTE )

‘ If [SE], [CE], or [Enhancement] is used, noise may become visible in the image on the monitor screen.

[l Contrast

Select the mode for contrast processing.

1 Select [Normal], [Mode1], or [Mode2].

/N CAUTION

Be sure to check that the endoscopic images on the monitor are not static and that the images are displayed with the
correct orientation each time after changes have been made to [Contrast].

NOTE )

The [Enhancement], [Noise reduction], and [Contrast] settings are stored in memory even after you turn off the
processor.

[l Digital zoom

Set the magnification ratio of endoscopic images.

1 Select [Off], [x1.2], [x1.5], or [x2.0].

NOTE )

As the optical or electronic expanded observation display has a narrow view, please secure a view enough when
performing an operation.
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[l Image rotate

Set the display orientation of the endoscopic image.

1 Press [Normal] or [Rotate].

[Normal] [Rotate]

PENTAX LV AILE
MEDICAL XVLN3d

[l Twin mode

Set or cancel twin mode.
[ "Twin Mode Screen" (P.24)

1 Press [Off] or [On].

» If an endoscope is not connected to the processor, the message “Connect endoscope.” appears.

NOTE )

n ® [f[SE] or other image processing is performed in twin mode, the processing is only reflected on the image on the right
side of the screen. The image processing parameters are inherited by the normal screen when twin mode is
cancelled.

® When the Twin mode setup is made after freezing, an image processing is not reflected in the left side screen. In the
case where the USB capture is performed as is, an image-processing parametric information is added to the still
picture even if not checking [Add image processing parameter information.]of [Option (Still image)]. And the image-
processing parametric information of the left side screen displays "-". Image processing of the left side screen will
become effective after freezing release.

® 90K, K10 and J10 series endoscopes do not correspond to the Twin mode of white light and OE.

® (When executed an image-processing)In case that the display is too dark to obtain a proper observation result, we
recommend you to return to a normal observation display or change one display into white light.

[l Twin mode display

Set the sizes of the image on the left side of the screen and on the right side of the screen in twin mode.

1 Select[1:1], [3:2], or [2:3].

[:1] [3:2] [2:3]

NOTE )

‘ The [Twin mode display] setting is stored in memory even after you turn off the processor.
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[l Twin mode profile

Set the image processing for twin mode.

1 Press [>].

* The [Twin mode profile] screen appears.
* The setting value in the main screen and the other screens is
displayed for each item.

2 Select [Off] or [On] for [Profile setting].

[Off:  The [Twin mode profile] screen is not displayed in twin
mode. Image processing parameters other than
[Enhancement] are not reflected on the left side of the
screen.

[On]:  The [Twin mode profile] screen is always displayed on the
left side of screen in twin mode. “TM profile” is displayed
in the upper left of the left side of the screen.

3  Press the parameter box for which you want to
change the setting.

Set whether to display Load the saved

the [Twin mode profile]  twin mode setting
screen. values.

Save the changes.

Load the recommended setting values.
Change the setting of the parameter.

Press the parameter box for which you want
to change the setting.

* When a parameter box is selected, it turns blue and buttons for changing the selected parameter appear at the bottom

of the screen.

4 Change the setting with the buttons at the bottom of the screen.

« If the parameter box does not turn blue, the buttons will not function properly.

5 Press [Savel].

* The changes are saved.

» If [Load] was pressed when the setting values were changed, the saved setting values are loaded.

NOTE )

the monitor and the operation cannot be performed.

become effective after freezing release.

® If you attempt to perform a keyboard operation other than pressing the [Lamp] or [Pump] key, endoscope button
operation, or foot switch operation in the [Twin mode profile] screen, the message “Close profile menu.” appears on

® \When the Twin mode setup is made after freezing, an image processing is not reflected in the left side screen. In the
case where the USB capture is performed as is, an image-processing parametric information is added to the still
picture even if not checking [Add image processing parameter information.]of [Option (Still image)]. And the image-
processing parametric information of the left side screen displays "-". Image processing of the left side screen will
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I ND mode

Set the level for ND mode.

1 Select [Off], [Low], [Medium], or [High].
/N\cAuTioN
® |f an option other than [Off] is set, a normal screen will not be displayed on the monitor when a PDT or other strong
light is not utilized.
® When [Low], [Medium], or [High] is set, the current user cannot be changed. I35~ "Operations in the [User list preset]
Tab" (P.77)
® When the setting screen is displayed by pressing the [Menu] key, [ND mode] operation is not possible.
® If [ND mode] is set to an option other than [Off], [i-scan1], [i-scan2], and [i-scan3] cannot be used.
® \When the [ND mode] is set to anything other than [Off], the settings for [Shutter mode], [OE] will be canceled.
® Depending on the endoscope model being used, the time it takes to resume from the ND mode varies. It takes
maximum of 10 seconds.
® There are certain models among 90K series endoscopes that cannot utilize ND mode. In order to use the ND mode,
it is necessary to update the integrated software of the endoscope. Contact your local PENTAX Medical service
facility to arrange the software update and inspection of the endoscope.

[l D-range expansion

Select the mode for D-range expansion processing.

1

43

Select [Off], [Low], [Medium], or [High].

NOTE )

‘ The [D-range expansion] settings are stored in memory even after you turn off the processor.

Operating Procedure




‘ [Customize] Tab

Pressing the [Customize] tab displays the following screen. The screen has four pages.

Display the setup menu for each
of the categories.

Return to the previous screen.

Return to the main screen.

Change the page.

Display the advanced settings
screen. @ Assign foot switch
a_.r;j Scope enhancement
Press any of the buttons to
configure the setting. [E| Character display

T @ )
-
Customize || System
P

i{f‘ﬁ Shutter setting ] P-in-P display

Switch to the external
video Input.

m Sub screen setting @ External video input

Lr‘-i_l Digital zoom setting "_" P-in-P Main/Side change

off

=y Optical zoom speed

[ Film countertype | 199

I='| Enhancement
= setting

& SE setting

[l Customize button settings

Set the functions for the customize buttons (four buttons at the top of the main screen).

1 Press [>].

The function assigned to each
customize button is displayed.

* The [Customize button settings] screen appears.

2 Press the customize button for which you want to set
the function.

* The selected customize button illuminates blue.

Operating Procedure 44



3  Press the button of the function to set. Assignable Functions

* You can press { } to display additional functions.
* The name of the assigned function is displayed below the
customize button.

Display additional functions.

The following functions can be assigned.

Function Name Function Description Reference
Page
Switch the SE level to a level available in [SE setting]. It cannot be
SE processed simultaneously with [OE] or the structure enhancement mode P.55
[a1 to a6].
Switch the CE level to a level available in [CE setting]. It cannot be
CE . . P.56
processed simultaneously with [OE].
Switch the TE mode to a mode available in [TE setting]. It cannot be
TE . . P.56
processed simultaneously with [OE].
OE* Switch the OE mode to a mode available in [OE setting]. It cannot be P 56
processed simultaneously with [SE] [CE] [TE]. )
i-scant* Use the settings of [i-scan1]. When the function is configured, a check P 37
mark is displayed in the check box of the corresponding button. ’
i-scan2* Use the settings of [i-scan2]. When the function is configured, a check P 37
mark is displayed in the check box of the corresponding button. ’
i-scan3* Use the settings of [i-scan3]. When the function is configured, a check P37
mark is displayed in the check box of the corresponding button. ’
i-scan Off-1-2-3* Switch the i-scan mode between [Off], [i-scan1], [i-scan2], and [i-scan3]. P.38
i-scan profile Open the i-scan profile menu. P.37
. Output a signal from the REMOTE1 connector on the back of the
Remote1 —
processor.
" Output a signal from the REMOTE2 connector on the back of the
Remote2 —
processor.
. Output a signal from the REMOTE3 connector on the back of the
Remote3 —
processor.
Freeze* Switch between video mode and freeze mode. —
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Function Name

Function Description

Reference

Page
" Save a still image to Image Recording Media in accordance with the

USB capture setting of [File storage setting (Still image)]. P.60

USB printer* Send a still image to the connected USB printer. P.71
Start and stop recording video. The video files are saved to Image

Video Rec/Stop* Recording Media in accordance with the setting of [File storage setting P.62
(Video image)].

. Switch the edge enhancement/structure enhancement level available in

Enhancement . P.39
[Enhancement setting].

Noise reduction Svyltch the level for noise reduction between [Off], [Low], [Medium], and P 40
[High].

Contrast Switch the mode for contrast processing between [Normal], [Mode 1], and P 40
[ModeZ2].

Twin mode* Set or cancel twin mode. P.41

Twin mode displa Switch the size of the images on the left and right sides of the screen in P 41

play twin mode between [1:1], [3:2], and [2:3]. :
- . Switch the magnification ratio for the endoscopic image in accordance

Digital zoom with the setting of [Digital zoom setting]. P.54

Image rotate Switch the display orientation for the endoscopic image between P 41
[Normal] and [Rotate].

ND mode* Switch the level for ND mode between [Off], [Low], [Medium], and [High]. P.43

Film counter reset Reset the film counter to 1. P.68

. Switch the zoom speed for an optical zoom endoscope between [Low],

Optical zoom speed [Medium], and [High]. P.54

P-in-P display Switch P-in-P mode display between [Off] and [On]. P.54

External video input Display images input from an external device on the touch panel. P.54

P-in-P Main/Side change Swﬂgh between the endoscopic image and external input video screens P 55
in P-in-P mode.

Scope eject* iF”Srgis and hold the button to remove the endoscope while the processor P 66

Image size Switch the display size of the endoscopic image between [Full] and P 66

[Medium].
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Function Name

Function Description

Reference

Page
Stopwatch Start or stop the stopwatch. Press and hold the button to reset the P 66
stopwatch.
System information Display the [System information] screen. P.68
Switch the shutter mode for the endoscope between [Off] and [On] (K
Shutter mode* series endoscope) or between [Off], [Low], [Medium], and [High] (i series P.52
endoscope).
Copy* Capture a still image and output it to the Endonet system or endoPRO. —
Video* Start/stop recording video to the Endonet system or endoPRO. —
PC capture* Output the image to PC via Endoimage?2. —
D-range expansion SW|tch.the level for D-range expansion between [Off], [Low], [Medium], P 43
and [High].
Manual brightness level Set the brightness adjustment level by endoscope type while [MANUAL] P67

is set for[EXPOSURE CONTROL].

iDoc button

Send the current settings for i-Doc management to endoPRO.

Cecum marker

Send a command for the Cecum marker to endoPRO.

*: The button does not function when an endoscope is not connected to the processor.
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[l Assign scope buttons

Set the functions for the endoscope buttons.

1 Press[>]. The function assigned to each endoscope
button is displayed.

* The [Assign scope buttons] screen appears.

2 Select the endoscope buttons ([1], [2], [3], or [4]) for Assignable Functions
which you want to assign a function.

* The selected endoscope button illuminates blue.

3  Press the button of the function you wish to S
configure. =

+ You can press 4 to display additional functions.
* The name of the assigned function is displayed below the
endoscope button.

» Pressing [Peripheral] displays the [Peripheral] screen. On this
screen, each external output can be switched on or off.
Press the button of the function to output so that the button
illuminates blue. Simultaneous output of multiple functions is
possible.

» Pressing the button again switches off the output.

The following functions can be assigned.

Function Name Function Description =
Page
No operation A function is not assigned to the button. —
Freeze Switch between video mode and freeze mode. —
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Function Name

Function Description

Reference
Page

Remote1

Output a signal from the REMOTE1 connector on the back of the
processor.

Remote2

Output a signal from the REMOTEZ2 connector on the back of the
processor.

Remote3

Output a signal from the REMOTE3 connector on the back of the
processor.

Copy

Capture a still image and output it to the Endonet system, or endoPRO.
This cannot be configured simultaneously with [USB memory], [USB
printer], [Endoimage?2], and [Video].

Peripheral

USB memory

Save a still image to Image Recording Media in accordance with the
setting of [File storage setting (Still image)].

This cannot be configured simultaneously with [Copy], [USB printer],
[Endoimage?], and [Video].

P.60

USB printer

Send a still image to the connected USB printer.
This cannot be configured simultaneously with [Copy], [USB memory],
[Endoimage?2], and [Video].

P.71

Endoimage2

Output the image to a PC via Endoimage2.
This cannot be configured simultaneously with [Copy], [USB memory],
[USB printer], and [Video].

Video

Start/stop recording video to the Endonet system or endoPRO.
This cannot be configured simultaneously with [Copy], [USB memory],
[USB printer], and [EndoimageZ2].

Video Rec/Stop

Start and stop recording video. The video files are saved to Image
Recording Media in accordance with the setting of [File storage setting
(Video image)].

P.62

Auto/Manual

Switch between [AUTO] and [MANUAL] for exposure control.

P.28

Average/Peak

Switch between [AVERAGE] and [PEAK] for the light measuring mode.

P.28

Enhancement

Switch the edge enhancement/structure enhancement level to a level
available in [Enhancement setting].

P.39

Noise reduction

Switch the level for noise reduction between [Off], [Low], [Medium], and
[High].

P.40

SE

Switch the SE level to a level available in [SE setting]. It cannot be
processed simultaneously with [OE] or the structure enhancement mode
[a1 to ab].

P.55

CE

Switch the CE level to a level available in [CE setting]. It cannot be
processed simultaneously with [OE].

P.56
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Function Name

Function Description

Reference

Page

Switch the TE mode to a mode available in [TE setting]. It cannot be

TE . : P.56
processed simultaneously with [OE].

OE Switch the OE mode to a mode available in [OE setting]. It cannot be P 56
processed simultaneously with [SE] [CE] [TE]. ’

i-scan1 Use the settings of [i-scan1]. P.37

i-scan2 Use the settings of [i-scanZ2]. P.37

i-scan3 Use the settings of [i-scan3]. P.37

i-scan Off-1-2-3 Switch the i-scan mode between [Off], [i-scan1], [i-scan2], and [i-scan3]. P.38

- Switch the magnification ratio for the endoscopic image in accordance

Digital zoom with the setting of [Digital zoom setting]. P.54

Stopwatch Start or stop the stopwatch. P.66

Stopwatch reset Reset the stopwatch. P.66

ND mode Switch the level for ND mode between [Off], [Low], [Medium], and [High]. P.43

P-in-P Main/Side change .SWIt(.:h between the endoscopic image and external input video screens P 55
in P-in-P mode.

Optical zoom (T) Enlarge the display of the endoscopic image for an optical zoom .
endoscope.

Optical zoom (W) Reduce the display of the endoscopic image for an optical zoom .
endoscope.

Twin mode Set or cancel twin mode. P.41

Twin mode displa Switch the size of the images on the left and right sides of the screen in P 41

play twin mode between [1:1], [3:2], and [2:3]. :

Switch the shutter mode for the endoscope between [Off] and [On] (K

Shutter mode series endoscope) or between [Off], [Low], [Medium], and [High] (i series P.52
endoscope).

D-range expansion Switch the level for D-range expansion between [Off], [Low], [Medium], P 43

and [High].

iDoc button

Send the current settings for i-Doc management to endoPRO.

Cecum marker

Send a command for the Cecum marker to endoPRO.
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[l Assign foot switch

Set the functions for the foot switches.

1 Press [>]. The function assigned to each foot switch

» The [Assign foot switch] screen appears. is displayed.
2 Select the foot switch for which you want to set a
function from [L] and [R].

* The selected foot switch button illuminates blue.

Enhance
L ment

3  Press the button of the function you wish to
configure.

+ You can press 4 to display additional functions.

* The name of the assigned function is displayed below the foot
switch.

» The functions that can be assigned are the same as "Assign
scope buttons" (P.48).

Enhance
L ment

Display additional functions.

[l Scope enhancement

Set whether or not to enable enhancement processing in the endoscope.

[Enable] Enable endoscope enhancement processing in the endoscope. Enhancement processing in the processor is
disabled.

[Disable] Disable endoscope enhancement processing in the endoscope. Enhancement processing in the processor is
enabled.

1 Press [Enable] or [Disable].

/N cAUTION

When a 90i/i10/90K/K10/J10 series endoscope is connected, only enhancement processing in the processor is used,
regardless of the setting of [Scope enhancement].

NOTE

For use in combination with a different model color video processor, we recommend setting [Enable]. When an
endoscope that was used with this set to [Disable] is connected to a different model color video processor, the
[Enhancement] setting will be set to [Off].
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[l Character display

Set character display for the monitor.

[Off] All characters are not displayed.
[Date/Time] Only the date and time are displayed.
[On] The information set to [ON] in [Character display] of the keyboard menu is displayed.

1 Select [Off], [Date/Time], or [On].

[l Shutter setting

Configure the shutter speed settings of the endoscope.

1 Press [>].

. @ Shutter setting 7-\\ “74—_) )] _7 d'
+ The [Shutter setting] screen appears. —
‘Q_’p‘] K series scope ofr On
2 Configure the settings of [K series scope] or [i series " [ ﬁ r r [T

scope].

@ K series scope

Set whether or not to automatically change the shutter speed of a K
series endoscope when capturing normal images and close-up images.
“K series” consists of 70K, 80K, 90K, K10 and J10 series.

[Off] The shutter speed is not changed. Select [Off] when using an Press any of the buttons to configure the
external light source. setting.
[On] The shutter speed is changed. When capturing close-up

images, this enables clear images to be obtained if sufficient
amount of light is emitted from the lamp.

1 Press [Off] or [On].

@ i series scope
Set whether or not to automatically change the shutter speed of an i series endoscope when capturing normal images and
close-up images.

[Off] The shutter speed is not changed. Select [Off] when using an external light source.

[Low] The shutter speed is changed in low speed mode. Select [Low] if limited amount of light is emitted from the lamp
when capturing close-up images.

[Medium] The shutter speed is changed in medium speed mode. When capturing close-up images, this enables clear
images to be obtained if sufficient amount of light is emitted from the lamp.

[High] The shutter speed is changed in high speed mode. When capturing close-up images, this enables the clearest

images to be obtained if sufficient amount of light is emitted from the lamp.

1 Select [Off], [Low], [Medium], or [High].

NOTE )

‘ When turned off the lamp, the shutter speed is not changed.
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[l Sub screen setting

Configure the settings for the sub screen displayed when, for example, the freeze function is executed.

1 Press [>].

* The [Sub screen setting] screen appears.

2 Configure the [Sub screen delay], [Sub screen

position], and [Sub screen position (ERCP)] settings.

@ Sub screen delay

Set the display of the sub screen to be delayed.

[Off] The sub screen is displayed immediately after the freeze
function is executed.

[On] The sub screen is displayed shortly after the freeze function is
executed.

1 Press [Off] or [On].

@ Sub screen position

Set the position to display the sub screen.

[Upper Left] Display the sub screen on the upper left of the monitor.
[Upper Right] Display the sub screen on the upper right of the monitor.

1 Press [Upper left] or [Upper right].
@ Sub screen position (ERCP)

-

\
& 5ub ay Off 1 On ‘
:' Sub screen pasition | Upper Left ] Upper Right

" | Sub screen setting fb bl ot \

F:._»‘ Sub screen position(ERCP) | er Lef Upper Ri-_:_|ht|

Press any of the buttons to configure the
setting.

When using a side viewing endoscope (ED series), set the position to display the sub screen.

[Upper Left] Display the sub screen on the upper left of the monitor.
[Upper Right] Display the sub screen on the upper right of the monitor.

1 Press [Upper left] or [Upper right].

NOTE )

‘ The [Sub screen position] and [Sub screen position (ERCP)] settings are enabled only on SD monitor displays.
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[l Digital zoom setting

Configure the zoom settings for when [Digital zoom] is assigned to a customize button on the touch panel, endoscope button,
or foot switch, and when zoom operations are performed with the keyboard.

1 Press[>]. An animation is played at the set zoom ratio

* The [Digital zoom setting] screen appears. and up/down order.

Indicates the set zoom ratio and up/down

2  Select [Off - x1.2], [Off - x1.5], [Off - x2.0], [Off - x1.2 - order.
x1.5], [Off - x1.5 - x2.0], [Off - x1.2 - x2.0], or [Off - x1.2
- x1.5 - x2.0] to set the zoom ratio. 2L Digitafzo0m setting
3 Select [Zg gl or [Zzgm>] to set the up/down order of [ of [ 2
the zoom.

[Za -4l  When the zoom ratio has reached the maximum,
pressing the customize button will return the zoom
ratio to actual size.

[QQ} When the zoom ratio has reached the maximum,
pressing the customize button will incrementally
reduce the zoom ratio until it returns to the actual size. Set the up/down order

of the zoom.
Set the zoom ratio.

[l Optical zoom speed

You can adjust the zoom speed of an optical zoom endoscope.

1 Select [Low], [Medium], or [High].

NOTE )

As the optical or electronic expanded observation display has a narrow view, please secure a view enough when
performing an operation.

[l Film counter type
Set the display format of the film counter.
1 Select [1-99], [1/2], [1/4], [1/8], or [1/16].

o If[1/2], [1/4], [1/8], or [1/16] is selected, the counter is reset to 1 when the number in the numerator becomes equal to
the number in the denominator.

[l P-in-P Display

Configure the display settings for P-in-P mode.
[Off] The images input from an external device are not displayed on the monitor.
[On] The images input from an external device are displayed on the monitor.

1 Press [Off] or [On].

[l External video input

Display images input from an external device on the touch panel. Only images that are input from an external device to the
VIDEO IN connector can be displayed.

1 Press [Switch].

« The images input from an external device are displayed on the touch panel. Touching the touch panel displays the
previous screen.
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[l P-in-P Main/Side change

Switch between the endoscopic image and external input video screens in P-in-P mode.

[Main] The images input from an external device are displayed on the main screen of the monitor. The endoscopic images
from the endoscope are displayed in the sub screen.

[Side] The endoscopic images from the endoscope are displayed on the main screen of the monitor. The images input from
an external device are displayed in the sub screen.

1 Press [Main] or [Side].

/N cAUTION

‘ Confirm that the message “Main:External video” is displayed on the monitor while [Side] is selected.

NOTE )

‘ During the twin mode, the setting for [P-in-P Main/Side change] is fixed to [Main].

[l Enhancement setting

Specify the edge enhancement/structure enhancement display levels that can be switched using a customize button on the
touch panel, endoscope button, foot switch, or keyboard.

1 Press [>]. The level that is currently specified is

« The [Enhancement setting] screen appears. indicated by green characters.

» The level that is currently specified is indicated by green

E'Enh ent setti
characters at the top of the screen. Lk

| Off #2 +4 45

[ [

2 Press the buttons of the levels you want to use.

* The selected level buttons illuminate blue.

Off ] . .
* Pressing a button again cancels the selection. |l e el el gy

3  Press [OK].

» If you switch to another screen without pressing the [OK] button,
the settings will not be applied. Select the levels you want to use.

. Confirm the selection.
[l SE setting

Specify the SE display levels that can be switched using a customize button on the touch panel, endoscope button, foot switch,
or keyboard.

1 Press [>]. The level that is currently specified is

. The [SE setting] screen appears. indicated by green characters.

* The level that is currently specified is indicated by green
characters at the top of the screen.

2 Press the buttons of the levels you want to use.

* The selected level buttons illuminate blue.
» Pressing a button again cancels the selection.

3  Press [OK].

» If you switch to another screen without pressing the [OK] button,
the settings will not be applied. Select the levels you want to use.

Confirm the selection.
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[l CE setting

Specify the CE display levels that can be switched using a customize button on the touch panel, endoscope button, foot switch,

or keyboard.

1 Press [>].

* The [CE setting] screen appears.
* The level that is currently specified is indicated by green
characters at the top of the screen.

2 Press the buttons of the levels you want to use.

* The selected level buttons illuminate blue.
» Pressing a button again cancels the selection.

3  Press [OK].

+ If you switch to another screen without pressing the [OK] button,
the settings will not be applied.

[l TE setting

The level that is currently specified is
indicated by green characters.

| BN CE setting

Select the levels you want to use.

Confirm the selection.

Specify the TE display modes that can be switched using a customize button on the touch panel, endoscope button, foot switch,

or keyboard.

1 Press [>].

» The [TE setting] screen appears.
» The mode that is currently specified is indicated by green
characters at the top of the screen.

2 Press the buttons of the modes you want to use.

* The selected mode buttons illuminate blue.
* Pressing a button again cancels the selection.

3  Press [OK].

» If you switch to another screen without pressing the [OK] button,
the settings will not be applied.

[l OE setting

The mode that is currently specified is
indicated by green characters.

E-_' TE setting

Select the modes you want to use.

Confirm the selection.

Specify the OE modes that can be switched using a customize button on the touch panel, endoscope button, foot switch, or

keyboard.

1 Press [>]

* The [OE setting] screen appears.
* The mode that is currently specified is indicated by green
characters at the top of the screen.

2 Press the buttons of the modes you want to use.

* The selected mode buttons illuminate blue.
» Pressing a button again cancels the selection.

3  Press [OK].

» If you switch to another screen without pressing the [OK] button,
the settings will not be applied.

The mode that is currently specified is
indicated by green characters.

)

Model Mode2

Select the modes you want to use.

Confirm the selection.
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[l i-scan setting

Specify the i-scan modes that can be switched using a customize button on the touch panel, endoscope button, foot switch, or
keyboard.

1 Press [>]. The mode that is currently specified is

* The [i-scan setting] screen appears. indicated by green characters.

» The mode that is currently specified is indicated by green
characters at the top of the screen.

</ i Y
E. i-scan setting

|' Off iscanl iscan? i-scan3
2 Press the buttons of the modes you want to use. '

» The selected mode buttons illuminate blue. J—, [— ™ [— -
+ Pressing a button again cancels the selection. [ | —

3  Press [OK].

» If you switch to another screen without pressing [OK], the
settings will not be applied. Select the modes you want to use.

Confirm the selection.

[l Freeze scan

Set whether or not to use the freeze scan function.
[Off]: The image is displayed as is when the freeze function is executed.
[Short][Middle][Long]:
Theimage withthe leastbluris selected automatically fromthe images up to afew seconds before
the freeze function was executed.
n The amount of time for image selection increases in the following order:[Short],[Middle], and [Long].
1

Press [Off],[Short],[Middle] or [Long].

NOTE )

When you use the freeze scan function, wait for the endoscopic image on the LCD monitor to show the effect of desired
image processing before capturing the image.
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\ [System] Tab

Pressing the [System] tab displays the following screen. The screen has four pages.

Display the setup menu for each

of the categories.

gt Date&Time

E:;! File storage setting (Still image)

Display the advanced settings
screen.

E'::;ﬂ File storage setting (Video image)

. 6:9
B | Display setting |nlu-\,\i|

{E Scope eject

Return to the previous screen.

Return to the main screen.

Change the page.

Press any of the buttons to
configure the setting.

. Reset
Medium
Off On
o r-=Tn=-
MNormal Boost

Procedure history
E;q Configuration copy
Ei Configuration load

@ Language

[l Date & Time

Set the date and time to be displayed on the monitor.

1 Press[>]
* The [Date & Time] screen appears.

2  Set the time zone setting.

*  When pressing [>] in the [Time zone setting], the [Time zone setting]
will be displayed. E3¥> "Time zone setting" (P.59)

3 Press the box of the item for which you want to change
the setting from the year, month, day, hour, minute, and
second items.

* The selected box turns blue, and ¥ appear above and below
the box.
4 Press AW to change the setting.
5 Repeat steps 3 and 4 to set all of the items you want to
change.

» If you press [Date style], you can change the display format of the date.
Each press of the button switches the order between “year/month/day,”
“month/day/year,” and “day/month/year”.

6 Press [OK].

L'ﬂ Lamp data
m System information

@ Factory default

o -
‘m_m] Film counter reset

Press the box of the
item for which you want
to change the setting.

’éu'! Date&Time

s

DD MM

T Date style
KN N

Confirm the settings.

» If you switch to another screen without pressing the [OK] button, the settings will not be applied.
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@ Time zone setting

Set the time zone setting.

1 Press [>] of [Time zone setting] in the [Date & Time]

screen.

Press a check box to add or clear a check
mark.

’éa'! Time zone setting

* The [Time zone setting] screen appears. _,/\..

2 AW to change the setting.

» Adding a check mark in the [Daylight saving time] check box
adds 1 hour to the current time. Please add a check mark into
the [Daylight saving time] check box manually during Daylight

saving time period.

Time zone No.[16] GMT+01:00

Change the setting.

Confirm the settings.

The time zone can be selected from the followings.

Time zone No.[01] (GMT -12:00) IDL (west side)

Time zone No.[02] (GMT -11:00) UTC-11

Time zone No.[03] (GMT -10:00) Hawaii

Time zone No.[04] (GMT -09:00) Alaska

Time zone No.[05] (GMT -08:00) PST (in the United States and Canada)

Time zone No.[06] (GMT -07:00) Arizona, Chihuahua, MST (in the United States and Canada)

Time zone No.[07] (GMT -06:00) Guadalajara, Mexico City, Monterrey, Saskatchewan, Central America, CST
(in the United States and Canada)

Time zone No.[08] (GMT -05:00) Eastern Indiana, Bogota, Lima, Quito, EST(in the United States and Canada)

Time zone No.[09] (GMT -04:30) Caracas

Time zone No.[10] (GMT -04:00) Asuncion, Cuiaba, Santiago, AST (in Canada)

Time zone No.[11] (GMT -03:30) Newfoundland

Time zone No.[12] (GMT -03:00) Greenland, Salvador, Buenos Aires, Brasilia, Montevideo

Time zone No.[13] (GMT -02:00) UTC-2, Central Atlantic Ocean

Time zone No.[14] (GMT -01:00) Azores, Cape Verde

Time zone No.[15] (GMT) UTC, GMT, Dublin, Edinburgh, Lisbon, London, Monrovia, Reykjavik

Time zone No.[16]

(GMT +01:00)

Amsterdam, Berlin, Bern, Rome, Stockholm, Sarajevo, Windhoek, Warsaw,
Zagreb, Brussels, Paris, Copenhagen, Madrid, Belgrade, Budapest,
Ljubljana, West and Central Africa

Time zone No.[17]

(GMT +02:00)

Athens, Bucharest, Amman, Istanbul, Jerusalem, Cairo, Helsinki, Kiev, Sofia,
Riga, Tallin

Time zone No.[18]

(GMT +03:00)

Kuwait, Riyadh, Nairobi, Baghdad, Kaliningrad, Minsk

Time zone No.[19]

(GMT +03:30)

Tehran

Time zone No.[20]

(GMT +04:00)

Abu Dhabi, Muscat, Yerevan, Caucasus Standard Time, Moscow, Baku,
Saint Petersburg

Time zone No.[21]

(GMT +04:30)

Kabul

Time zone No.[22] (GMT +05:00) Islamabad, Karachi, Tashkent
Time zone No.[23] (GMT +05:30) Sri Jayewardenepura Kotte
Time zone No.[24] (GMT +05:45) Kathmandu

Time zone No.[25]

(GMT +06:00)

Astana, Ekaterinburg, Dhaka

Time zone No.[26]

(GMT +06:30)

Yangon

Time zone No.[27]

(GMT +07:00)

Novosibirsk, Bangkok, Hanoi, Jakarta

Time zone No.[28]

(GMT +08:00)

Ulan Bator, Kuala Lumpur, Singapore, Krasnoyarsk, Perth, Taipei, Beijing,
Chonggqing, Hong Kong, Urumgi

Time zone No.[29]

(GMT +09:00)

Irkutsk, Seoul, Osaka, Sapporo, Tokyo

Time zone No.[30]

(GMT +09:30)

Darwin

Time zone No.[31]

(GMT +10:00)

Canberra, Melbourne, Sydney, Guam, Port Moresby
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Time zone No.[32] (GMT +11:00) Vladivostok, Solomon Islands, New Caledonia

Time zone No.[33] (GMT +12:00) Auckland, Wellington, Fiji, UTC+12

Time zone No.[34] (GMT +13:00) Samoa, Nuku’alofa

3  Press [OK].

If you switch to another screen without pressing the [OK] button, the settings will not be applied.
Make sure to set the date correctly.

[l File storage settings (Still image)

Set the method to save still images.

1 Press [>]. Display the advanced settings screen.

2 Configure the settings of [Select drive], [Folder and

The [File storage settings (Still image)] screen appears.

| Ir'2~i".' File storage settings (Still image)

file name], [Disk space warning], and [Option]. ] Selectdrive

ﬂ Folder and file name

&) Disk space warning

@ Select drive (Still image)

Set the "Image Recording Media" (P.91) as the destination for saving still images.

1 Press [>] of [Select drive] in the [File storage settings Icon indicating that the Image Recording
(Still image)] screen. Media is selected as the save destination

.

2  Press the button of the Image Recording Media to
use as the save destination.

for video images.
The [Select drive (Still image)] screen appears. The Image

Recording Media currently connected and the total size and free =] Select drive (Still image]
space of each Image Recording Media is indicated on the
screen.

If you connect Image Recording Media after displaying the
[Select drive (Still image)] screen, press [Refresh] to perform
recognition of the Image Recording Media.

Select the USE

The selected Image Recording Media button illuminates blue. Indicates the Image Recording Media
currently connected and the total size
and free space of each Image
Recording Media.

Perform Image Recording
Media recognition again.

NOTE )

Only one Image Recording Media can be set to save images at one time.

Up to three Image Recording Media can be connected at one time. However, do not connect Image Recording Media
via a USB hub.

After replacing Image Recording Media, make sure you recheck that the [Select drive] setting is configured properly.
High capacity Image Recording Media tends to take longer to be recognized by the system. Wait till the system
recognizes the external module before start operating.
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@ Folder and file name (Still image)
Set the names of the folders and files generated in the PENTAX folder of the "Image Recording Media" (P.91) when stillimages
are saved.

1 Press [>] of [Folder and file name] in the [File storage The current folder and file name settings
settings (Still image)] screen. are displayed in a folder tree.

» The [Folder and file name (Still image)] screen appears.

2 Select [Name], [ID], or [Date] of [Current folder] to set
the name.

3  Press [Name] or [ID] of [File name] to switch it on or
off.

» Each press of a button switches the name on or off.

* In addition to [Name] or [ID], a consecutive number is
automatically added to a file name. A four-digit number is added
when either [Name] or [ID] is on, and an eight-digit number when Set the folder and file names.
both of them are off.

@ Disk space warning (Still image)

Set the threshold for displaying the "Image Recording Media" (P.91) free space warning message.

1 Press [>] of [Disk space warning] in the [File storage Set the value for which to display a
settings (Still image)] screen. warning message.

» The [Disk space warning (Still image)] screen appears.

2 Set the threshold value for displaying a warning
n message by pressing the number buttons.

* You can set a value within the range of 10 to 65,535.
* Pressing [Clear] resets the value to 0.

3  Press [OK].

» If you switch to another screen without pressing the [OK] button,

the settings will not be applied. Reset the setting value.
« If the free space of the Image Recording Media reaches the set

value, the message “Check memory space (Still image).”

appears on the monitor.

Confirm the setting.
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@ Option (Still image)

Set options related to saving still images.

1 Press [>] of [Option] in the [File storage settings (Still Press any of the buttons to configure the
image)] screen. setting.
* The [Option (Still image)] screen appears. "] option(still image) \ "—‘> {
2 Set each of the items. 8 Flefommat e | !
. [Fl|e format] F: Add external. 1
Select the setting for the format and compression rate for B®| Add patient information.

<

saving files from [BMP], [JPEG High quality], and [JPEG _
Standard quality]. =

* [Add external.] check box
Add a check mark to save endoscopic images and external
input images as one file while external input images are
displayed in P-in-P mode.

* [Add patient information.] check box
Add a check mark to save the patient’s name, ID, and other
patient information together with still images.

« [Add image processing parameter information.] check box
Add a check mark to save the SE, CE, and other image
processing parameter information together with still images.

NOTE )

® Since lossy compression is used for JPEG images, it may result in the loss of details in images.

® Please make sure to check the JPEG image quality prior to use if it is stored in JPEG format.

® When the setting allows for simultaneous saving of endoscopic image and the external input image in a single file,
the file containing both image (endoscopic image and external input image) will be saved in peripheral device also.
(The peripheral device must be specified under “Add external.” menu)

® While still image data remains in the processor during the process of capturing to a USB printer or saving to Image
Recording Media, a white “O” is displayed on the bottom right of the monitor. Do not disconnect the USB printer or
Image Recording Media or turn off the processor until the “O” disappears.

® Please try not to execute the next capture until the “O” disappears.

® When trying to capture an image while system is processing the image at the same time, wait for the endoscopic
image on the LCD monitor to be switched before proceeding to capture the next image.

® When the Twin mode setup is made after freezing, an image processing is not reflected in the left side screen. In the
case where the USB capture is performed as is, an image-processing parametric information is added to the still
picture even if not checking [Add image processing parameter information.]of [Option (Still image)]. And the image-
processing parametric information of the left side screen displays "-". Image processing of the left side screen will
become effective after freezing release.

Add image processing parameter information.

Press a check box to add or clear a check
mark.

[l File storage settings (Video image)

Set the method to save video images.

1 Press [>]. Display the advanced settings screen.

» The [File storage setting (Video image)] screen appears.

| |E=y File storage settings (Video im

2 Configure the settings of [Select drive], [Folder and
file name], [Disk space warning], and [Option]. ] Selectdrive

ﬂ Folder and file name
&) Disk space warning

k24 Option
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@ Select drive (Video image)

Set the "Image Recording Media" (P.91) as the destination to save video images.

1

Pr.ess [.>] of [Select drive] in the [File storage settings Icon indicating that the Image Recording
(Video image)] screen. Media is selected as the save destination
for still images

» The [Select drive (Video image)] screen appears. The Image
Recording Media currently connected and the total size and free
space of each Image Recording Media is indicated on the
screen. Select the USE ¢

+ If you connect Image Recording Media after displaying the
[Select drive (Video image)] screen, press [Refresh] to perform
recognition of the Image Recording Media.

[ & ] Select drive (Video image)

Press the button of the Image Recording Media to
use as the save destination.

* The selected Image Recording Media button illuminates blue.

Indicates the Image Recording
Media currently connected and the
total size and free space of each
Image Recording Media.

Perform Image Recording Media
recognition again.

NOTE )

® Only one Image Recording Media can be set to save images at one time.

® Up to three Image Recording Media can be connected at one time. However, do not connect Image Recording Media
via a USB hub.

® After replacing Image Recording Media, make sure you recheck that the [Select drive] setting is configured properly.

® High capacity Image Recording Media tends to take longer to be recognized by the system. Wait till the system
recognizes the external module before start operating.

@ Folder and file name (Video image)
Set the names of the folders and files generated in the PENTAX folder of the "Image Recording Media" (P.91) when video
images are saved.

1

63

Pre§s >] Of [F°|_der and file name] in the [File storage The current folder and file name settings
settings (Video image)] screen. are displayed in a folder tree.

» The [Folder and file name (Video image)] screen appears.

Select [Name], [ID], or [Date] of [Current folder] to set
the name.

—
‘ D i Date ‘

Press [Name] or [ID] of [File name] to switch it on or = ——"

off. ' m o)

« Each press of a button switches the name on or off.

« In addition to [Name] or [ID], a consecutive number is
automatically added to a file name. A four-digit number is added
when either [Name] or [ID] is on, and an eight-digit number when Set the folder and file names.
both of them are off.
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@ Disk space warning (Video image)
Set the threshold for displaying the "Image Recording Media" (P.91) free Set the value for which to display a
space warning message. warning message.

1 Press [>] of [Disk space warning] in the [File storage
setting (Video image)] screen.

* The [Disk space warning (Video image)] screen appears.

2  Set the threshold value for displaying a warning
message by pressing number buttons.

* You can set a value within the range of 100 to 65,535.
* Pressing [Clear] resets the value to 0.

3 Press [OK].

» If you switch to another screen without pressing the [OK] button,

the settings will not be applied. Confirm the setting.
« Ifthe free space of the Image Recording Media reaches the set

value, the message “Check memory space (Video image).”

appears on the monitor.

Reset the setting value.

@ Option (Video image)

Set options related to saving video images.

1 Press [>] of [Option] in the [File storage settings Press any of the buttons to configure the
(Video image)] screen. setting.
» The [Option (Video image)] screen appears. & Option (Video image) \ ’g\ q\
2 Set each of the items. k& Compressibility m @@
+ [Compressibility] B Add character display V1

Select the setting for the compression rate for saving files
from [Best quality], [High quality], and [Standard quality].

» [Add character display.] check box
Add a check mark to save the character information together
with the video images.

Press a check box to add or clear a check
mark.

NOTE )

® “O Rec” or the recording time is displayed on the monitor during the recording of video images. If the Image
Recording Media is removed and inserted or the processor is turned off while “O Rec” is displayed, the video images
may not be played normally or other problems may occur.

® The maximum recording time varies depending on the setting of [Compressibility]. The maximum recording time is
displayed in parenthesis on the monitor during recording.
The maximum recording times for each [Compressibility] setting are as follows:
[Best quality]: 15 minutes / [High quality]: 30 minutes / [Standard quality]: 50 minutes

® Minimum of 2 GB or more of availability is required in a Image Recording Media to record videos in each compression
rate for maximum time period.

® The video images are automatically saved to Image Recording Media at the point in time that the maximum recording
time is reached.

® Do not remove the Image Recording Media or turn off the processor during the message “Now saving.” when
displayed on the monitor after stopping the video image recording.

® Once the recording is started, do not stop recording at least for 10 seconds, If the recording is terminated without
recording certain amount of time, abnormal values may be displayed on the computer monitor. When the video
recording time is short, the length of video recording time indicated in Windows 7 might differ from the actual recorded
time.
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o
1

Operation checked Software

The video images (MPEG-2 TS format) generated by this video processor are checked their
operation with the following software in “Operation check list”. But this check only guarantees
against its performance in our testing environment (PC) but not for your usage environment.

CPU

Core2 Quad @2.66GHz

Memory

4GB

(O]

Windows 7 Ultimate 32bit

Monitor

1920 x 1200 resolution

'

(3]

For some software, the operation check is done after installing Service Pack.

As for the device drivers like Graphics Card, etc., replay and edit in the latest condition.

As to the each operation method of software, contact to the customer service of each software

manufacturer.

In following “Operation check list”, “o” means that check has been done, and “-” means

inoperative.

70" of “Sound replay” means the sound replayable case during the movie replay.

“o” is marked in case that all processes like loading, trimming, saving and format conversion
are possible against the movie files (MPEG-2 TS type) generated by this product or in the case
replayable the edited movie/audio file by each software.

Windows Media Player 11 Microsoft Corp. - -
PowerDVD Ver.11, 12 Ultra  |CyberLink Corp. o o
Adobe Premiere Ver.10 Elements |Adobe System Inc. o o o
/N\CAUTION

processor.

Don’t make a diagnosis based on the digital file of still image or video image generated by this video

NOTE )

65

and gradation may be variable.

e The usage of the monitor of this video processor’s system configuration example is recommendable
when replaying the still images and video images generated by this video processor by PC. If not,
please be in mind that its reproduction characteristic may be inadequate and its color reproducibility

e Use DVI-D output for outputting from PC when replaying the still images and video images. Or its
color reproducibility and gradation may become inadequate.
® On rare occasions, the seek bar or the seek time does not be displayed appropriately.
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[l Display setting

Set the display format of the monitor.

[16:9 mode1] Setting for HD monitor display (The character information is displayed on the right side of the endoscopic
image.)(The DVI-D signal is output from the DVI connector.)

[16:9 modeZ2] Setting for HD monitor display (The character information is displayed at the top and bottom of the
endoscopic image.)(The DVI-D signal is output from the DVI connector.)

[4:3] Setting for SD monitor display(The VGA signal is output from the DVI connector.)

1 Select [16:9 mode1], [16:9 mode2], or [4:3].

NOTE )

‘ If [4:3] is selected, images cannot be output from the HD-SDI connector.

[l Scope eject
Use this button when you want to remove and insert an endoscope while the processor is on.

1 Press and hold [Eject] for 2 seconds or longer.

* The message “OK to eject.” appears on the touch panel and the monitor.
» If an endoscope is not connected, the button will not function.

2 Remove the endoscope from the processor.

NOTE )

® Reconnect the endoscope when you want to use it again.
® If the “Eject” button does not change from blue to black even when the endoscope is reconnected, please try
reconnecting the endoscope.

[l Stopwatch

Use the stopwatch function.

1 Press [Start].

» The stopwatch “S 00:00:00” indication is displayed below the time indication on the monitor.

» To pause the stopwatch, press [Stop]. To cancel the pause, press [Restart].

* Pressing [Reset] resets the counter to “00:00:00.” Pressing [Reset] when the counter is “00:00:00” ends the stopwatch
function.

[l Image size

Change the display size of endoscopic images.
[Full] Set the display size of the endoscopic image to normal size.
[Medium] Set the display size of the endoscopic image to smaller than normal size.

1 Press [Full] or [Medium].

NOTE )

® In twin mode, the display size does not change even if you change the [Image size] setting. The [Image size] setting
will be applied when you set [Twin mode] to [Off].

® During analog output(exclude VGA output) of the endoscopic image, the image is always displayed in [Full] size even
if the [Image size] setting is changed.

[l Sync out

Set the output from the VIDEO OUT/SYNC OUT connector to a synchronous signal for an external strobe device.
[Off] Video signals are output.
[On] Synchronous signals for a strobe device are output.

1 Press [Off] or [On].
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[l Freeze release

Set the method for freeze release.
[Off] The frozen image is maintained even after the still image is saved. Release the frozen image manually.
[On] Freeze is released automatically when the still image is saved.

1 Press [Off] or [On].

[ Manual brightness level

Set the brightness adjustment level by endoscope type for when the exposure control method is set to [MANUAL].

[Normal] Use this mode for the observation with normal brightness adjustment level.

[Boost] Use this mode for the observation with higher brightness adjustment level. This mode is intended for the use with
an otolaryngology endoscope with small diameter.

1 Press [Normal] or [Boost].

/N\CAUTION

® Use [Normal] mode at first for any observation.
® [f the [Boost] mode is used when a gastrointestinal endoscope with large diameter is connected, do not perform
observation for a long time with brightness level +4 or higher. Failure to do so could result in a burn injury.

NOTE )

‘ If an electronic endoscope is connected, [Boost] cannot be selected.

[l Lamp data

Confirm the lamp usage time, configure the lamp ignition method setting, etc.

1 Press [>]. The lamp life counter  The number of

is displayed. times the lamp life
counter has been
reset is displayed.

¢ The [Lamp data] screen appears.

2 Configure the [Lamp ignition] setting or reset the
lamp life counter with [Lamp life reset].

ﬁ Lamp data

. Lamp ignitiOn Lamp life Total lamp life reset

Set the lamp ignition method. - ;

[Manual] The lamp can be turned on manually from the touch panel Manal Power on
or keyboard. = . : (— _

[Poweron] The lamp turns on automatically when the processor is I Lomp fe rece L=
turned on.

1 Press [Manual] or [Power on].

Press any of the buttons to configure the
setting.

@ Lamp life reset

Reset the lamp life counter.
1 Press [Reset].

* The confirmation screen appears.

2 Press [Yes].

* The lamp life counter is reset to “00:00:00.”
» Pressing [No] returns to the previous screen without resetting the lamp life counter.
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[l System information

Displays the system information of the processor.

1 Press [>].

The [System information] screen appears.

The “Serial No.” “Software Ver.” “System life” “Lamp life”
“Scope name” “Scope serial No.” “Scope software Ver.” and
“Scope connection count” information appear on the screen.

[l Factory default

Reset all settings to their default values.

1 Press [Default].

The confirmation screen appears.

2 Press [Yes].

Pressing [No] returns to the previous screen without resetting the settings.

[l Film counter reset

Reset the film counter.

1 Press [Reset].

The film counter indication on the monitor is reset to “1.”

[l Procedure history

Save the patient’'s name, recording date and time, and other procedure history to "Image Recording Media" (P.91).

1 Press [Output].

The [Procedure history] screen appears. The Image Recording
Media currently connected and the total size and free space of
each Image Recording Media is indicated on the screen.

If you connect Image Recording Media after displaying the
screen, press [Refresh] to perform recognition of the Image
Recording Media.

2 Press the button of the Image Recording Media to be
used as the save to destination.

3  Press [Output].

The procedure history is saved to Image Recording Media.

NOTE )

Indicates the Image Recording Media
currently connected and the total size and
free space of each Image Recording Media.

Perform Image Recording
Media recognition again.

[ f!*l Procedure histary

select the US 1 stare the procedure history.

Output the procedure history.

® The procedure history for up to 1,000 procedures is saved to a file in CSV format.
® |[f the procedure history is saved properly, the message “Procedure history saved.” appears on the monitor. If it is not
saved properly, the message “Copy failed.” appears on the monitor.
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[l Configuration copy

Copy the system configuration data of the processor to "Image Recording Media" (P.91).

1

Press [Output].

The [Configuration copy] screen appears. The Image Recording
Media currently connected and the total size and free space of
each Image Recording Media is indicated on the screen.

If you connect Image Recording Media after displaying the
screen, press [Refresh] to perform recognition of the Image
Recording Media.

Press the button of the Image Recording Media to be
used as the copy to destination.

Press [Output].

The system configuration data is copied to Image Recording
Media.

NOTE )

If the configuration data is copied properly, the message “Configuration saved.” appears on the monitor. If it is not copied
properly, the message “Copy failed.” appears on the monitor.

Indicates the Image Recording Media
currently connected and the total size and
free space of each Image Recording Media.

Perform Image Recording
Media recognition again.

[ -4 Configuration copy

select th

Copy the system configuration.

[l Configuration load

Load the system configuration data saved in "Image Recording Media" (P.91) to the processor.

1

Press [Load].

[Configuration load] screen appears. The Image Recording
Media currently connected and the total size and free space of
each Image Recording Media is indicated on the screen.

If you connect Image Recording Media after displaying the
screen, press [Refresh] to perform recognition of the Image
Recording Media.

Press the buttons of the Image Recording Media with
the system configuration data to load.

Press [Load].

.

The system configuration data is loaded to the processor.

NOTE )

69

Indicates the Image Recording Media
currently connected and the total size and
free space of each Image Recording Media.

Perform Image Recording
Media recognition again.

[ |5 Configuration lpad

Select the LS

Load the system configuration data.

The system configuration data is loaded from the file “EPK-i7010ConfigurationDataEx.dat” in Image Recording

Media.
The following files cannot be read.

"EPK-i7000ConfigurationData.dat", "EPK-i7010ConfigurationData.dat"

The files saved other model's system settings cannot be read.

If there is no data to load in Image Recording Media, the message “No data.” appears.
Configuration load is not available while the endoscope is being connected.
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[l Language

Change the display language of the touch panel menus.

1 Press [>].
The language that is currently specified is

* The [Language] screen appears. indicated by green characters.

2 Select [English], [Frangais], [Deutsch], [Espafiol], [
[Italiano], [Magyar], [Polski], [Pycckui], or [{F3].

» [English] The menus are displayed in English.
» [Frangais] The menus are displayed in French.
» [Deutsch] The menus are displayed in German. i _— - —

» [Espafiol] The menus are displayed in Spanish.

+ [ltaliano] ~ The menus are displayed in Italian. i

* [Magyar] The menus are displayed in Hungarian.

English Francais Deutsch Espaniol

» [Polski] The menus are displayed in Polish.
* [Pycckmin] The menus are displayed in Russian.
o [Hx] The menus are displayed in Chinese.

(Only products for China display Chinese.)

NOTE )

‘ In case that any incomprehensible language is displayed, user(s) should refer to the English IFU to manipulate.

[l Input method

Set the input method of the keyboard.

[Alphabet input] Input English alphabet letters.

[French input] Input French alphabet letters.

[German input] Input German alphabet letters.

1 Select [Alphabet input], [French input], or [German input].
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‘ [Peripheral] Tab

Pressing the [Peripheral] tab displays the following screen. The screen has one page.

Display the setup menu for each
of the categories.

off Endonet
off [} ‘"°,‘ TCPAP
imagez

= Network

=
-

_12 Re o 200ms | |"300ms " | 400ms

[ USB printer control

Capture and output endoscopic images to the USB printer or print captured images.

1 Press [>].
» The [USB printer control] screen appears.

2 Select [1-up], [2-up], or [4-up] to set [Multi picture
mode].
* The set split method is displayed in a preview.

3 Press [Capture].

The endoscopic images are captured and output to the USB
printer. “O” is displayed on the monitor during the capture.
The boxes in the preview display illuminate blue. When [2-up] or
[4-up] is set for [Multi picture mode], the boxes for the number of
captured images illuminate blue in numerical order, and the box
number in which the next image will be captured flashes.

Return to the previous screen.

Return to the main screen.

Press any of the buttons to
configure the setting.

Split method
preview display

Press any of the
buttons to configure
the setting.

[ E. USE printer contrpl

EEN Multi picture mode

Capture I

Print

Print a captured image.

4 Press [Print].

* The captured endoscopic images are printed.
* An animation indicates the print progress.

/N\CAUTION

Capture an endoscopic image.

® Do not connect more than one USB printer or connect a printer via a USB hub.
® Awhite “O” is displayed on the monitor until printing has finished. Do not turn the processor off while “O” is displayed.

NOTE )

‘ If a USB printer is not connected, [USB printer control] is not available.

I RS-232C

Set the device connected to the RS-232C connector.

1 Press [Off] or [Endonet].

[l Network

Set the network connected to via the RJ45 connector.

1 Press [Off] or [Endoimage2].

[l Remote

Set the active period for output from the REMOTE connector.

1 Select [200ms], [300ms], or [400ms].
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Keyboard Operations

Do not use the keyboard as well as the keyboard menu while the message “Network/File system loading” is being
displayed on the bottom right corner of the monitor screen.

/N\cAuTioN
‘ For the EPK-i7010 processor, use the following PENTAX Medical keyboard OS-A83.
[l Key Assignment
— Backspace Key
Used to delete entered characters (on
the left of th .
— Esc (Escape) Key _ Function Keys e left of the cursor)
Used to cancel input and close Refer to the next page. Delete Key
submenus. Used to delete entered characters

(on the right of the cursor).

Cans ook

PENTAX o5 ] Urs? o Ir

Image  Image  Digital  Counter | Character Shutter  White i
i-scan1 i-scan2 i-scan3 reduction size rotate  zoom reset display  mode  balance  Pump  Lamp

50 6 7
' JQ /D/W [JDE U‘R UT UDY i
aps Lock
\ |l

S ol
AN

crl Alt [
A, 4 AN

S

’\F

|
Ctrl (Control) Keys L Spacebar Numeric Keypad
Refer to the next page. Used to enter a Used to enter numbers and
space. arithmetic symbols, and
L Shift Keys P Y

. confirm entered numbers.
Used when entering uppercase letters “Alphanumeric Keys

with the letter keys while the caps lock Used to enter

is disabled and to enter special alphanumeric characters|
characters. Hold down a Shift key and special characters.
while pressing the alphanumeric keys. — Cursor Keys
Caps Lock Key Alt Key U'sed .to move the cursor in the
Used when entering uppercase Used when increasing or decreasing a CEE IS el e 7 e
letters. numerical value by a large amount in
the white balance adjustment screen. Enter Key

Used to confirm entered
information or a selected item.

/N cAuTION

‘ The cursor does not appear when typing the text. In case you need to correct the text, delete the text and re-type it again.

NOTE )

® Do not use a sharp object such as the tip of a pen to press the keys on the keyboard.

® Do not use the end of the light guide of the endoscope to press keys.

® Only the keyboard designed specifically for use with the processor can be used (OS-A83).
® The above illustration may not be true to the real keyboard.
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[l Function Keys

The following list shows the functions assigned to the function keys of the keyboard designed specifically for use with the

processor.
Function Keys
Key Name Function Outline
Keyboard
0S-A83

Patient [Patient] Display the patient list.

phien [New patient] Register new patient data.

Clear [Clear] Clear patient data or user data.

User [User] Display the user list.
Switch the SE level to a level available in [SE setting].

SE [SE] (It cannot be processed simultaneously with [OE] or the
structure enhancement mode [a1 to a6].)

- [CE] Switch the CE level to a level available in [CE setting].
(It cannot be processed simultaneously with [OE].)

- [TE] Switch the TE mode to a mode available in [TE setting].
(It cannot be processed simultaneously with [OE].)
Switch the OE mode to a mode available in [OE setting].

OE [OE] (It cannot be processed simultaneously with [SE] [CE]
[TE])

— Switch the edge enhancement/structure enhancement level

e [Enhance level] X . \
to a level available in [Enhancement setting].

Menu [Menu] Display the Setup screen.

mock [Twin mode] Switch twin mode on or off.

Freeze [Freeze] Switch between still image mode and video mode.

L [Remote out] Output a signal from the REMOTE connector.

bk [Video Rec/Stop] Start/stop recording video.

i [PC capture] Output the image to a PC via Endoimage?2.

i [USB capture] Output images to Image Recording Media.

[ cu ||+]| sE [i-scan1] Switch the [i-scan1] i-scan mode on or off.
: +|| cE [i-scan2] Switch the [i-scan2] i-scan mode on or off.
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Function Keys

Keyboard
0S-A83

Key Name

Function Outline

)

TE

[i-scan3]

Switch the [i-scan3] i-scan mode on or off.

cn || +]| o= [Noise reduction] Change the noise reduction level.

e ||+ || [Image size] Change the endoscopic image display size.

o ||+ |[menu [Image rotate] Change the endoscopic image display orientation.
m [ [Digital zoom] Change the endoscopic image display magnification.
[ ot ||+ (Feeee [Counter reset] Reset the film counter.

: +|(F [Character display] Change the character display on the monitor.
: cot ||+ ][5 [Shutter mode] Change the shutter mode.

PC

ot ||+ ) |castire [White balance] Display the [White balance] screen.

crl [[4] e [Pump] Display the [Pump] screen.

cul ||+ [peete [Lamp] Display the [Lamp] screen.
/N\cauTioN

‘ Do not press multiple keys in combinations not described above.
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Operations in the Keyboard Menu Screen

Pressing the [Patient], [User], [Menu], [White balance], [Pump], or [Lamp] key displays the keyboard menu screen on the
monitor.

The keyboard menu screen consists of the [Patient list preset], [User list preset], and [Setup] tabs.

1 Press the [€] or [>] key to select a tab. [Patient list preset] Tab [Setup] Tab
2 Press the [1] or [¥] key to select an item and press the [User list preset] Tab
[>] key.

» Some settings require pressing the [€] or [>] key repeatedly to
change the value and some settings require advanced settings to be
configured in a sub screen.

3 Press the [Enter] or [Esc] key.

Patient list preset
* Pressing the [Enter] key returns to the normal screen where any
changes to the settings are reflected.
» Pressing the [Esc] key returns to the normal screen where any
changes to the settings are not reflected.

No.
1
2
3
4
5
6
7
8
g

L=}

‘ Operations in the [Patient list preset] Tab

[l Registering New and Editing Existing Patient Data

Display the patient list. Then, register new patient data or edit registered patient data. You can register the following patient
data items: [Name], [ID], [Age], [Sex], and [Comment].

1 Pressthe [€]or [>] key in the keyboard menu screen to

[Patient list preset] Screen
select the [Patient list preset] tab. S —

» The [Patient list preset] screen (registration numbers 1 to 10) Patient list preset
appears. Hoz S Hame

2 Pressthe [M] or [\] key to select a patient. To register a
new patient, select a number with no patient registered.
To edit existing patient data, select the corresponding
patient.

]
2
3
4
5
6
7
8
9

o
L=}

» To change the page of the patient list, press the [ or [V] key to
align the cursor with [Page */*] and then press [€] or [2].

* To delete the selected patient data, press the [Backspace] or
[Delete] key. Also, to delete all patient data, press the [Clear] key.
Pressing each key displays the deletion confirmation message. Select [Yes] or [No] and press the [Enter] key. If you
select [Yes], the patient data is deleted from the patient list.
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3  Press the [2] key.

[Patient data edit No.*] Screen

» The [Patient data edit No.*] screen for a new patient or the selected
patient appears.

* Follow the procedure below to enter or change data in the [Patient
data edit No.*] screen. Be sure to enter a name in the [Name] field.

(D Press the [N or [\V] key to select an item.

(2 Press the alphanumeric keys to enter or change data.
Press the [Backspace] key in the [Patient data edit No.*] screen
to delete one character on the left of the cursor. Press the
[Delete] key to delete one character on the right of the cursor.

(® Press the [Enter] or [Esc] key to return to the [Patient list preset]
screen.
Pressing the [Enter] key reflects any data entered and changes
made and pressing the [Esc] key discards any data entered and changes made.
Pressing the [Esc] key after changing data displays the change cancellation confirmation message. Select [Yes] to
return to the [Patient list preset] screen. Select [No] to return to the [Patient data edit No.*] screen.

4 Toenteror change data for another patient, press the [1] or [\/] key to select a patient and repeat
Step 3.

5 Press the [Enter] or [Esc] key.

* Press the [Enter] key to return to the normal screen where the information of the patient selected in the [Patient list
preset] screen is displayed.
* Press the [Esc] key to return to the normal screen displayed prior to the [Patient list preset] screen.

/N CAUTION

® |If the capture function is enabled, do not use any special symbols such as the ones below.
Examples of symbols nottouse: /. *?"<>:\|

[l Deleting Patient Data

Press the [Backspace] or [Delete] key while the [Patient list preset] is displayed to delete the data for that patient.

1 Press the [Backspace] or [Delete] key. [Patient list preset] Screen

» A confirmation message for deleting the data appears. E & i ‘
» Select[Yes] to delete the displayed patient data. Select [No] to keep Patient list preset
the registered data. Hoz S Hame

2 Press the [€] or [©] key to select [Yes] or [No] and
press the [Enter] key.

* The [Patient list preset] screen reappears.
* Press the [Esc] key to return to the [Patient list preset] screen
without deleting patient data.

]
2
3
4
5
6
7
8
9

L=}
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‘ Operations in the [User list preset] Tab

[l Registering New and Editing Existing User Data

Display the user preset list. Then, register new user data or edit registered user data. You can register the following user data
items: [User name], [Character display], [Assign scope buttons & foot SW], [Picture data], and [Picture data initialize].

1 Press the [€] or [] key in the keyboard menu screen to select the [User list preset] tab.

» The [User list preset] screen (registration numbers 1 to 10) appears. [User list preset] Screen

2 Press the [1] or [V] key to select a user. To register a
new user, select [New] or a number with no user User list preset
registered. To edit existing user data, select the
corresponding user.

« To change the page of the user list, press the [1] or [\/] key to align
the cursor with [Page */*] and then press [€] or [2].

* Todelete the selected user data, Press the [Backspace] or [Delete]
key. Pressing each key display the deletion confirmation message.
Select [Yes] or [No] and press the [Enter] key. If you select [Yes],
the selected user data is deleted from the user list.

» To delete all user data, press the [Clear] key. Pressing the key
displays the deletion confirmation message. Select [Yes] or [No]
and press the [Enter] key. The deletion confirmation message appears again. If you select [Yes] again, all user data
is deleted from the user list.

3  Press the [2] key. [User data edit No.* ] Screen
* The [User data edit No.*] screen appears. :
* Follow the procedure below to enter or change data in the [User User list preset
data edit No.*] screen. User data edit No.1
(D Press the [ or [V/] key to select an item. Pl

Character display
Assign scope button & foot SW
Picture data

(2 Press the [->] key. The corresponding setup screen appears.

Picture data initialize

(3 Press the alphanumeric keys to enter or change data. Press the
[, [¥V], [€], and [2>] keys to select items and configure the
settings.

(@) Press the [Enter] or [Esc] key. The [User list preset] screen
reappears.
Pressing the [Enter] key reflects any data entered and changes
made and pressing the [Esc] key discards any data entered and changes made.

To enter or change other data, press the [1] or [\/] key to select a user and repeat Step 3.

Press the [Enter] or [Esc] key.

* The normal screen reappears.

» Press the [Enter] key to return to the normal screen where the information of the user selected in the [User list preset]
screen is displayed.

* Press the [Esc] key to return to the normal screen displayed prior to the [User list preset] screen.
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[l Settings in the [User data edit No.*] Screen

You can configure the following settings for the user selected in the [User list preset] screen.
[User name]
Enter the name of the user.
During user input, press the [Backspace] key to delete one character on the left of the cursor. Press the [Delete] key to delete
one character on the right of the cursor.
[Character display]
Set the items to display on the monitor. Select [On] for each of the [Patient name], [ID], [Age], [Sex], [User name], [Facility
name], [Comment], [Date], and [Film counter] items you want to display, and [Off] for each of the items you do not want to
display.
[Assign scope buttons & foot SW]
Assign a function to each endoscope buttons 1, 2, 3 and 4 and foot switches L and R.
I "Assign scope buttons" (P.48)
I "Assign foot switch" (P.51)
[Picture data]
Configure the image processing settings for endoscopic images.

* [SE] Select [Off] or one of six levels for the SE (surface enhancement) display setting.
« [CE] Select [Off] or one of six levels for the CE (contrast enhancement) display setting.
* [Enhancement] Select [Off] or one of two types x six levels for the edge enhancement/structure
enhancement display setting.
» [Average/Peak] Select [Average] or [Peak] for the light measuring method.
» [Noise reduction] Select [Off], [Low], [Medium], or [High] for the noise reduction level.
* [Sub screen setting]
[Sub screen delay] Set the display of the sub screen to be delayed when the freeze function is executed.

[Offf The sub screen is displayed immediately after the freeze function is executed.
[On] The sub screen is displayed shortly after the freeze function is executed.
[Sub screen position] Select [Upper Right] or [Upper Left] for the position of the sub screen displayed on
the monitor when using an endoscope (except when using a side viewing
endoscope).
[Sub screen position (ERCP)]  Select [Upper Right] or [Upper Left] for the position of the sub screen displayed on
the monitor when using a side viewing endoscope (ED series).

* [Manual brightness level] Select one of 11 levels for the brightness setting when exposure control is set to
[MANUAL]J.

» [Auto brightness level] Select one of 11 levels for the brightness setting when exposure control is set to
[AUTQ].

[Picture data initialize]
Restore the endoscopic image settings to their initial values. Select [Yes] and then press the [Enter] key in the confirmation
screen that appears. Select [No] or press the [Esc] key to return to the [User data edit No.*] screen without initializing the
settings.

Settings in the [Setup] Tab

Configure the settings related to the processor unit and peripheral devices. [Setup] Screen

[Facility name] ? sre ‘T'
Enter the hospital name.

[Save new patient data] ;::‘em:er\:;:;\em data 'rr:[r:;:t;lary
Set the registration method for registering patient information with the Network setup Endoimage? setup
[New patient] key. L::Z
» [List+Temporary] The information is saved to the patient Whia balance

list.

* [Temporary] The registered information is only
reflected in the monitor screen as
temporary data.

[Network setup]
Configure the settings for the network to connect to via the RJ45
connector. The items that can be set in [Network setup] vary depending on the setting of [Network] in the [Peripheral] tab
on the touch panel.
» [Endoimage?2 setup] (when [Network] is set to [EndoimageZ2])
[Processor setup]
[DHCP mode]
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Select [Enable] or [Disable]. If you select [Enable], the settings for [IP address], [Subnet mask], and [Default
gateway] become invalid.
[IP address] / [Subnet mask] / [Default gateway]
Follow the procedure below to enter or change settings.
(D Press the [€] or [>] key to select an item when entering the four items separated by “.”
(2 Press the alphanumeric keys or the keys on the numeric keypad to enter or change the numbers. Each press
of the [Backspace] key deletes one character on the left of the cursor. Each press of the [Delete] key deletes
one character on the right of the cursor.
[Password]
Press the alphanumeric keys to enter a password. Only alphanumeric characters can be used (a to z, A to Z,
and 0 to 9) and up to 12 characters can be entered. The password is case sensitive. Leave the field blank if
you do not wish to set a password.
[Authorization]
Configure the network settings for the connection destination. Use the numeric keypad to configure of the
[Connect ID] settings. Use alphanumerical keys to enter the Connect ID. The number of characters that can be
used for the connect ID is between 6 and 12. Alphabet use in the connect ID is case sensitive.
* [iPro setup] (when [Network] is set to [TCP/IP])
[Processor setup]
[DHCP mode]
Select [Enable] or [Disable]. If you select [Enable], the settings for [IP address], [Subnet mask], and [Default
gateway] become invalid.
[IP address] / [Subnet mask] / [Default gateway]
Follow the procedure below to enter or change settings.
(D Press the [€] or [->] key to select an item when entering the four items separated by “.”
(2 Press the alphanumeric keys or the keys on the numeric keypad to enter or change the numbers. Each press
of the [Backspace] key deletes one character on the left of the cursor. Each press of the [Delete] key deletes
one character on the right of the cursor.
[Password]
Press the alphanumeric keys to enter a password. Only alphanumeric characters can be used (a to z, A to Z,
and 0 to 9) and up to 12 characters can be entered. The password is case sensitive. Leave the field blank if
you do not wish to set a password.
[iGate setup]
[iGate address] / [Gateway port] / [Active port] / [Maintenance port]
Follow the procedure below to enter or change settings.
(D Press the [€] or [>] key to select an item when entering the four items separated by “.”
(@ Press the alphanumeric keys or the keys on the numeric keypad to enter or change the numbers. Each press
of the [Backspace] key deletes one character on the left of the cursor. Each press of the [Delete] key deletes
one character on the right of the cursor.

/N cAUTION

® Do not operate the processor when there is an IP address conflict.
® Once an IP address conflict occurs, set the correct IP address, and turn the processor off and then on again.

[Lamp]
Turn the lamp on or off.
* [On] Turn on the lamp.
« [Off] Turn off the lamp.

[Pump]
Set the pump level or operate/stop the pump.
e [Pump level] Press [€] or [>] key to set the pump to one of five levels.
e [On] Operate the pump.
o [Off] Turn off the pump.

[White balance]

Set the white balance of the endoscope.

* [White balance] Adjust the white balance of the connected endoscope.

* [Rgain] Display the red gain value of the endoscope (K series only). Press the [€] or [->] key to adjust the
value. Pressing the [Alt] key and [€<] or [->] key simultaneously increases or decreases the value
in increments of 10.

* [Bgain] Display the blue gain value of the endoscope (K series only). Press the [€] or [>] key to adjust
the value. Pressing the [Alt] key and [<] or [>] key simultaneously increases or decreases the
value in increments of 10.

* [Reload] Restore the state before the white balance was adjusted.(K series only)
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6 | Maintenance

After Use

Follow the procedure below after use.

/N cAuTION

Make sure no water spills on the processor when you are performing the after care procedure. In particular, getting the
connector parts and ventilation grids wet may cause a malfunction.

1  Turn off the peripheral devices.

/N\CAUTION

Turning off the processor prior to turning off any connected peripheral devices may cause the peripheral devices to
malfunction.

NOTE )

‘ When turning off the peripherals of the processor, follow the instructions in the IFU for each peripheral device. ‘

2 Press (O to turn off the processor.

3 Disconnect the power plug, endoscope, and water
bottle assembly. (Refer to Figure 6.1.)

NOTE )

Always turn OFF the processor BEFORE disconnecting an
endoscope.

Recommend irrigation devices that are reprocessed after every
patient use or recommend disposable irrigation devices.

Figure 6.1

4  Wipe the surfaces of the processor with a gauze dampened with 70-90% ethyl or isopropyl
alcohol.

* The procedure below should be followed to decontaminate the surface of this video processor that is suspected of
being contaminated.

(D Wipe the surface with gauze lightly dampened with a detergent (neutral pH, low foaming, with or without enzymes,
mild/compatible with PENTAX Medical product, etc.)

(2 Wipe the same areas with gauze lightly dampened with clean water (to remove residual detergent).
(3 Wipe the processor with dry gauze or lint-free cloth to remove remaining water/fluids.
(@ Wipe all of the surfaces with gauze dampened with 70-90% ethy! or isopropy! alcohol.

NOTE )

® Do not allow liquid to splash onto/into the processor. In particular, make absolutely sure that the connector interfaces
and air intake vents do not get wet. Do not use harsh chemicals, cleaning agents, or the like when wiping the front
panel of the processor because doing so may result in a malfunction of the processor. Be sure to use ethanol for
disinfection when wiping the surfaces.

® Do not use spray-type medical agents such as rubbing alcohol directly to the video processor. Medical agents might
enter the video processor through the air intake vents, etc. and may result in property-damage.
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/N CAUTION

® If the processor is turned off prior to turning off any connected peripheral devices, it may result in malfunction of the
peripheral devices.

® Make sure that no water spills on the processor when you perform the aftercare procedure. In particular, getting water
into the connector parts and air intake vents may result in malfunction in the processor.

Observe the following points when storing the processor.

» Be sure to turn off the processor and disconnect the power plug prior to storage.

» Do not store the processor in a location with high temperature and humidity or a location where the processor could get
wet or be exposed to direct sunlight.

» Store the processor in a location where dust does not enter inside the processor. Wipe off any dust on the processor.
Excessive amount of dust accumulation inside the processor may result in malfunction in the processor, smoke or fire
from the processor.

» Be careful not to drop the processor or subject it to an excessive mechanical shock. The processor may become unsafe
to use or damaged. If the processor is subjected to an excessive mechanical shock, stop using it and contact your
PENTAX Medical service facility.

Cleaning and Storage of the Water Bottle Assembly

When washing, disinfecting, and sterilizing the water bottle assembly, be sure to follow the instructions in the IFU for OS-H5.

Observe the following points on storage
» Be sure to turn off the processor and disconnect the power plug prior to storage.
» Do not store the processor in a very hot and humid location, or where it is likely to be exposed to water or direct sunlight.

® Store the processor in a location where dust will not enter inside the unit. Wipe off any dust on the processor.
Furthermore, when storing the processor for a long term, take precautions to reduce dust build up within the
processor. Excessive amount of dust accumulation inside the unit may cause the processor to malfunction, emit
smoke, or catch fire.

® Do NOT store the unit in direct sunlight or where temperature and humidity are high or where it can be exposed to
liquids.

/N CAUTION

Be careful not to drop the processor or subject it to an excessive mechanical shock. The processor may become unsafe
to use or damaged. If the processor is subjected to an excessive mechanical shock, stop using it and contact our service
personnel.
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Replacing the Lamp

Check the LIFE indicator (lamp life indicator) on the touch panel before using the processor. Follow the procedure below to
replace the lamp cartridge (OL-X29) if one circle on the LIFE indicator illuminates red and a message prompting you to replace
the lamp appears on the monitor.

/N\CAUTION

® The lamp life is 500 hours.

® When the total usage time of the lamp becomes 500 hours or longer, one of the circles on the LIFE indicator
illuminates red and the message “Please replace the lamp.” appears on the monitor.

® The lamp life may not be as long as 500 hours depending on the frequency of use.

® Please confirm lighting when you replace the lamp cartridge. I35~ "Power-On and Lamp Inspection" (P.19)

® Replacement lamp should not be stored over an extended period of time.

[l Removing the Lamp Cartridge

1 Press (O to turn off the processor and disconnect the plug from the power outlet.

2  Turn the screw on the lamp protective cover
counterclockwise, open the cover, and check the
lamp cartridge. (Refer to Figure 6.2.)

/N CAUTION

Immediately after use, the metal lamp protective cover and the
lamp bulb may be hot. To avoid burns, do not touch these parts
immediately after use.

Errr
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Figure 6.2

3  Turn the two screws at the top of the lamp cartridge
counterclockwise until the fixed lamp cartridge
loosens. (Refer to Figure 6.3.)

4  Pull the lamp cartridge out towards you while making
sure it does not bang against the lamp cartridge
housing.

5 Follow local regulations for discarding the old lamp.
If unsure of appropriate procedures for lamp
disposal, return the lamp cartridge/module to
PENTAX Medical after packing it appropriately to ==
avoid any damage during shipping. Lamp Cartridge

nnnananan ) nnnnnnnn

Figure 6.3

When the lamp needs to be replaced, we strongly recommends replacing both the lamp and lamp cartridge as a set.
Use the PENTAX replacement lamp cartridge OL-X29, which has been developed to ensure optimal brightness and
safety. Using a lamp not authorized by PENTAX Medical may result in excessive brightness and/or heat, and it is not
known what kind of adverse effect that may have on the patients.

/N CAUTION

® To avoid electric shock, do not touch both parts on the processor and the patient at the same time when performing
this operation.
® During these procedures, always wear rubber gloves.
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[l Installing a Lamp Cartridge

/N CAUTION

When performing the following procedure, always wear rubber gloves to prevent oil from your hands from getting on the
glass surfaces. Do not directly touch the glass surfaces of the new lamp with your fingers.

1 Hold the lamp cartridge so that the two screws on the e e e e e e =
lamp cartridge are at the front and fully insert it into
the housing while keeping it straight. (Refer to Figure
6.4.)

2  Turn the screws of the lamp cartridge clockwise to
secure the lamp cartridge into place.

3 Close the lamp protective cover and turn the screw
on the right side of the cover clockwise.

nnannnan () nannnnnn

/N\CAUTION

Be sure to turn screw (D on the lamp cartridge first to secure the Figure 6.4
lamp cartridge in place.

[l Resetting the Lamp Life Indicator

After replacing the lamp cartridge, reset the lamp life indicator on the front panel of the processor.

1  Plug the power cord into the power outlet and turn on the processor.

2 Press on the touch panel.

* The setup screen appears.

3 Press the [System] tab at the top of the screen.

* The system setup screen appears.
Press the page [3] tab on the right side of the screen.
Press [>] of [Lamp data].

» The [Lamp data] screen appears.

6 Press [Reset] of [Lamp life reset].

« The [Lamp life reset] confirmation screen appears.

Press [Yes].

Press the power switch to turn off the processor and then press (®) again to turn the
processor back on. Confirm that the lamp life indicator illuminates green.
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Replacing the Fuses

If the power does not come on when you press the power switch, turn off the power switch and then check the following.
» The power cord is securely plugged in.
» The power breaker is activated. When activated, turn on the power switch.

If the power still fails to come on, follow the procedure below to replace the fuses.

NOTE )

‘ A flat blade screwdriver is required to replace the fuses.

1  Unplug the power cord.

2 Insert a screwdriver into the notch on either or both
sides of the fuse box immediately above the power
inlet socket. (Refer to Figure 6.5.)

3  Move the inserted screwdriver slightly in the inward
direction.

4  When the fuse box pops out a little, pull it out by
hand.

Figure 6.5

5 Inspect the fuses, and remove and replace any fuse
that has blown with a supplied spare fuse. (Refer to
Figure 6.6.)

/N WARNING

® Always replace a fuse with a supplied spare fuse (5 x 20,
T3.15AH, 250V).

® Never bypass a fuse.

® Ifthe supplied spare fuse specified on the rating plate on the rear \
panel is not available, contact your local PENTAX Medical
service facility.

® To avoid electric shock, do not touch both parts on the processor
and the patient at the same time when performing this operation.

Fuse Box

Fuses

Figure 6.6

6 Reinsert the fuse box, and push it with a finger until it clicks into place.

7 Connect the power cord, press the (D) power switch on the processor to turn on the power, and
check that the LED of (©) illuminates.

NOTE )

If the processor cannot be turned on even after the fuses have been replaced with new ones, immediately turn off the
power, disconnect the power cord, and contact a PENTAX Medical service facility.

The service life of this product is six years.

Follow the instruction given in the IFU on care after use, maintenance, and usage of this product. If the processor is
maintained and used improperly, it could shorten the service life of a product. Some consumable components of this
product have the service life of less than six years. Contact your nearest PENTAX Medical service facility every three
years for inspection and maintenance of all consumable components except lamp and fuse. Replacement of
consumable components may be necessary. If the product is kept being used without periodic maintenance, it might
cause a problem in switching between modes from Exposure control mode to Observation mode.
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/N\CAUTION

When the abnormalities of the processor are not improved after it is performed the maintenance according to the
Instructions for Use or exchanged a lamp or a fuse, please be sure to request repair to your local PENTAX Medical
service facility.

When returning any instrument for repair to PENTAX Medical, please be aware of the following points. Check with your local
PENTAX Medical distributor for more details.

(1) All equipment requiring repair should be shipped in a carrying box with appropriate packing together
with details on the instrument damage or problem.

(2) Write down the repair order number and your contact name, phone number, and shipping address on
a piece of paper and include it in the package.

® Be sure to submit the instrument to a PENTAX Medical service facility for repairs. Note that PENTAX Medical is in
no way liable for any injuries to patients or users, damage or malfunction of the processor, and inadequate
disinfection or sterilization as a result of repairs being undertaken by an unauthorized personnel or agency.
It must be recognized that PENTAX Medical does not evaluate non-PENTAX Medical parts, components, materials
and/or servicing methods. Therefore, questions regarding material compatibility and/or functionality of PENTAX
Medical instruments built with the unauthorized, untested and unapproved items, materials, repair/assembly methods
must be referred to the third party service organization and/or device remanufacturer. It is unknown to PENTAX
Medical if serviced or remanufactured instruments (performed by unauthorized PENTAX Medical entities) which still
bear a PENTAX Medical label are within PENTAX Medical device specifications and/or if unauthorized activities have
significantly changed the instrument’s performance, intended use, safety and/or effectiveness.
Ultimately, owners of these medical devices are responsible for selecting an appropriate service facility or vendor
whose activities render an instrument to the same expectations and quality of a finished device supplied by the
endoscope OEM.

® Be sure to delete any user and patient data from the processor before shipping in order to prevent the disclosure of
personal information.

® Technical information related to repairs is listed in the service manual.

® For details about repairs, contact your local PENTAX Medical service facility.
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7 | Troubleshooting

Symptom Possible Cause Possible Solution Re:::r;:ce
The power cord is not connected Securgly connect the power cgrd tothe
power input socket and isolation P.11
properly.
transformer.
Cannot turn on the processor. | A fuse has blown. Replace the fuse. P.84
Close the lamp protective cover and
Lamp protective cover is not closed. turn the screw knob on the cover —
clockwise
Replace the lamp cartridge if the lamp
life indicator on the touch panel is lit
The lamp does not illuminate. | The lamp life is over the limit. red and a message prompting you to P.82
replace the lamp is displayed on the
monitor.
Turn on the monitor. P.23
The monitor settings are not configured | Set the proper video input signal. P.12
properly. Reset the adjustment values for the *
monitor.
A cable is not connected properly. Connect all cables properly. P.12
The endoscope is not connected Align the endoscope locking lever to
o P.17
properly. the LOCK position.
No image appears on the . . Press (&) on the touch panel to turn on
monitor. The lamp is not lit. the lamp. P.26
The endoscope is not compatible with | Contact a PENTAX Medical service .
the processor. facility.
Lo Contact a PENTAX Medical service
Abnormality in the connectors. " —
facility.
The monitor is connected to VIDEO
OUT/SYNC OUT connector, and [Sync | Set [Sync out] to [Off]. P.66
out] is set to [On].
Images are dark. The lamp is not lit. Press (0) on the touch panel to turn on P.26
the lamp.
Text cannot be typed to screen. The keyboard is not connected Connect the keyboard to the processor P15
properly. properly.
The peripheral devices cannot | The peripheral devices are not Connect the peripheral devices to the P.12
be operated. connected properly. processor properly. -16
(1) Change the settings of the [Copy] P.44
and [Video] functions in the P.48
[Customize button settings], [Assign P.51
The settings of the customize buttons, scope buttons], and [Assign foot
A long beep tone sounds and | endoscope buttons, or foot switches are switch] screens.
the [Copy] and [Video] not configured properly, or the If the device that is the output
functions do not work. peripheral devices are not connected destination is not connected or
properly. turned off, cancel the settings.
(2) Connect the cables of the peripheral P.15
devices properly and then turn on
the peripheral devices.
The endoscopic image Release the endoscope locking lever
stopped being displayed on the | Power outage or there may be a and the endoscope’s distal tip should
LCD monitor. Or observation is | damage in equipment such as lamp, be straightened to its neutral position. *2
difficult due to insufficient processor, or LCD monitor. Then, carefully withdraw the
illumination. endoscope from the patient.
Exit the software version display menu,
Software version cannot be Attempting to display software version | and enter another menu. Then, reenter P68
displayed correctly. or failed to display software version. the software version display menu. '
Or, restart the processor.
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Reference

with PC.

setting up the compression ratio Best
quality.

quality.

Symptom Possible Cause Possible Solution Page
Press [Scope eject] button and remove
the endoscope from the processor by
aligning the endoscope locking lever to
the OPEN position, and then connect
The endoscope buttons do not | Cannot communicate properly with the thg endoscc_)pe again. If the function is
still not available, release the P.66
work. endoscope. ;
endoscope locking lever and the
endoscope’s distal tip should be
straightened to its neutral position.
Then, carefully withdraw the
endoscope from the patient.
Release the endoscope locking lever
Svstem malfunction caused by static and the endoscope’s distal tip should
Cannot release freeze. y . y be straightened to its neutral position. —
generation. ;
Then, carefully withdraw the
endoscope from the patient.
Set up this processor's "Time zone
setting (P.59)" and "Date & Time P.58
(P.58)" to become the same as PC P.59
settings.
;:leirt:qn;eestfﬁgsi é); ct)h:n za\éefcille This processor's "Time zone setting When replayed the still image file/the
g mag (P.59)" or "Date & Time (P.58)" differs video image flle captured by PQ having
does not match the time when : been set a different ""Date & Time" or
) from PC settings. i . ;
the image was captured. "Time zone setting", the time stamp on o
the still image file/video image file may
be different from the date and time
captured. Therefore, confirm the date
and time displayed on the PC monitor.
Seek bar or seek time of video . . . )
. L . As time property of video image file .
image file is not displayed , . Use other reproduction software to
. . can’t be read out appropriately by P.65
appropriately by reproduction : replay.
reproduction software.
software.
Image processing is not . Release freezing and check Twin
reflected in the left side screen Setup of Twin mode was made after mode being set, then execute freezing P.41
: freezing. .
after the Twin mode setup. again.
It cannot be copied from
Endonet during a "VCU ready." | RS-232C cable is not connected. Connect RS_23.ZC cable correctly and —
. try to copy again.
display.
Image is deteriorated when the -crgrli Ife%i?oenritsge%ngrlgggggirlmn ?Nhile Use setting it up with the compression
saved recording file is played P P g rate for High quality or Standard P.64

"No Signal" is displayed in a
still image.

Checked [Add external.] box of [Option
(Still image)] while a still image was
captured in a state of no inputting an
external input image in P-in-P mode.

Capture a stillimage again after check
that an external input image is inputted
correctly.

Or when an external input is not used,
cancel P-in-P mode and capture a still
image again.

*1:. For details, refer to the Instructions for Use for the monitor.
*2: For details, refer to the Instructions for Use for the endoscope.

NOTE )

Medical service facility.

@ [f there is no response even if you press any key on the keyboard, turn off the processor and contact a PENTAX

® [f the problem persists even after taking the measures described in the corresponding solutions above, contact a
PENTAX Medical service facility.
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[l Error Messages

When an error message is displayed on the monitor, try the following solutions. If there is a problem that cannot be resolved
with the following solutions, contact your PENTAX Medical service facility.

Message Dl.splayed on e Solution Reference
Monitor Page
Please be prepared to replace It is almost time to replace the lamp. | Prepare to replace the lamp. P.82
the lamp soon.
Please replace the lamp. It is time to replace the lamp cartridge. | Replace the lamp. P.82
Scope is not connected. An endoscope is not connected. Connect an endoscope. P.17
The scope is not supported. The endoscope is not compatible to Connect a compatible endoscope. P.91
this processor.
Please contact your PENTAX 90i serleg endoscope with gthated Contact a PENTAX Medical service
. . software is connected to this video " —
service facility. facility.
processor.
Check scope . There is a problem communicating Reconnect the endoscope. P17
connection(No**). with the endoscope.
i iled!
White balance failed! The white balance is abnormal. Set the white balance again. P.27
Please retry.
Change exposure control to Set the. Exposure coptrol to [MANUAL]. Change the method of Exposure control
and adjusted the white balance of the i —
Auto. . to Auto.
series endoscope.
Change OE mode to Off OE is set up except "Off" and the white | Set up OE "Off" and perform white .
balance was performed. balance.
Image Recording Media is not . S
Check USB memory. connected or there is insufficient Con_n_ect Image Recording Media with P.14
sufficient space to the processor.
space.
Try saving the still image again.
. . - . If problem is not resolved after the above
Capture failed. Saving of the still image failed. procedure, contact a PENTAX Medical —
service facility.
Available space in the Image
Check memory space(Still Recording Media for saving still Connect Image Recording Media with P14
image). images has become as low as the sufficient space to the processor. '
value set for the disk space warning.
Available space in the Image
Check memory space(Video | Recording Media for saving video Connect Image Recording Media with P14
image). images has become as low as the sufficient space to the processor. '
value set for the disk space warning.
Check video printer. USB printer is not connected. Connect USB printer to the processor. P.14
No response from VCU. Communication with Endonet is Connect Endonet properly. —
abnormal.
No VCU connection. No Endonet is connected. Connect Endonet properly. —
gt’nﬁ lamp ON. Check main | 1y, . iliary lamp s lit Check main lamp. P.26
Lamp cooler fan stopped. There is a problem with lamp cooler | Contact a PENTAX Medical service
Please contact your PENTAX . " —
. - fan rotation. facility.
service facility.
' The [i-scan profile] or [Twin mode Close the [i-scan profile] or [Twin mode P.37,
Close profile menu. ) . !
profile] screen is open. profile] screen. P.42
» To try capturing again:
Press the Copy button.
. » To cancel capturing:
Retry - C functhn. Freeze Capturing an endoscope still image Press the Freeze button.
release - F function or Frz-key | . —
failed. * When the error message does not
on KBD. . .
disappear even if the copy button and
the freeze button are pressed, please
try reconnecting the endoscope.
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Message Displayed on

Meaning

Solution

Reference

Monitor Page
Restart the processor.
System error. Please restart | There was a problem with the system | When the same message is displayed P23
the processor(No**-**). startup. repeatedly, contact a PENTAX Medical '
service facility.
System error. Plea§e contact There was a problem with the system | Contact a PENTAX Medical service
your PENTAX service startu facilit —
facility(No**-**). P- Y.
Either the lamp was turned on when an
AUX lamp ON. Please contact | illumination function error occurred, or | Contact a PENTAX Medical service .
your PENTAX service facility. | an illumination function error occurred | facility.
when turning on the lamp.
Copying the procedure history or
Copy failed. system configuration to Image Try copying the data again. —
Recording Media failed.
Data transfer failed. Fallgd to transfer data to peripheral Retry to transfer.data after confirming .
devices. network connection.
. Capture is done while unconnected to | Confirm the connection with a PC
PC:Not ready. . o . —
Endoimage?2. activating Endoimage?2.
. There is no sufficient space at PC in | Connect the processor to a PC with
PC:HDD alert. C . - —
which installed Endoimage2. sufficient memory.
The amount of memory in PC installed .
PC:HDD warning. Endoimage2 decreased to the alert Con_ngct the processor to a PC with —
) - sufficient memory.
level of insufficient space.
PC:Transfer error. Failed to transfer data to Endoimage2. ]E;(:;ﬂit;m a PENTAX Medical service —
IP CONFLICT Setting value of IP address conflicts. Set the IP address not to conflict and —
reboot the processor.
Confirm the correct connection with an
image record media or reboot the
processor. .
If problem is not resolved after the above
procedure, contact a PENTAX Medical
. . . service facility.
Video rec error. Failed to save a movie. - - -
When image processing level is set up
highly, an error may occur to the
compression codec technology. P 64

In that case, use setting it up with the
compression ratio for High quality or
Standard quality.

No data.

There is no data file to load in an image
record media in spite of [Configuration
load].

Confirm the existing file to load in an
image record media.

Changing OE mode failed!
Please retry.

When OE was changed into Mode1 or
Mode2, the mode change failed.

Perform the mode change again.

Changing OE mode Off failed!
Check scope
connection.(No.**)

Because of the abnormalities occurred
in communication with an endoscope
when changed OE into Off, the mode
change of OE failed.

Reconnect the endoscope.

Out of internal memory space.

It has reached the continuous-capture
ceiling of the memory capacity.

Try capture again after a while.
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[l Other Messages

Message Displayed on Reference
gMonitF:)r g Meaning Page

Now printing. USB printer is printing now. —
Now saving. Saving to Image Recording Media. —
Connect to VCU. Connected to Endonet. —
VCU ready. Ready to communicate with Endonet. —
Connected to Net Connected to the network. —
Capture OK. Successfully captured the endoscope still image. —
Check white balance. Adjust the white balance. P.27
White balance OK! Successfully adjusted the white balance. P.27
Not available. Ig:dé)uxiliary lamp is lit. (Some functions such as image processing cannot be .
Procedure history saved. Saving of the procedure history is complete. P.68
Configuration saved. Saving of system configuration is complete. P.69

Loading the network and file systems required to save the endoscopic stillimages.
Network/File system loading... —

Do not use the keyboard as well as the keyboard menu while this message is

being displayed on the monitor screen.
Data transfer OK. Successfully data transferred to peripheral devices. —
Waiting for the mode change. | Light control function is switching. —
PC:Ready. Ready to start transporting to Endoimage2. —
PC:Capture OK. Successfully captured endoscope static image to Endoimage?2. —
PC:Buffer full. File is being saved to Endoimage2. —
PC:Command from PC. Capture required from Endoimage2. —
OK to eject. Possible to eject the endoscope. —
ggs scope is not supported The connected K series endoscope is non-OE-compliant. —
Main:External video ;t;i:trgiges input from an external device are displayed on the main screen of the P 54
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8 | Specifications

Model Name EPK-i7010
Voltage 230 VAC
. Frequency 50 - 60 Hz
Power Requirements Input current I A
Voltage fluctuation +10%
Mode of Operation Continuous Operation
Ambient temperature 10 - 40°C
Operating Environment Relative humidity 30 - 85%
Air pressure 700 - 1060 hPa
Ambient temperature -20 - 60°C
gmfgsn?ggtﬂansport Relative humidity 0-95%
Air pressure 700 - 1060 hPa
Lamp Modoh OLIX09
llumination Color temperature 6,000 K
Brightness control Selection: Automatic/Manual
Auxiliary lamp 3W White LED
Colonoscope Family K series video endoscopes,
Gastroscope Family i series video endoscopes,
Endoscope Compatibility Duodenoscope Family PENTAX Fiberscopes (via video module)
Bronchoscope Family (“K series” consists of 70K, 80K, 90K, K10 and J10
Naso-Pharyngo-Laryngoscope Family series. “i series” consists of 90i and i10 series.)
Video Module Compatibility PENTAX video module PVK-1070, PVK-1070Z
Air pump system DC diaphragm
Air supply pressure (at flow rate of 0) 45-70 kPa (6.5-10.2 PSI)
. . Level 1: 2.0 - 2.8 L/min
Air Supply Function Air supply rat Level 2: 2.9 - 3.4 L/min
pply rate : :
; Level 3: 3.5-4.0 L/min
(at inlet of water bottle assembly) Level 4- 4.1 - 4.5 L/min
Level 5: 4.6 - 7.2 L/min
Water Supply Function Water bottle assembly Capacity = 200 ml
Brightness Control System Auto Selection: Average/Peak 15 step adjustment
Manual +5 step adjustment
Color System Color correction Red/Blue 15 step adjustment
Freeze Function Live video images displayed while freeze mode activated.
Cooling Forced air cooling
Digital output HD-SDI 2 sets : :
DVI 1 set (combined with VGA)
RGB 1 set
Video Signals Analog output Y/C 2 sets
VIDEO OUT 1 set (combined with SYNC OUT)
VGA 1 set (combined with DVI)
Analog input VIDEO IN 1 set
Synchronous Signal SYNC OUT 1 set (combined with VIDEO OUT)
Voice Signal Microphone 1 set
RS-232C 1 set
RJ45 1 set
Control Signals Remote 3 sets
Keyboard 1 set
Foot switches 1 set
Image Recording Media USB flash memory, external hard disk drive

Type of protection against electric shock |Class | equipment, 3 prong plug
Type BF (Body Floating), using insulated endoscope.

Degree of protection against electric shock

Classification as Electro Medical Use on a heart is prohibited.
Equipment Do not use in potentially flammable surroundings.*
Degree of explosion proofing * The processor is not suitable for use in a mixture of

air and flammable anesthetic gas or a mixture of
oxygen/nitrous oxide and flammable anesthetic gas.

IEC 60601-1:2005+A1:2012

Compliance Designed in accordance with IEC 60601-2-18-2009

Size (Excluding Protrusions) 400 mm (W) x 205 mm (H) x 520 mm (D)
Weight 21.5kg

Electro Magnetic Compatibility IEC 60601-1-2:2007

IP Classification IPX0
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9 | Electromagnetic Compatibility

This product conforms to IEC60601-1-2: 2007: Medical electrical equipment, EMC standard.

Guidance and manufacturer’s declaration-electromagnetic emissions

This product is intended for use in the electromagnetic environment specified below. The customer or the user of this product
should assure that it is used in such an environment.

Emissions test

Compliance

Electromagnetic environment-guidance

RF emissions

This product uses RF energy only for its internal function. Therefore, its RF

CISPR 11 Group 1 emissions are very low and are not likely to cause any interference in nearby
electronic equipment.
RF emissions This product is suitable for use in all establishments, including domestic
Cl B
CISPR 11 ass establishments and those directly connected to the public low-voltage power
Harmonic emissions supply network that supplies buildings used for domestic purposes.
IEC 61000-3-2 Class A
Voltage fluctuations/
flicker emissions Complies

IEC 61000-3-3
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Guidance and manufacturer’s declaration-electromagnetic immunity

This product is intended for use in the electromagnetic environment specified below. The customer or the user of this product
should assure that it is used in such an environment.

Immunity test

IEC 60601 test level

Compliance level

Electromagnetic environment - guidance

Electrostatic
discharge (ESD)
IEC 61000-4-2

+6 kV contact
+8 kV air

+6 kV contact
+8 kV air

Floors should be wood, concrete or ceramic tile.
If floors are covered with synthetic material, the
relative humidity should be at least 30 %.

Electrical fast
transient/burst

12 kV for power supply
lines

+2 kV for power supply
lines

Mains power quality should be that of a typical
commercial or hospital environment.

IEC 61000-4-4 +1 kV for input/output +1 kV for input/output

lines lines
Surge 11 kV differential mode | £1 kV differential mode | Mains power quality should be that of a typical
IEC 61000-4-5 +2 kV common mode +2 kV common mode commercial or hospital environment.

Voltage dips, short
interruptions and
voltage variations on
power supply input
lines

IEC 61000-4-11

5% Ut
(>95 % dip in Uy)
for 0.5 cycle

40 % Ut
(60 % dip in Uy)
for 5 cycles

70 % Ut
(30 % dip in Uy)
for 25 cycles

<5 % Ut
(>95 % dip in Ur)
for 0.5 cycle

40 % Ut
(60 % dip in Uy)
for 5 cycles

70 % Ut
(30 % dip in Uy)
for 25 cycles

Mains power quality should be that of a typical
commercial or hospital environment. If the user
of this product requires continued operation
during power mains interruptions, it is
recommended that this product be powered from
an uninterruptible power supply or a battery.

IEC 61000-4-8

<5 % Ut <5 % Ut

(>95 % dip in Ur) (>95 % dip in Ur)

for 5 sec for 5 sec
Power frequency (50/ It is recommended that this product be used
60 Hz) magnetic field | 3 A/m 3 Alm apart from other devices operated with large

current.

Note: Ut is the a.c. mains voltage prior to application of the test level.

Conducted RF 3 Vrms 3 Vrms The recommended separation distance:
IEC 61000-4-6 150 kHz to 80 MHz d=12+P

Radiated RF 3V/im 3Vim The recommended separation distance:
IEC 61000-4-3 80 MHz to 2.5 GHz d =1.2 VP 80 MHz to 800 MHz

d = 2.3 VP 800 MHz to 2.5 GHz

® P is the maximum output power rating of the transmitter in watts (W) according to the transmitter manufacturer.
d is the recommended separation distance in metres (m).

93

Electromagnetic Compatibility




Note:

® At 80 MHz and 800 MHz, the higher frequency range applies.

® These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and reflection from
structures, objects and people.

® Interference may occur in the vicinity of equipment marked with the following symbol:

)

® Field strengths from fixed RF transmitters, as determined by an electromagnetic site survey,a) should be less than the

compliance level in each frequency range.b)

a) Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless) telephones and land mobile
radios, amateur radio, AM and FM radio broadcast and TV broadcast cannot be predicted theoretically with accuracy.
To assess the electromagnetic environment due to fixed RF transmitters, an electromagnetic site survey should be
considered. If the measured field strength in the location in which this product is used exceeds the applicable RF
compliance level above, this product should be observed to verify normal operation. If abnormal performance is
observed, additional measures may be necessary, such as re-orienting or relocating this product.

b) Over the frequency range 150 kHz to 80 MHz, field strengths should be less than 3 V/m.

Recommended separation distances between portable and mobile RF
communications equipment and this product

This product is intended for use in the electromagnetic environment in which radiated RF disturbances are controlled. The
customer or the user of this product can help prevent electromagnetic interference by maintaining a minimum distance between
portable and mobile RF communications equipment (transmitters) and this product as recommended below, according to the
maximum output power of the communications equipment.

Rated maximum output power Separation distance according to frequency of transmitter (m)
of transmitter 150 kHz to 80 MHz 80 MHz to 800 MHz 800 MHz to 2.5 GHz
(W) d=12\P d=1.2P d=23P
0.01 0.12 0.12 0.23
0.1 0.38 0.38 0.73
1 1.2 1.2 2.3
10 3.8 3.8 7.3
100 12 12 23

For transmitters rated at a maximum output power not listed above, the recommended separation distance d in metres (m)
can be estimated using equation applicable to the frequency of the transmitter, where P is the maximum output power rating
of the transmitter in watts (W) according to the transmitter manufacturer.

Note:

® At 80 MHz and 800 MHz, the higher frequency range applies.

® These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and reflection from
structures, objects and people
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PENTAX"

INSTRUCTIUNI DE UTILIZARE

(REPROCESARE/INTRETINERE)

VIDEOENDOSCOAPELE Gl
PENTAX

SERIA 90i
SERIA 90k

Aceste instructiuni descriu procedurile recomandate pentru reprocesarea si intretinerea
echipamentului dupa utilizare.

Pentru inspectie si instructiuni de utilizare, va rugam sa consultati instructiunile de
utilizare si operare separate.



Utilizare (Gastroscoape)

Aceste instrumente sunt destinate sa furnizeze o vizualizare optica (prin intermediul unui monitor video) si accesul in scop terapeutic la
nivelul tractului gastrointestinal superior. Aceasta entitate anatomica include, fara a se limita la, organe, tesuturi si subsisteme: esofag,
stomac, duoden si intestin subtire.

Aceste instrumente sunt introduse pe cale orala sau nazala, conform deciziei medicului, in conditiile respectarii indicatiilor conforme cu
cerintele procedurii, la populatiile de pacienti adulti, adolescenti si copii.

Nu utilizati niciodata aceste endoscoape in alt scop decat cel pentru care au fost destinate.
Modelele EG-2790i, 2990i si 2990Zi pot fi utilizate numai impreuna cu videoprocesorul PENTAX, model seria EPK-i.

Modelele EG-1690K, 2490K, 2790K, 2990K, 3490K si 3890TK pot fi utilizate impreuna cu videoprocesorul PENTAX model seria EPK-i sau
EPK-1000.

Utilizare (Colonoscoape)

Aceste instrumente sunt destinate sa furnizeze o vizualizare optica (prin intermediul unui monitor video) si accesul in scop terapeutic la nivelul
tractului gastrointestinal inferior. Aceasta entitate anatomica include, fara a se limita la, organe, tesuturi si subsisteme: intestin gros.

Aceste instrumente sunt introduse pe cale rectald, in conditiile respectarii indicatjilor conforme cu cerintele procedurii, la populatiile de
pacienti adulti, adolescenti si copii.

Nu utilizati niciodata aceste endoscoape in alt scop decat cel pentru care au fost destinate.

Modelele EC-2990Li/Fi/Mi, 3490Fi/Mi/Li, 3490TLi/TFi/TMi, 3890Fi/Fi2/Mi/Mi2/Li si 3890LZi/FZi/MZi pot fi utilizate numai mpreund cu
videoprocesorul PENTAX model seria EPK-i.

Modelele EC-3490FK/MK/LK, 3890FK/FK2/MK/MK2/LK si 3890TLK/TFK/TMK pot fi utilizate impreuna cu videoprocesorul PENTAX model
seria EPK-i sau EPK-1000.

Utilizare (enteroscoape pentru intestinul subtire)

Video-enteroscopul pentru intestinul subtire model VSB-2990i, este destinat sa furnizeze o vizualizare optica (prin intermediul unui monitor
video) si accesul in scop terapeutic la nivelul tractului gastrointestinal superior. Aceasta entitate anatomica include, fara a se limita la, organe,
tesuturi si subsisteme: esofag, stomac, duoden si intestin subtire. Aceste instrumente sunt introduse pe cale orala sau rectala, conform
deciziei medicului, in conditiile respectarii indicatiilor conforme cu cerintele procedurii, la populatiile de pacienti adulti, adolescent; si copii.
Nu utilizati niciodata aceste endoscoape in alt scop decat cel pentru care au fost destinate.

Modelul VSB-2990i poate fi utilizat numai impreuna cu videoprocesorul PENTAX model seria EPK-i.

Declaratie privind starea sterila

Endoscoapele identificate in aceste instructiuni de utilizare (IDU) sunt dispozitive medicale semi-critice reutilizabile. intruca sunt ambalate in
conditii nesterile, trebuie curatate si supuse fie unei operatiuni de dezinfectare de nivel inalt fie uneia de sterilizare INAINTE de utilizarea
initiala. Inainte de fiecare procedura ulterioara, ele trebuie supuse unei curatari corespunzatoare, insotita fie de un proces de dezinfectare la
nivel Tnalt, fie de unul de sterilizare. Dupa servisare, toate endoscoapele si componentele acestora trebuie reprocesate nainte de utilizarea
clinica.

Contraindicatii

Va rugam sa consultati recomandarile si cerintele formulate de autoritatile sanitare regionale si locale cu privire la protocoalele de urmat
pentru procesarea si/sau distrugerea endoscoapelor care urmeaza sa fie utilizate sau s-a constatat ca au fost utilizate (pot-procedura) la
pacientii afectati de boala Creutzfeldt-dJacob (BCJ).

Note

Aceste instructiuni de utilizare au fost redactate in conformitate cu ISO 17664 si ghidurile nationale referitoare la reprocesarea aparaturii
medicale (de exemplu RKI, DGS/DHOS).

Cititi aceste IDU inainte de operare si pastrati-le pentru consultare ulterioara. Neindeplinirea conditiei de a citi si a intelege in mod aprofundat
informatiile prezentate in aceste IDU, precum si cele emise pentru echipamentele si accesoriile endoscopice auxiliare, pot conduce la
vatamari severe, incluzand infectii prin contaminare incrucisata, ale pacientului si/sau utilizatorului. Tn plus, nerespectarea instructiunilor din
aceste IDU si din IDU insoftitoare poate provoca deteriorarea si/sau defectarea echipamentelor.

Aceste IDU descriu procedurile recomandate pentru reprocesarea si intretinerea echipamentului dupa utilizare.

Este de responsabilitatea fiecarei institutii medicale sa se asigure ca numai personalul pregatit si instruit in mod corespunzator, care detine
cunostintele si competentele necesare privind echipamentele endoscopice, procesele/agentii antimicrobieni si protocoalele spitalicesti pentru
controlul infectiilor va fi implicat in reprocesarea acestor dispozitive medicale.

Ghidurile privind controlul infectiilor aflate in prezent in vigoare solicita ca endoscoapele Gl si alte dispozitive medicale semi-critice, care in
mod normal vin in contact cu membranele mucoase indemne precum cea a tractului gastrointestinal, trebuie sa fie supuse cel putin unui
proces de curatare si de dezinfectie de nivel nalt Thainte de utilizarea la pacient. Numai utilizatorul poate determina daca un instrument a
parcurs procedurile corespunzatoare pentru prevenirea infectiei, nainte de fiecare utilizare clinica. Trebuie sa precizam ca practicile pentru
controlul infectiilor implica multe aspecte complexe si adeseori controversate, care sunt in continua evolutie. PENTAX recomanda in mod
insistent utilizatorilor sa fie mereu la curent cu ultimele reglementari federale si locale, si ii incurajeaza sa respecte ghidurile pentru controlul
infectiilor, emise de diverse organizatii profesionale din domeniul sanitar.

Textul continut in aceste IDU este comun pentru diferite tipuri/modele de endoscoape PENTAX iar utilizatorii trebuie sa aplice cu atentie
numai acele sectiuni si instructiuni care se refera la modelele respective, specificate in IDU separate.

Daca aveti intrebari cu privire la oricare dintre informatiile cuprinse in aceste IDU sau aveti dubii cu privire la siguranta si/sau modul de
utilizare al acestui echipament, va rugam sa contactati reprezentantul dvs. local PENTAX.
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Conventii

Tn cadrul acestor instructiuni de utilizare vor fi utilizate urmétoarele semne conventionale, pentru a indica o situatie care poate fi
periculoasa daca nu este evitata:

&AVERTIZARE: poate provoca decesul sau vatamarea grava.

/\PRECAUTIE: Poate provoca vatdmarea usoara sau moderata, sau deteriorari de bunuri.

= poate provoca deteriorari de bunuri. De asemenea, avertizeaza proprietarul/operatorul asupra unor informatji
NOTA: importante privind utilizarea acestui echipament.




1. CANALELE INTERNE ALE ENDOSCOAPELOR

PENTAX

Schemele interne prezentate mai jos sunt date in scopul de a ajuta utilizatorii sa
inteleagd mai bine constructia complicatd a endoscoapelor PENTAX.
Cunoasterea diferitelor canale si tuburi interne ale unui instrument, precum si
arelatiei dintre ele, permite intretinerea §i reprocesarea mai usoara si cu o mai

mare siguranta a endoscopului.

A fost investitd o cantitate considerabila de timp si efort pentru proiectarea
endoscoapelor si a componentelor lor destinate curatarii/dezinfectarii astfel incat
reprocesarea instrumentelor inainte de lucrul la fiecare pacient sid poatd fi
efectuata in mod eficace si eficient, fie prin metode manuale fie prin procese

automate.

Conectorii de la majoritatea adaptorilor PENTAX de curatire/dezinfectare si
orificiul de intrare al canalului pentru instrumente incorporeaza fitinguri luer cu
blocaj si/sau cu alunecare, de marimi standard, pentru a acomoda cu usurinta

dispozitivele sau sistemele de reprocesare provenite de la alti producatori.

Dupa cum poate fi observat in aceste scheme interne, sistemul de curitare
PENTAX promoveaza un flux unidirectional, eficient, de solutie, incepand cu
conexiunile de la cupla de ghidaj pentru lumind, mergénd in sus prin tubulatura
cordonului ombilical cétre cilindrii cu valve din corpul de control, trecand prin
canalele tubului de insertie si iesind, in cele din urma, prin duzele sau
deschiderile canalului de la capatul distal al endoscopului. Eliminarea canalelor
cu ramificatii multiple combinatd cu o cale directd, neabatuta, de circulare
a solutiilor maximizeaza eficienta fluxului si asigurd contactul detergentului/
dezinfectantului/agentului de sterilizare cu toate suprafetele expuse intern ale

canalelor.

/\AVERTIZARE:

Este imperios necesar ca endoscoapele flexibile si alte dispozitive semi-cri-
tice sa fie reprocesate cel putin printr-un proces de dezinfectie de inalt nivel,
utilizadnd un dezinfectant comercializat in conditii legale. Impreuna cu produ-
sele PENTAX trebuie utilizate numai dispozitive/sisteme comercializate
legal, de reprocesare automata a endoscopului, ale caror caracteristici spe-
cifice au fost validate de caétre fabricantii de Reprocesoare automate pentru
endoscop (RAE)/Spaélatoare-Dezinfectatoare (SD) si/sau agenti anti-microbi-
eni care au fost testati si gasiti compatibili de catre PENTAX.

Impreuna cu produsele PENTAX trebuie utilizate numai RAE si dispozitive/
sisteme de reprocesare sau agenti antimicrobieni aprobati comercializate
legal, care au fost testati de catre PENTAX si gasiti compatibili cu materia-
lele aflate in componenta produselor PENTAX. Toate caracteristicile stipu-
late de reprocesare, instructiunile de reprocesare, studiile de validare gi
conformitatea cu reglementérile locale si/sau ghidurile profesionale sunt de
responsabilitatea fabricantului RAE.




Articole necesare pentru reprocesare:

« Seringi: pot fi utilizate diferite marimi,
incluzand 10/20 cc, 50/60 cc, etc.

» Tava/bazin de reprocesare (cel putin
40 cm pe 40 cm/16 in x 16 in)

* Burete moale

« Echipament personal de protectie
(EPP) incluzadnd manusi, masca
faciala, etc.

« Tifon moale, steril

» Capac de scufundare din PVE OE-C9

* Adaptor PENTAX pentru curatare
OF-B153

* Adaptor PENTAX pentru curatare
OF-G17

» Adaptor PENTAX pentru valva de
control a jetului de apa OE-C12

» Tub de irigare OF-B113 PENTAX

» Selector PENTAX pentru canalul de
suctiune OF-B161

» Adaptor PENTAX de curatare pentru
doua canale OF-B162

Garnitura pentru orificiul de intrare
PENTAX

Perie de curatare pentru canale
CS6021T

Perie de curatare pentru cilindru
CS-C9S PENTAX

Perie de curatare pentru canale
CS-6030SN PENTAX

Detergent

Dezinfectant

Alcool etilic sau izopropilic 70-90%
de uz medical

Sursa de aer comprimat/sub
presiune




1-1. Canale interne

1-1-1. Video-colonoscoape/gastroscoape

EG-2490K/2790K/2990K/3490K, EG-2790i/2990i, EG-2990Zi,

EC-3490FK/MK/LK, EC-3890FK/FK2/MK/MKZ2/LK,

EC-2990Li/Fi/Mi, EC-3490Fi/Mi/Li, EC-3490TLi/TFi/TMi,
EC-3890Fi/Fi2/Mi/Mi2/Li, EC-3890LZi/FZi/MZi, VSB-2990i

(12)

Figura 1.1

) Duza pentru apa
) Canal de alimentare cu aer
(3) Canal de alimentare cu apa
) Garnitura pentru orificiul de
intrare
(5) Intrare canal pentru instrumente
(6) Valva de trecere a aerului/apei
(7) Valva de control al suctiunii
(8) Tub de alimentare cu apa
(9) Tub de alimentare cu aer
(10) Tub de suctiune
(11) Unitate de suctiune
(12) Procesor video
(13) Ansamblul recipientului
pentru apa
(14) Pompa de aer
(15) Adaptor pentru valva de control
a jetului de apa OE-C12
cu Valva de control OE-C14
(16) Port pentru jet de apa*
(17) Canal pentru jet de apa*
(18) Canal pentru instrumente
(19) Duza pentru aer
(20) Canal de alimentare cu apa
(21) Canal de alimentare cu aer
(22) Canal pentru instrumente
(23) Canal pentru jet de apa*
(24) Duza pentru aer/apa
*Endoscoape cu sistem cu jet de apa

Ilustratia de mai sus aratd traseele reale ale aerului, apei, suctiunii si jetului de apa

prin videoendoscoapele PENTAX cu canal unic pentru biopsie si instrumente. in

cursul utilizarii clinice trebuie atasatd o valva de control, OE-C14, la unitatea valvei

de control, OE-C12, 1n interiorul sistemului PENTAX al canalului pentru jet de apa.



1-1-2. Video-gastroscoape cu canal unic/comun pentru livrarea

aerului/apei
EG-1690K
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Figura 1.2

(1
()
@)
4)
®)
(6)
)
(8)
9)

Duza pentru aer/apa

Canal de alimentare cu aer/apa
Garnitura pentru orificiul de intrare
Intrare canal pentru instrumente
Valva de trecere a aerului/apei
Valva de control al suctiunii

Tub de alimentare cu apa

Tub de suctiune

Unitate de suctiune

(10) Procesor video
(11) Ansamblul recipientului

pentru apa

(12) Pompa de aer
(13) Tub de alimentare cu aer
(14) Canal pentru instrumente

Ilustratia de mai sus arata traseele reale ale aerului, apei, suctiunii si jetului de

apa frontal prin videoendoscoapele PENTAX cu canal unic/comun pentru livrarea

aerului/apei si suctiune.



1-1-3. Videoendoscoapele cu doua canale (biopsie/instrumente)
EG-3890TK, EC-3890TLK/TFK/TMK

(1) (2)

(4)
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Figura 1.3

(1
()
@)
(4)

(®)
(6)
()
(8)
©)

Duza pentru aer

Canal de alimentare cu aer

Canal de alimentare cu apa
Selector pentru canalul de
instrumente

Intrare canal pentru instrumente
Garnitura pentru orificiul de intrare
Valva de trecere a aerului/apei
Valva de control al suctiunii

Tub de suctiune

(10) Tub de alimentare cu aer
(11) Tub de alimentare cu apa
(12) Unitate de suctiune

(13) Procesor video

(14) Ansamblul recipientului

pentru apa

(15) Pompa de aer
(16) Adaptor pentru valva de control

a jetului de apa OE-C12
cu Valva de control OE-C14*

(17) Port pentru jet de apa*

(18) Canal pentru jet de apa*

(19) Canal pentru instrumente

(20) Duza pentru apa

*Endoscoape cu sistem cu jet de apa

Ilustratia de mai sus arata traseele reale ale aerului, apei, suctiunii si jetului de

apa prin videoendoscoapele PENTAX cu doui canale (biopsie/instrumente). in

cursul utilizarii clinice trebuie atasata o valva de control din cauciuc, OE-C14, la

unitatea valvei de control, OE-C12, in interiorul sistemului PENTAX al

canalului pentru jet de apa.



1-2. Reprocesarea sistemului

1-2-1. Video-colonoscoape/gastroscoape

EG-2490K/2790K/2990K/3490K, EG-2790i/2990i, EG-2990Zi,
EC-3490FK/MK/LK, EC-3890FK/FK2/MK/MK2/LK,
EC-2990Li/Fi/Mi, EC--3490Fi/Mi/Li, EC--3490TLi/TFi/TMi,
EC-3890Fi/Fi2/Mi/Mi2/Li, EC-3890LZi/FZi/MZi, VSB--2990i

(1) Duza pentru apa

©) (2) Canal de alimentare cu aer
(2) © @ T (3) Canal de alimentare cu apa
o \ (4) Garnitura pentru orificiul de intrare
(% (5) Intrare canal pentru instrumente
9) ) (6) Adaptor pentru curatare (OF-B153)
a7 (7) Tub de alimentare cu apa
(8) Tub de alimentare cu aer

EG-2990i/2990Zi (20) (9) Tub d t
u € suctiune

(10) Racord de suctiune

(11) Seringa Luer-slip cu solutie pentru
curatare/dezinfectare

(12) Capac de ventilatie (INDEPARTATI)

(13) Capac scufundare PVE (ATASATI)

(14) Adaptor pentru curatare OF-G17

(15) Tub de irigare OF-B113*

(16) OE-CA12 fara valva de control*

(17) Canal pentru jet de apa*

(18) Canal pentru instrumente

(19) Duza pentru aer

(20) Canal de alimentare cu apa

(21) Canal de alimentare cu aer

(22) Canal pentru instrumente

(23) Canal pentru jet de apa*

(24) Duza pentru aer/apa

*Endoscoape cu sistem cu jet de apa

(1)
(22)

Figura 1.4

/\ PRECAUTIE:
INAINTE DE SCUFUNDARE:
a) Capacul ,rosu” de ventilare trebuie SCOS.
b) Capacul de scufundare din PVE trebuie FIXAT peste contactele
electrice.

Pentru a reprocesa un video-endoscop PENTAX, toate lumenele interne, precum
si toate suprafetele externe si componentele endoscopului (valva de alimentare cu
aer/apa, valva de control al suctiunii, etc.) trebuie expuse mai intai la un actiunea
unui detergent de curatare adecvat apoi la cea a unui agent de dezinfectare de inalt
nivel sau a unui sterilizant. Timpii de expunere, concentratia si temperatura
detergentului si a agentului de dezinfectare/sterilizare trebuie sa fie respectate in

mod strict.

Vi rugam s {ineti cont cad toate porturile de intrare a solutiilor si toate cdile de

trecere sunt ilustrate mai sus.



*Nu uitati cd, pe durata reprocesarii, valvele de control OE-C14 trebuie scoase
de pe unitatea valvei de control, OE-C12, pentru a permite agentilor de
reprocesare sa curgd liber prin sistemul PENTAX al canalului pentru jet de apa.

/\AVERTIZARE:
fnainte de dezinfectare sau sterilizare, toate instrumentele si compo-
nentele trebuie curadtate cu scrupulozitate, aceasta incluzand perierea
manuala a tuturor canalelor care pot fi abordate cu peria.

1-2-2. Video-gastroscoape cu canal unic/comun pentru livrarea
aerului/apei

EG-1690K

© (1) Duza pentru aer/apa
@ (2) Canal de alimentare cu aer/apa
@ @ (3) Garnitura pentru orificiul de intrare
(4) Intrare canal pentru instrumente
] \— (5) Adaptor pentru curatare (OF-B153)
- (6) Tub de alimentare cu apa
(14) (7) Tub de suctiune
(8) Racord de suctiune
(9) Seringa Luer-slip cu solutie pentru
curatare/dezinfectare
(13) | (10) Capac de ventilatie
(INDEPARTATI)
3 © (11) Capac scufundare PVE (ATASATI)
(12) Adaptor pentru curatare OF-G17
" (13) Tub de alimentare cu aer
(12) (14) Canal pentru instrumente

(1)

(8)

Figura 1.5

/\ PRECAUTIE:
INAINTE DE SCUFUNDARE:

a) Capacul ,rosu” de ventilare trebuie SCOS.
b) Capacul de scufundare din PVE trebuie FIXAT peste contactele
electrice.

—10-—



Pentru a reprocesa un video-endoscop PENTAX cu canal unic/comun, toate
lumenele interne, precum si toate suprafetele externe si componentele endosco-
pului (valva de alimentare cu aer/apa, valva de control al suctiunii, etc.) trebuie
expuse mai intdi la un actiunea unui detergent de curatare adecvat apoi la cea
a unui agent de dezinfectare de Tnalt nivel sau a unui sterilizant. Timpii de expu-
nere, concentratia si temperatura detergentului si a agentului de dezinfectare/ste-
rilizare trebuie sa fie respectate in mod strict. Va rugam sa tineti cont ca toate

porturile de intrare a solutiilor si toate caile de trecere sunt ilustrate mai sus.

/\ AVERTIZARE:
Inainte de dezinfectare sau sterilizare, toate instrumentele si componen-
tele trebuie curatate cu scrupulozitate, aceasta incluzénd perierea manua-
1a a tuturor canalelor care pot fi abordate cu peria.

—11-



1-2-3. Video-endoscoapele cu doua canale (biopsie/instrumente)
EG-3890TK, EC-3890TLK/TFK/TMK

(1) Duza pentru apa

(2) Canal de alimentare cu apa

(3) Canal de alimentare cu aer

(4) Selector pentru canalul de suctiune

OF-B161 sau adaptor pentru curatarea

a doua canale OF-B162

(13)

(14)

(5) Intrare canal pentru instrumente
(6) Garnitura pentru orificiul de intrare
(7) Adaptor pentru curatare OF-B153
(8) Tub de suctiune
(9) Tub de alimentare cu apa
(10) Tub de alimentare cu aer

6 0 (11) Seringa Luer-slip cu solutie pentru
15) curatare/dezinfectare
(12) Capac de ventilatie (INDEPARTATI)
(13) Capac scufundare PVE (ATASATI)
(14) Adaptor pentru curatare OF-G17

(10)

)
)
)
) (15) OE-C12 fara valva de control*
(16) Tub de irigare OF-B113*
)
)

/ (17) Canal pentru jet de apa*
(18) Canal pentru instrumente

t (19) Duza pentru aer
*Endoscoape cu sistem cu jet de apa

Figura 1.6

/\ PRECAUTIE:
INAINTE DE SCUFUNDARE:
a) Capacul ,rosu” de ventilare trebuie SCOS.
b) Capacul de scufundare din PVE trebuie FIXAT peste contactele
electrice.

Pentru a reprocesa un video-endoscop PENTAX cu doua canale, precum si toate
suprafetele externe si componentele endoscopului (valva de alimentare cu aer/
apa, valva de control al suctiunii, etc.) trebuie expuse mai intdi la un actiunea
unui detergent de curatare adecvat apoi la cea a unui agent de dezinfectare de
inalt nivel sau a unui sterilizant.

Timpii de expunere, concentratia si temperatura detergentului si a agentului de
dezinfectare/sterilizare trebuie sa fie respectate in mod strict.

Va rugdm sa tineti cont ca toate porturile de intrare a solutiilor §i toate caile de
trecere sunt ilustrate mai sus. Nu uitati ca, pe durata reprocesarii, valvele de
control OE-C14 trebuie scoase de pe unitatea valvei de control, OE-C12, pentru
a permite agentilor de reprocesare si curgd liber prin sistemul PENTAX al
canalului pentru jet de apa.

/\AVERTIZARE:
Inainte de dezinfectare sau sterilizare, toate instrumentele si componen-
tele trebuie curatate cu scrupulozitate, aceasta incluzénd perierea manua-
|& a tuturor canalelor care pot fi abordate cu peria.

—12 -



2. INTRETINEREA DUPA UTILIZARE
INSTRUCTIUNI IMPORTANTE

Curatarea - Dezinfectarea - Sterilizarea endoscoapelor PENTAX

Pentru mentinerea unui nivel maxim de performanta si a unui timp indelungat de
exploatare a endoscopului, este extrem de importantd mentinerea corespunzatoa-
re dupa fiecare procedura. Imediat (in cel mult o ord) dupa incheierea unei proce-
duri, endoscopul si componentele sale detasabile trebuie spalate cu atentie si in
mod insistent. Daca endoscopul sau componentele sale sunt ldsate necuratate un
anumit timp dupa utilizare, sdngele uscat, mucusul, substanta de contrast sau alte
resturi provenite de la pacient pot deteriora instrumentul (componenta) sau pot
influenta capacitatea utilizatorului de a reprocesa in mod corespunzator endosco-

pul sau componenta.

NOTA:
Prezentele instructiuni de reprocesare/intrefinere contine recomandari
detaliate referitoare la reprocesarea manuala a endoscoapelor PENTAX,
utilizand adaptoare de curétire/dezinfectare furnizate de PENTAX. Repro-
cesoarele automate pentru endoscop (RAE)/Spalatoarele-Dezinfectatoa-
rele (SD) pot reprezenta o alternativd de reprocesare a endoscoapelor
flexibile, inclusiv instrumentele PENTAX. Pe de alta parte, trebuie utilizate
numai acele Reprocesoare automate pentru endoscop (RAE)/Spalatoare-

Dezinfectatoare (SD) pentru care fabricantul furnizeaza instructiuni speci-

fice si date de validare care sustin afirmatiile referitoare la fiecare dispozitiv

RAE/SD, relativ la instrumentele din gama PENTAX. Producétorii RAE/SD

trebuie consultati in ceea ce priveste afirmatiile specifice care includ, fara

a se limita la, urméatoarele:

a) capacitatea RAE/SD de realiza o curdtare si o dezinfectare de nivel
inalt (sau sterilizare) a endoscopului si componentelor acestuia (de
exemplu, valve),

b) identificarea oricarei zone cu caracteristici speciale (canalul intern)
sau componenta a endoscopului care nu poate fi reprocesata si, prin
urmare, necesita reprocesare manuala,

c) calitatea microbiologica a apei de clatire,

d) includerea unui ciclu ,automat” de clatire cu alcool,

e) includerea unui ciclu final de uscare care sa indepdarteze majoritatea
apei/fluidului din canalele endoscopului,

f) procedurile de intretinere referitoare la inlocuirea filtrului de apa si/sau
decontaminarea sistemului de filtrare, pentru a asigura calitatea
microbiologica preconizata a apei, eftc.

g) respectarea reglementarilor si/sau ghidurilor in vigoare pe plan local.
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/\ PRECAUTIE:
(Reprocesare automata) Cu exceptia situatiei in care RAE/SD are o capa-

citate validata de monitorizare a canalelor cu specificitate pentru modelele

de endoscoape,

* inainte de ,reprocesarea automata“ verificati si confirmati permeabilita-
tea tuturor lumenelor/canalelor pentru a va asigura ca niciunul din cana-
lele interne nu sunt blocate si/sau infundate.

* inainte de a utiliza orice RAE/SD, confirmali integritatea tuturor tuburilor
pentru canale si a adaptoarelor de curatare a canalelor

* dupa ce seturile de tuburi au fost conectate la canalele adecvate,
verificati tuburile pentru a confirma ca nu prezinta indoituri sau rasuciri
care ar putea restrictiona fluxul de solutie prin endoscop.

* (daca aparatul o permite) in cursul reprocesarii, verificati si confirmati
faptul ca solutiile de reprocesare ies prin porturile canalelor corespunza-
toare.

Nerespectarea recomandarilor de mai sus poate conduce la o curatare si

dezinfectie (sau sterilizare) inadecvata si/sau la indepéartarea necorespun-

zatoare a reziduurilor de pe toate canalele/suprafetele instrumentului.

Rezumatul instructiunilor de reprocesare PENTAX
Instructiunile de reprocesare PENTAX pot fi divizate in sase pasi de baza:

Pre-curatare (in camera de examinare) Sectiunea 2-1-1
2. Testarea etanseitatii (intr-o zona de decontaminare Sectiunea 2-1-2
desemnata)
3. Curatare (intr-o zona de decontaminare desemnata) Sectiunea 2-1-3
4. Dezinfectie de nivel inalt sau sterilizare Sectiunea 2-1-4,
(intr-o zona de decontaminare desemnata) 2-1-5
Componentele endoscopului Sectiunea 2-2
6. Post-reprocesare Capitolul 3
NOTA:

Instructiunile pentru reprocesarea manuald a endoscopului PENTAX,
cuprinse in aceste instructiuni de utilizare, sunt conforme cu ghidurile de
reprocesare emise de organizatiile profesionale medicale (de exemplu
SGNA, ASGE, APIC, ESGE) si/sau grupurile de consens national (inclu-
siv ASTM).

NOTA:

Contactati producdtorul si respectati reglementdarile locale referitoare la
utilizarea in conditii de sigurantd, manipularea adecvata si eliminarea
solutiilor de curéatare si dezinfectare, inclusiv cele cu alcool. Fisele tehnice
de securitate (fisele referitoare la sanatate si siguranta sau documentele
similare, in functie de tard) disponibile de la producéatorul solutiilor de
curéatare si dezinfectare (inclusiv cele cu alcool) trebuie sa ofere utilizato-
rului final indrumare cu privire la compozitie, pericole, proprietati fizice si
chimice, primul ajutor, manipulare si depozitare, stabilitate, precautii, eli-
minare, etc. asociate cu solutiile de curatare si dezinfectare, inclusiv cele
cu alcool.
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2-1. Endoscoape

/\ AVERTIZARE:

Nu poate fi subliniatd indeajuns importanfa unei curatari mecanice
meticuloase a endoscopului si a componentelor sale detasabile. Inainte
de dezinfectare sau sterilizare, toate instrumentele si componentele
trebuie curdtate cu mare atentie. Neindeplinirea acestei conditii poate
conduce la o dezinfectare sau sterilizare incompleta. In cursul operatiunii
de reprocesare, purtati intotdeauna echipament de protectie precum
manusi, halat, masca faciala etc. pentru a minimiza riscul de contaminare
incrucigata.

/\ PRECAUTIE:
Pentru a evita deteriorarea endoscoapelor, NU rasuciti, rotiti sau indoiti

excesiv niciunul din elementele de detensionare (1), (2) in cursul
inspectiei dinainte de utilizare, utilizarii clinice, reprocesérii sau oricarei
activitati de manipulare. Acordafi atentie deosebitd elementului de
detensionare pentru tubul de insertie (1). Cand stergeti tubul de insertie si
cablul utilizati o migcare inceatd de inainte si inapoi de stergere de-a
lungul tubului/cordonului. Nu aplicati niciodatd o fortd excesivd sau un
cuplu de torsiune excesiv asupra acestor elemente de detensionare sau
tuburi/cordoane subtiri.

NU rasuciti si nu rotifi NU indoiti

Figura 2.1
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2-1-1. Pre-curatare

1)

Imediat dupa scoaterea endoscopului din interiorul pacientului, stergeti cu
atentie toate resturile de pe tubul de insertie cu un tifon sau un material

asemanator, umezit cu solutie de detergent de curatare.

Figura 2.2

2)

Plasati capatul distal al endoscopului in solutia de detergent si aspirati prin
canalul de biopsie/suctiune timp de 5~10 secunde. Alternati de cateva ori
aspirarea de solutie si de aer, pentru a agita in scopul unei mai bune pre-

spalari. Cand terminati, trageti capatul distal afara din solutie.

Figura 2.3

3)

4)

Puneti maneta pentru aer/apa si drenaj de pe ansamblu recipientului de apa
in pozitie pentru drenaj. Cu pompa de aer a video-procesorului PORNITA
si pusi pe CEL MAI INALT nivel de presiune, apasati complet valva
endoscopului pentru alimentarea cu aer/apa pana cand intreaga cantitate de
apa a fost evacuata din endoscop. Obturati orificiul valvei si apasati valva in
mod alternativ, pentru a forta evacuarea mucusului, reziduurilor etc., care ar
fi putut patrunde 1n duzele pentru aer §i apa.

(Numai pentru modelele cu sistem de canal pentru jet de apa)

Verificati suprafata tubului de irigare (OF-B113) pentru a va asigura ci nu
exista nicio anormalitate precum rasucire/indoire/conector desprins, un inel
in O taiat/lipsa, un tub Indoit/deteriorat/intdrit si/sau un conector luer rupt.
Atasati o seringd umplutd cu apd sterild la conectorul luer al tubului de
irigare (OF-B113) si verificati dacd iese un jet constant din conectorul
tubului de irigare (OF-B113) prin spalarea cu apa sterila.

Atasati tubul de irigare (OF-B113) 1n adaptorul pentru valva de control al
jetului de apa (OE-C12). Impingeti tubul de irigare (OF-B113) spre
adaptorul pentru valva de control al jetului de apa (OE-C12), pana cand se
fixeaza cu un clic. Conectati o seringd umplutd cu solutie de detergent la
tubul de irigare (OF-B113) si spalati canalul cu detergent. Umpleti seringa
cu aer si pompati-1 prin canal de cateva ori, pentru a evacua din canal orice

cantitate de solutie ramasa.
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NOTA:

* Nu utilizati tubul de irigare (OF-B113) atunci c&nd este dificil de atasat si/
sau nu se fixeaza cu un clic. Aceasta poate conduce la scurgere de la
conectarea adaptorului pentru valva de control al jetului de apa (OE-C12)
si/sau la deconectarea tubului de irigare (OF-B113).

» Cand tubul de irigare (OF-B113) este conectat cu conector luer de tipul cu
blocare, asigurati-va cé conectoarele luer sunt blocate corespunzétor. Nu
utilizati  tubul de irigare (OF-B113) dacd existd o deteriorare a
conectorului luer al tubului de irigare (OF-B113) si/sau conexiunea luer nu
este blocatéa corespunzétor.

5)
(1) Tub de irigare
(OF-B113)
(2) Adaptor pentru valva de
control a jetului de apa
(OE-C12)
@
Figura 2.4

2-1-2. Testarea etanseitatii

Inainte de reprocesare si/sau scufundare in orice lichid, endoscoapele PENTAX
trebuie testate pentru a detecta orice pierdere a integritatii din punctul de vedere
al etangeitatii la apa, folosind testerele de etanseitate fabricate de PENTAX.
Pentru detalii specifice despre procedurile de detectare a neetangeitatilor,
recomandate de PENTAX, vd rugdm sd consultati instructiunile furnizate
impreuna cu testerele de etangeitate PENTAX.

/\ PRECAUTIE:

Exista diverse tipuri de testere de scurgeri destinate endoscoapelor,
incluzand versiuni manuale, electromecanice si automatizate, dintre care
unele sunt aparate de sine statatoare iar altele pot fi integrate in RAE/SD.
Este acceptat faptul ca PENTAX nu evalueaza sistemele non-PENTAX de
testare a scurgerilor pentru a vedea daca intrunesc caracteristicile
specifice afirmate, pentru a determina eficacitatea acestora in a detecta
scurgerile si/sau pentru a aprecia gradul de compatibilitate cu
endoscoapele PENTAX. Valori insuficiente ale presiunii pot reduce
probabilitatea de detectare precisé a scurgerilor, in special daca
sectiunea distala de indoire a endoscopului nu este flectatd in cursul
testarii. Presiunile excesive pot afecta in mod negativ endoscopul, in
special daca presurizarea are loc in cursul reprocesdrii automate la
temperaturi inalte. PENTAX Tsi declind orice responsabilitate cu privire la
utilizarea testerelor de etangeitate care nu sunt produse de PENTAX.
Utilizatorii trebuie s& comunice cu producétorul testerului de scurgeri gi sa
confirme caracteristicile specifice afirmate ale produsului, inclusiv
compatibilitatea cu endoscoapele PENTAX la diverse temperaturi si
capacitatea acestora de a detecta scurgeri cu sau fara scufundare in
lichid si cu sau fara flectarea sectiunii distale de indoire a endoscopului.
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2-1-3. Curatare

1) Pregititi un bazin cu apa si detergent de curdtare adecvat, conform
instructiunilor emise de fabricantul detergentului. Solutiile utilizate trebuie
sd contina detergenti de curatare sau alti agenti de curdtare cu formulare
speciald, destinati curatarii endoscoapelor flexibile. Pentru marcile specifice
de solutii compatibile, va rugam sd contactati unitatea locala de service
pentru produse PENTAX sau reprezentantul de vanzari.

/\ PRECAUTIE:
INAINTE DE SCUFUNDARE:
a) Capacul de scufundare din PVE trebuie FIXAT peste contactele electrice.
b) Capacul ,rosu”de ventilare trebuie SCOS.

(1) Capacde scufundare
din PVE (OE-C9)

(2) Capac de ventilare
(OF-C5)

Figura 2.5

/\ PRECAUTIE:
Utilizarea detergentilor de curatare imediat dupa fiecare procedura,
pentru a dizolva si inlatura contaminantii organici si resturile cu continut
proteic, este esentiald pentru servisarea $i intretinerea endoscopului, din
punctul de vedere al controlului infectiilor si al functionalitatii.

2) Scufundati endoscopul si componentele sale in solutie proaspata de deter-
gent. Dupa ce scoateti componentele detasabile, spalati bine (dar cu blande-
te) Intreaga suprafatd a endoscopului si componentelor sale.

(1) Valva de control al suctiunii
(OF-B120)

(2) Valva de alimentare cu
aer/apa (OF-B188)

(3) Garnitura/garnituri pentru
orificiul de intrare (OF-B190)
(al doilea este numai pentru

i] videoendoscoapele cu doua
canale)

(4) Selector pentru canalul
de suctiune (OF-B161) (numai
pentru endoscoapele cu doua
canale)

(5) Adaptor pentru valva de control
a jetului de apa
(OE-C12) (numai pentru
endoscoapele cu sistem cu jet)

(6) Capac pentru conectorul pentru
jetul de apa (OE-B118)
(numai pentru endoscoapele cu
sistem cu jet)

Figura 2.6

Asigurati-va ca zonele adancite precum deschiderile canalelor, cilindrii valvelor,
capatul distal al endoscopului etc. sunt curatate prin periere, utilizand periile
furnizate.
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NOTA:
,Detergent de curatare” se refera la o solutie de curéatare special formulata
pentru aceasta utilizare si care este compatibild cu endoscoapele flexibile.

3) Curatarea manuala a canalelor si/sau porturilor/cilindrilor prin periere
Pentru curatarea prin periere mecanica a tuturor canalelor pentru
instrumente/suctiune, cilindrilor, porturilor i valvelor sunt furnizate diverse
perii speciale. Intregul endoscop trebuie scufundat in solutie de detergent pe
durata ramasa pentru procedura de curatare.

/\ AVERTIZARE:

» Dupé utilizarea accesoriilor operationale/de curatare (de exemplu for-
ceps, ace, anse, perii etc.) impreuna cu endoscopul, verificati cu atentie
daca toate accesoriile sunt intacte si ca nu exista parti cazute sau care
au intrat in canalul pentru instrumente/suctiune al endoscopului. In plus,
tineti evidenta tuturor dispozitivelor terapeutice (de exemplu cleme, sten-
turi etc.) care sunt trecute prin canal. In cazul in care canalul se blochea-
z& sau se infundd din cauza acumuldrii de resturi, din cauza unui
accesoriu care nu poate fi indepartat sau din alté cauza, NU incercali sé
inlaturati blocajul sau s& continuati s& utilizati endoscopul. Intr-un ase-
menea caz, contactati reprezentanta locala de service pentru produse
PENTAX Medical pentru repararea endoscopului.

 Utilizarea unui endoscop ce are canalul intern blocat poate conduce la o
reprocesare ineficienta si/sau introducerea de resturi gi/sau componente
ale dispozitivului in corpul pacientului in cursul unei proceduri ulterioare,
ceea ce genereaza un risc de contaminare incrucigata.
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/\ PRECAUTIE:

a)

b)

c)

d)

e)

9)

Se recomanda in mod insistent sa se utilizeze NUMAI perii de curéta-
re PENTAX specificate in instructiunile noastre de utilizare pentru
curatarea endoscoapelor PENTAX.

Periile de curatare PENTAX au fost special construite pentru curata-
rea diferitelor sisteme PENTAX de canale interne si valve/porturi/cilin-
dri. Au fost efectuate studii de validare, care sustin utilizarea periilor i
a adaptoarelor pentru curatare de la PENTAX pentru curédtarea endo-
scoapelor PENTAX, conform instructiunilor de reprocesare manuala
emise de PENTAX.

De-a lungul anilor, s-a constatat ca periile/dispozitivele de curatare
provenite de la alfi fabricanti pot avaria endoscoapele PENTAX si/sau
crea necesitatea unor operatiuni suplimentare de servisare, intrucét
unele dispozitive de curétare pot rdmane blocate (,intepenite®) in inte-
riorul diverselor lumene ale endoscoapelor PENTAX. Probabilitatea de
avariere a endoscopului sau a aparitiei necesitatii de servisare creste
in cazul in care dispozitivul de curdtare nu are un varf protector (sau
contine o suprafatd cu muchii ascutite), daca axul séu flexibil este
fabricat dintr-un material plastic maleabil, care nu este suficient de
ferm pentru a permite avansarea cu usurinta a accesoriilor si/sau daca
nu este respectata secventa si/sau directia corespunzatoare de cura-
tare a canalelor, conform descrierii date in instructiunile de utilizare
PENTAX.

Periile de curatare trebuie introduse intotdeauna conform descrierii
din instructiunile PENTAX pentru reprocesare/intretinere.

Se recomanda ca periile de curéatare séa fie intotdeauna apucate de la
o distanta de aproximativ 5 cm (2 inci) de orice port/deschidere a ori-
carui canal, in cursul avansarii/retragerii periei. Pentru a evita deterio-
rarea endoscopului si a periei, nu folositi forta.

Pentru a preveni frecarea excesiva dintre perie si canal, NU infasurati
strans endoscopul in cursul perierii. Tineti tubul de insertie si cordonul
ombilical cat mai stréns posibil si nu incercati niciodata sa treceti peria
de curétare printr-un endoscop complet indoit. Nerespectarea acestor
instructiuni poate conduce la deteriorarea periei sau a endoscopului.
Periile de curatare pentru canale CS6021T (consumabile) NU trebuie
introduse din cilindrul de suctiune in tubul de suctiune din interiorul
cordonului ombilical.

Perii proveniti de la CS6021T s-ar putea bloca in cilindrul valvei de
suctiune atunci cand este trasa afara din racordul de suctiune localizat
pe conectorul PVE.
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a) Modele cu canal pentru jet de apa

EG-2990Zi, 2990K, 3490K, 3890TK,
EC-3490FK/MK/LK, 3890FK/FK2/MK/MK2/LK, EC-2990Li/Fi/Mi, 3490Li/Fi/Mi,
3490TLi/TFi/TMi, 3890Fi/Fi2/Mi/Mi2/Li, 3890LZi/FZi/MZi

EG-2990i/2990Zi

(11)

(1)
)

©)

Canal pentru instrumente

Intrare canal pentru instrumente

Garnitura pentru orificiul de

intrare

Cilindru pentru aer/apa

Valva de trecere a aerului/apei

Valva de control al suctiunii

Cilindru de suctiune

(8) Tub de alimentare cu aer

(9) Tub de alimentare cu apa

(10) Tub de suctiune

(11) Racord de suctiune

(12) Port pentru aer/apa

(13) Cilindru jet apa

(14) Capac conector jet de apa

(15) Adaptor pentru valva de control
a jetului de apa

(16) OE-C12 fara valva de control

(17) Canal de alimentare cu apa

(18) Canal de alimentare cu aer

(19) Canal pentru instrumente

(20) Canal pentru jet de apa*

(21) Duza pentru aer/apa

(4)
®)
(6)
(7)

" (18)
— (19)
(21)
(20)

Figura 2.7
Nr. Pozitie Perie Intrare lesire Sectiune
(1) Canal pentru instrumente CS6021T Cilindru de suctiune Varf distal | [p.25] 4)-c)
@) Intrgre canal pentru CS-COS Intrgre canal pentru . [0.25] 4)-a)

instrumente instrumente
(4) Cilindru pentru aer/apa CS-C9s Cilindru pentru aer/apa — [p.29] 5)-b)
(5) | Valva de trecere a aerului/apei | CS-C9S |Valva de trecere a aerului/apei — [p.28] 5)-a)
(6) Valva de control al suctiunii CS-C9S Valva de control al suctiunii — [p.27] 4)-f)
(7) Cilindru de suctiune CS-C9S Cilindru de suctiune — [p.27] 4)-€)
(10) Tub de suctiune CS6021T Racord de suctiune Cilindrude | o51 4).)
suctiune
(13) Cilindru jet apa CS-C9S Cilindru jet apa — [p.30] 6)-b)
Adaptor pentru valva de control . «

(15) a jetului de ap3 CS-C9s Adaptor pentru jetul de apa — [p.29] 6)-a)

—-21 -



b) Modele fara canal pentru jet de apa
EG-1690K

()

(14)

(12)

(1
@)
@)
(4)
®)
(6)
@)
®)
©)

Figura 2.8

Duza pentru aer/apa

Canal de alimentare cu aer/apa
Intrare canal pentru instrumente
Garnitura pentru orificiul de intrare
Cilindru pentru aer/apa

Valva de trecere a aerului/apei
Valva de control al suctiunii
Cilindru de suctiune

Tub de alimentare cu apa

(10) Tub de alimentare cu aer

(11) Tub de suctiune
(12) Racord de suctiune
(13) Port pentru aer/apa
(14) Canal pentru instrumente

Nr. Pozitie Perie Intrare lesire Sectiune

3) Intrgre canal pentru CS-C9S Intrgre canal pentru . [0.25] 4)-a)
instrumente instrumente

(5) Cilindru pentru aer/apa CS-C9S Cilindru pentru aer/apa — [p.29] 5)-b)

©6) Valva de t'recere a CS-C9S Valva de t.recere a . [0.28] 5)-a)
aerului/apei aerului/apei

(7) | Valva de control al suctiunii | CS-C9S | Valva de control al suctiunii — [p.27] 4)-f)

(8) Cilindru de suctiune CS-C9S Cilindru de suctiune — [p.27] 4)-e)

(11) Tub de suctiune CS6021T Racord de suctiune  |CArYde |1 051 4)p)

suctiune
(14) | Canal pentru instrumente | CS6021T Cilindru de suctiune Varf distal | [p.25] 4)-c)
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EG-2490K, EG-2790K, EG-2790i, VSB-2990i

Wil

(10)

(1M
)
@)
(4)
®)
(6)
)

Canal pentru instrumente

Intrare canal pentru instrumente
Garnitura pentru orificiul de intrare
Cilindru pentru aer/apa

Valva de trecere a aerului/apei
Valva de control al suctiunii
Cilindru de suctiune

(8) Tub de alimentare cu aer

(9) Tub de alimentare cu apa

(10) Tub de suctiune

Figura 2.9

Nr. Pozitie Perie Intrare lesire Sectiune

. CS6021T/ . . . [p.25] 4)-c)

(1) Canal pentru instrumente CSB030SN* Cilindru de suctiune Varf distal [0.26] 4)-d)

) Intra}re canal pentru CS-C9S Intrgre canal pentru . [0.25] 4)-a)
instrumente instrumente

(4) Cilindru pentru aer/apa CS-C9S Cilindru pentru aer/apa — [p.29] 5)-b)

5) Valva de t'rece.re CS-C9S Valva de t'rece.re o [0.28] 5)-a)
a aerului/apei a aerului/apei

(6) | Valva de control al suctiunii CS-C9S |Valva de control al suctjunii — [p.27] 4)-f)

7) Cilindru de suctiune CS-C9S Cilindru de suctiune — [p.27] 4)-e)

. CS6021T/ . Cilindru de
(10) Tub de suctiune CSB030SN* Racord de suctiune suctiune [p.25] 4)-b)

*(Pentru VSB-2990i)
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¢) Modele cu doua canale pentru biopsie/instrumente

EG-3890TK, EC-3890TLK/TFK/TMK

(1) Selector cilindru*
S ) (T) (2) Selector
(3) Intrare canal pentru instrumente
ﬁ% (7) (4) Garnitura pentru orificiul de intrare
1) 22 © (5) Cilindru pentru aer/apa
' (6) Valva de trecere a aerului/apei
— g (7) Valva de control al suctjunii
N d (8) Cilindru de suctiune
“% (9) Tub apa
(16) (10) Tub de suctiune
(17) (15) ] (11) Tub aer
(12) Racord de suctiune
11 (13) Cilindru jet apa
(14) Adaptor pentru valva de control
(1) ©) a jetului de apa .
\ i (15) Canal pentru suctiune
(13) o) (10) (16) Canal pentru J:et de apa
\f » = j (1) (17) Canal pentru instrumente
]
——(12)
Figura 2.10
Nr. Pozitie Perie Intrare lesire Sectiune
(1) Cilindru selector CS-C9S Cilindru selector — [p.28] 4)-h)
(2) Selector CS-C9S Selector — [p.27] 4)-i)
@ | M mene | s | — | p214a)
(5) Cilindru pentru aer/apa CS-C9S Cilindru pentru aer/apa — [p.29] 5)-b)
©6) Valva de t.recere CS-C9S Valva de t_recere . [0.28] 5)-a)
a aerului/apei a aerului/apei
(7) | Valva de control al suctiunii | CS-C9S | Valva de control al suctiunii — [p.27] 4)-f)
(8) Cilindru de suctiune CS-C9S Cilindru de suctiune — [p.27] 4)-e)
(10) Tub de suctiune CS6021T Racord de suctiune Cs"l'gi;“n:e [p.25] 4)-b)
(13) Cilindru jet apa CS-C9S Cilindru jet apa — [p.30] 6)-b)
(14) ii?\f:g{;f;:ﬁj ivg;vzpdée CS-C9S | Adaptor pentru jetul de apa — [p.29] 6)-a)
(15) Canal pentru suctiune CS6021T Cilindru de suctiune Cilindru [p.25] 4)-c)
selector
(17) | Canal pentru instrumente | CS021T | "1r® 0ANA PN yart i | [p.25] 4)-c)
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4) Curatati prin periere intregul sistem al canalului pentru instrumente/

suctiune:

a)

Introduceti perii mari ai periei de curdtare pentru cilindru
(CS-C9S) 1n orificiul de intrare al canalului pentru instrumente
pana cand manerul se opreste la orificiul de intrare, apoi curatati
prin frecare suprafata de pe interiorul orificiului de intrare al
canalului pentru instrumente, dupa care retrageti incet peria.
Repetati operatiunea de cateva ori, asigurandu-va ca introduceti
de fiecare data 1n cilindru numai perii curate.

(1) Perie de curatare
pentru cilindru
(CS-C9S)

(2) Perie de curatare
pentru canale
(CS6021T/CS6030SN)

(3) Perie de curatare
pentru canale
(CS6021T/CS6030SN)

Figura 2.11

(1) Perie de curatare
pentru cilindru
(CS-C9S)

(2) Intrare canal pentru
instrumente

Figura 2.12

b)

Utilizdnd peria lungd de curdtare a canalelor CS6021T,
introduceti capatul din spate (albastru) al tijei periei in
deschizatura racordului de suctiune si avansati incet peria pana
cand apare 1n receptaculul valvei de control al suctiunii
(cilindrul de suctiune). Apucati capatul din spate al tijei periei si
trageti incet peria din receptacul. Aceastd operatiune va curata
tubul de suctiune din cadrul ghidajului pentru lumina/
cordonului ombilical. Periati acest canal de cel putin 2 ori SAU
pana la obtinerea unei curatari vizibile.

(Pentru VSB-2990i) Utilizand peria lunga de curatare a canalelor
CS6030SN, introduceti peria in deschizatura racordului de
suctiune si avansati incet peria pana cand apare in receptaculul
valvei de control al suctiunii (cilindrul de suctiune).

(PENTRU TOATE ENDOSCOAPELE CU EXCEPTIA
VSB-2990i si a ENDOSCOAPELOR CU DOUA CANALE)
Introduceti CS6021T (capatul cu albastru) in deschizatura de la
baza receptaculului valvei de control al suctiunii (cilindrul de
suctiune) de pe capul de control si avansati incet pana cand acesta
iese prin varful distal al endoscopului. Apucati capatul posterior al
tijei periei si trageti incet peria din varful distal al endoscopului.
NU FORTATI IN MOD EXCESIV. Periati acest canal de cel
putin 2 ori SAU pana la obtinerea unei curatari vizibile.
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(NUMAI PENTRU VIDEOENDOSCOAPELE CU DOUA
CANALE) Introduceti CS6021T (capatul cu albastru) in deschi-
zatura de la baza receptaculului valvei de control al suctiunii
(cilindrul de suctiune) de pe capul de control si avansati incet
pana cand acesta iese prin cilindrul selector. Apoi, curatati prin
periere cilindrul selectorului si selectorul insusi. Apucati capa-
tul posterior al tijei periei §i trageti cu grija peria din cilindrul
selectorului pentru canalul de suctiune. NU FORTATI IN MOD
EXCESIV. Periati acest canal de cel putin 2 ori SAU péana la
obtinerea unei curatari vizibile.

(NUMAI PENTRU VIDEOENDOSCOAPELE CU DOUA
CANALE)

Introduceti CS6021T (capatul cu albastru) in orificiul de intrare
al canalului pentru instrumente si avansati cu grija pana cand
acesta iese prin varful distal al endoscopului. Aveti grija sa
curatati cu mare atentie ambele canale. Apoi, apucati capatul
posterior al tijei periei si trageti incet peria din varful distal al
endoscopului. NU FORTATI IN MOD EXCESIV. Repetati
operatiunea de cel putin 2 ori sau pana la obtinerea unei curatari

vizibile.

(1) Perie de curatare

(1) @ i
pentru cilindru
\%\' l, ) (CS-C9S)

N } (2) Perie de curatare
- \Q ) ) pentru canale
— | (CS6021T)
©) (3) Perie de curatare
pentru canale

(CS6021T)

:E% (4) Perie de curatare

pentru canale

UK (CS6021T)

Figura 2.13 NUMAI PENTRU VIDEOENDOSCOAPELE CU DOUA CANALE

d)

(Pentru VSB-2990i) Introduceti peria (CS6030SN) in deschiza-
tura de la baza receptaculului valvei de control al suctiunii
(cilindrul de suctiune) de pe capul de control si avansati incet
pana cand acesta iese prin varful distal al endoscopului. NU
FORTATI IN MOD EXCESIV. Apoi, retrageti cu grija peria.
Repetati operatiunea de cel putin 3 ori sau pana la obtinerea
unei curatari vizibile.

NOTA:

* Peria CS6021T este furnizata in stare nesterild si pentru utilizare unica.
Nu re-utilizati NICIODATA peria pe mai mult de un instrument.

» Cénd utilizati peria CS6021T cu trei categorii de peri, scoateti-o incet
din endoscop, avand grija sa nu imprastiati in aer contaminanti/resturi
de la pacient pe masuréa ce perii ies din endoscop.
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e) Utilizand perii mari ai periei de curdtare a cilindrului (CS-C9S),
curdtati prin frecare suprafata de pe interiorul receptaculului
valvei de control al suctiunii (cilindrul de suctiune) de pe capul
de control. NU introduceti peria in mod excesiv.

(1) Perie de curatare
pentru cilindru
(CS-C9S)

M

Figura 2.14

NOTA:
Nu uitati s& inspectati baza receptaculului valvei de control al suctiunii
(cilindrul de suctiune) de pe capul de control, pentru a detecta orice
reziduuri.

f) Curatati prin frecare toate suprafetele interne si externe ale
valvei de control al suctiunii OF-B120 utilizdnd capatul mai

mic al periei de curatare a cilindrului (CS-C9S).

(1) Valva de control al
suctiunii (OF-B120)

(2) Perie de curatare
pentru cilindru
(CS-C9S)

Figura 2.15

NOTA:
* NU supuneti tubul de insertie la compresiuni sau indoiri puternice.
* NU utilizati apa nici un material abraziv.
 Aveti grija sa nu avariati lentilele distale.
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/\ AVERTIZARE:

Valvele uzate sau deteriorate si/sau inelele in O aflate in aceeasi
situatie trebuie inlocuite cu unele noi. Intregul mecanism al valvei trebuie
sa fie supus unei proceduri de dezinfectare de nivel inalt sau de sterili-
zare, inainte de utilizare (setul de inele in O, model OF-B127, este dis-
ponibil in mod optional). Neindeplinirea acestei conditii poate conduce la
o aspirare continud, care in anumite situatii clinice poate provoca
suctionarea de tesut in orificiul distal al canalului, de la capétul distal al
endoscopului si/sau s& provoace o pierdere a aerului insuflat prin sistemul
de suctiune. O valva deterioratad poate determina si potential de reflux sau
regurgitarea fluidelor pacientului, care pot prezenta riscuri de infectie.

2) Introduceti perii mari ai periei de curatare (CS-C9S) in
deschiderea cilindrului selector al canalului pentru instrumente
si curatati prin frecare suprafata de pe interiorul cilindrului
selectorului canalului pentru instrumente, dupd care retrageti

incet peria. Repetati operatiunea de cateva ori, asigurandu-va ca

introduceti de fiecare data in cilindru numai perii curate.

(1) Perie de curatare
pentru cilindru
(CS-C9S)

Figura 2.16

h) Curatati prin frecare toate suprafetele interne si externe
ale selectorului utilizdnd capatul mai mic al periei de curatare
(CS-C9S).

(1) Selector pentru
canalul de suctiune
(OF-B161)

(2) Perie de curatare
pentru cilindru
(CS-C9S)

Figura 2.17

5) Curitarea manuala a valvei si cilindrului pentru aer/apa prin periere

a)

Detagati valva de trecere a aerului/apei (OF-B188). Curatati prin
frecare toate suprafetele interne si externe ale valvei utilizand capatul
mai mic al periei de curdtare a cilindrului (CS-C9S). Repetati
operatiunea de cateva ori pana cand perii sunt, in mod vizibil, lipsiti de

impuritati.
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(1) Valva de alimentare

Figura 2.18

(1) @) cu aer/apa (OF-B188)
) m-mm e e S—THTY (2) Perie de curatare
) pentru cilindru
(CS-C9S)
/\ AVERTIZARE:

Valvele uzate sau deteriorate (in special OF-B188 si inelele in O) trebuie
inlocuite cu unele noi, care au fost deja supuse unei proceduri de
dezinfectare de nivel inalt sau de sterilizare (setul de inele in O, model
OF-B192, este disponibil in mod optional). Nerespectarea acestei
prevederi poate crea un risc de contaminare incrucisata pentru utilizatorii
finali, din cauza potentialului de reflux sau regurgitare a fluidelor
pacientului prin valva de alimentare cu aer/apa. De asemenea, poate crea
un flux continuu de aer sau o insuflare excesiva de aer si poate conduce

la o posibila vatamare a pacientului (de ex., perforatia pneumatica).

b)

Utilizand capatul mai mare al periei de curatare CS-C9S, curatati prin
frecare suprafetele de pe interiorul cilindrului pentru trecerea aerului/
apei. Repetati perierea de cel putin 3 ori SAU pana la obtinerea unei

curatari vizibile.

(1) Perie de curatare
pentru cilindru

CS-C9S
(1) ( :

Figura 2.19

6) Curiatarea manuald prin periere a adaptorului valvei de control a

jetului de apa (pentru endoscoapele cu sistem cu jet de apa)

)

Adaptorul valvei de control al jetului de apa (OE-C12) trebuie sa fie
deja scos din endoscop. Scoateti valva detasabila, model OE-C14, din
unitatea adaptorului, OE-C12. Curatati toate suprafetele de pe OE-C14
si OE-C12 folosind peria speciala de curatare a cilindrului CS-C9S si

solutie de detergent.

(1) Adaptor pentru valva
de control a jetului de
apa (OE-C12)

(2) Valva de control
(OE-C14)

(3) Perie de curatare
pentru cilindru
(CS-C9S)

Figura 2.20
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NOTA:
Valva de control OE-C14 este o componenta reutilizabila si, la fel ca si
adaptorul valvei de control pentru jetul de apa OE-C12, tubul de irigare si
canalul pentru jetul de apa, trebuie reprocesata dupa fiecare utilizare.

/\ AVERTIZARE:

O valva uzatd sau deteriorata trebuie inlocuitd cu una noud, care a fost
deja supusa unei proceduri de curatare, dezinfectare de nivel inalt sau
sterilizare. In cazul utilizarii repetate, asigurati-vé intotdeauna c& valva de
control a fost reprocesata in prealabil. O valva uzata, deteriorata sau lipsa
acesteia poate crea un risc de contaminare incrucisata pentru utilizatorii
finali, din cauza potentialului de reflux (requrgitare) a fluidelor pacientului
pe calea care nu este inchisd ermetic. Daca valva de control nu este
atasata corespunzator, poate cddea in cursul procedurii endoscopice,
generand potentialul de contaminare incrucigata pentru utilizatorul final.

/\ PRECAUTIE:
Daca existd dubii privind adecvabilitatea pentru utilizare a valvei de

control din cauciuc, inlocuiti-o cu una complet reprocesaté inainte de
fiecare procedura. Un set de 10 valve de control OE-C14 sunt disponibile
optional intr-un ambalaj ca model OE-C15.

NOTA:
Componentele endoscopului PENTAX, adaptorul pentru valva de control
pentru jet de apa OE-C12, valva de control OE-C14 si tubul de irigare
OF-B113 pot fi supuse curdtarii prin metode ultrasonice si sterilizarii
pre-vacuum cu abur.

b) Utilizand capatul cu peri mai mari al CS-C9S, curdtati prin periere

suprafetele de pe interiorul cilindrului pentru jetul de apa.

(1) Perie de curatare
pentru cilindru
(CS-C9S)

Figura 2.21

NOTA:
Perierea canalelor interne si/sau a porturilor/cilindrilor nu reprezinta un
inlocuitor la expunerea acestora la o solutie de curatare corespunzétoare.
Curétarea manuala prin periere completeaza si amplifica eficacitatea
curatarii cu ajutorul agentilor chimici.
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7) Curatarea chimica cu solutie de detergent

/\ PRECAUTIE:
Instructiunile continute in prezent de manualul de curdtare PENTAX au
fost validate folosind solutii de detergent pentru curatare. In cazul solutiilor
non-enzimatice, respectati intotdeauna instructiunile emise de producéto-
rul detergentului. Cand utilizati un detergent non-enzimatic in cadrul
reprocesarii automate consultati instructiunile de curatare validate, emise
de producétorul aparatelor/sistemelor Reprocesoare automate pentru
endoscop (RAE)/Spalatoare-Dezinfectatoare (SD).

Adaptoare/componente

Canal care trebuie atagate Seringa Detergent Apa de clatire
L OF-B153 25 ml sau mai | 80 ml sau mai

Aer si apa OF-G17 10220 mi mult mult
_ OF-B153 50 ml sau mai | 200 ml sau mai

Garniturad/garnituri pentru
Bi iel orificiul de intrare mult mult
lopste 50/60 ml
Instrumente OF-B161/OF-B162 ; ;
« 100 ml sau mai | 400 ml sau mai
(Endoscoape cu doua
mult mult
canale)

< OE-C12 cu OE-C14 scos 10 ml sau mai 30 ml sau mai

Jet de apa OF-B113 10720 mi mult mult

a) Pentru curidtarea canalului pentru aer/apa
Adaptorul de curatare (OF-B153) trebuie atasat la cilindrul
pentru aer/apa si la cilindrul pentru suctiune. Acest adaptor

[1]

inchide (etanseizeazd) cilindrii pentru aer/apa si suctiune pentru

a permite fluxul unidirectional al solutiei prin aceste sisteme de

alimentare/aspiratie.

[a] Ridicati capacul de inchidere si glisati in jos capacele late-

rale (marcate cu A).

[b] Aliniati ghidajul cilindrului la porturile cilindrului pentru

aer/apa si suctiune.

[c] Glisati inainte OF-B153.
[d] Mentinand capacele laterale (marcate cu A), apésati in jos

si glisati capacul de inchidere sub proeminenta pentru

inchidere, pentru a bloca.

[e] Blocati capacul de inchidere cu ajutorul proeminentei de

inchidere de la baza.

[a]

(1
)
@)

[b]

(1
)
@)
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Capacul de inchidere
Garnitura de cauciuc
Baza

Ghidajul cilindrului
Porturile cilindrului
Intrarile cilindrului



[c]
[d] (1) Capatul capacului de
inchidere
2) Proeminenta de
2) t
inchidere
[e] (1) Proeminenta de
inchidere
Figura 2.22
NOTA:

Este imperios necesar ca adaptorul de curdtare OF-B153 sa fie ferm
atagat la cilindrii respectivi ai valvelor. Lipsa unei potriviri si atagari
adecvate a adaptorului de curatare poate conduce la o reprocesare
ineficienta gi incompleta.

[2]  Adaptorul pentru curatare, model OF-G17, are un conector
luer lock standard ANSI la care trebuie conectatd o seringa de 10/
20 ml sau un alt dispozitiv. Conectati OF-G17 la portul de aer/apa
de pe conectorul/cupla PVE. Cel putin 25 ml de solutie proaspéta
de detergent trebuie sa fie trecutd prin acest conector §i va curge
simultan prin canalul pentru alimentare cu aer si cel pentru apa al
endoscopului. Verificati si confirmati ca solutia de detergent iese
prin duza/duzele distald/distale pentru aer/apa. Daca endoscopul
are doud duze separate, solutia trebuie sd curgd prin AMBELE
duze. Dupa ce se confirmd curgerea adecvatd, OF-G17 trebuie

scos. Va rugam sa consultati schemele interne ale endoscopului.

(1) Adaptor pentru curatare
(OF-G17)

(2) Adaptor pentru curatare
(OF-B153)

Figura 2.23

Daca detergentul de curatare este lasat sa vina in contact cu suprafetele interne
ale canalului pe timpul de expunere recomandat, solutia de curatare trebuie sa

dizolve si sd curete toate impuritatile ramase 1n interiorul acestor canale.
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NOTA:

Daca apare un blocaj pe linie, evitati utilizarea unei presiuni excesive
pentru a preveni deteriorarea endoscopului.

b) Pentru curitarea canalului pentru biopsie/suctiune

(1]

Inainte de a injecta solutia de curatare in sistemul de suctiune,
montati o garniturd pe orificiul de intrare al canalului pentru
instrumente.

(VIDEOENDOSCOAPELE CU DOUA CANALE) Instalati
garnituri pe fiecare orificiu de intrare al canalului pentru
instrumente. Reatasati selectorul pentru canalul pentru suctiune
(OF-B161).

Daca a fost folosit adaptorul de curatare pentru doud canale,
OF-B162, reatasati OF-B162 1n loc de OF-B161.

(1) Adaptor pentru curatare
(OF-B153)

(2) Garnitura pentru orificiul
de intrare (OF-B190) sau
Selector pentru canalul
de suctiune (OF-B161)/
Adaptor de curatare
pentru doua canale
(OF-B162) pentru
VIDEOENDOSCOAPELE
CU DOUA CANALE

Figura 2.24

/\ AVERTIZARE:

(NUMAI PENTRU VIDEOENDOSCOAPELE CU DOUA CANALE)

Atunci cénd este utilizat selectorul pentru canalul de suctiune, OF-B161, fie-
care canal trebuie spélat separat cu detergent pentru a asigura contactul cu
toate suprafetele canalului pentru instrumente. Utilizati selectorul pentru
canalul de suctiune pentru a directiona fluxul cétre fiecare canal in parte.

In conditiile in care intregul endoscop rdméne scufundat in solutie de
curdtare in cursul procesului de curdtare, mecanismul selector pentru
canalul de suctiune trebuie scos si inmuiat separat in solutie de detergent.

(2]

O seringa de 50/60 ml sau un alt dispozitiv poate fi atasat la
racordul de suctiune. Cel putin 50 ml de solutie proaspata de
detergent trebuie trecuta prin intregul sistem al canalului pentru
instrumente/de suctiune. Verificati si confirmati ca solutia de
detergent iese prin deschiderea/deschiderile distald/distale a/ale
canalului pentru instrumente. Dupd ce se confirma curgerea
adecvata, OF-B153 trebuie scos.

Alternativ, solutia poate fi trasd in canalul pentru instrumente
prin atasarea tubului unui aspirator la racordul de suctiune; atat
timp cat aspiratorul este pornit, solutia de detergent poate fi
suctionata prin endoscop.

Apoi, inlaturati OF-B153, garniture/garniturile pentru orificiul
de intrare si OF-B161/162 (VIDEOENDOSCOAPELE CU
DOUA CANALE).
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c) Pentru sistemul cu jet de apa

(1) Tub de irigare
(OF-B113)
(2) Adaptor pentru valva
- de control a jetului de
mﬂﬁ apa (OE-C12)

Figura 2.25

/\ AVERTIZARE:

» Cu toate ca sistemul cu jet de apa NU este probabil utilizat la fiecare pro-
ceduréd, acesta TREBUIE curéatat corespunzéator si supus aceluiasi pro-
ces de dezinfectare/sterilizare ca si celelalte canale interne ale
endoscopului.

* NU utilizati tubul de irigare (OF-B113) daca intdmpinati dificultati la
atasarea acestuia sau dacéd NU simtiti ca se inclicheteaza atunci cand il
atasati la endoscop. Utilizarea unui conector luer deteriorat poate
conduce la o reprocesare ineficientad a endoscopului din cauza scurgerii
de apa de la partea conectatd sau la deconectarea tubului, ceea ce
creeazd un risc de contaminare incrucisata.

« Verificati s& nu existe deteriordri ale conectorului luer inainte de utilizarea tu-
bului de irigare (OF-B113). Cénd tubul de irigare (OF-B113) este conectat cu
conector luer de tipul cu blocare, asigurati-va ca conectoarele luer sunt bloca-
te corespunzator. NU utilizati tubul de irigare (OF-B113) daca exista o deteri-
orare a conectorului luer al tubului de irigare (OF-B113) si/sau conexiunea luer
NU este blocata corespunzator. Utilizarea unui conector luer deteriorat poate
conduce la o reprocesare ineficientd a endoscopului din cauza scurgerii de
apd de la partea conectata sau la deconectarea tubului, ceea ce creeaza un
risc de contaminare incrucigata.

/\ PRECAUTIE:
Duza poate fi indoitd daca tubul de irigare (OF-B113) NU este tras in

directia de indepdrtare atunci cand este scos.

(I)  Adaptorul pentru valva de control al jetului de apa (OE-C12)
trebuie atasat mai Intéi la portul pentru jet de apa. Nu atasati o
valva de control (OE-C14) pe durata procesului de curatare.

(I)  Apoi, introduceti tubul de irigare (OF-B113) in adaptorul pentru
valva de control al jetului de apa.

(III)  Utilizand o seringa de 10/20 ml, trebuie sa injectati o cantitate
de cel putin 10 ml de solutie proaspata de detergent in tubul de
irigare, pe toata lungimea canalului pentru jet de apa, pana cand
iese prin varful distal al endoscopului. Verificati si asigurati-va
ca solutia de detergent iese prin deschiderea distald a canalului
pentru jet de apa. Tineti conectorul tubului de irigare (OF-B113)
si trageti-l in directia de indepartare. Dupa ce se confirma
curgerea adecvata, adaptorul pentru valva de control al jetului
de apa (OE-C12) trebuie scos.
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/\ AVERTIZARE:
Evitati introducerea de aer in timpul procesului de spélare. Confirmati
faptul ca nu ies bule de aer din orificiile canalului de la varful distal al
endoscopului. Prezenta bulelor de aer poate preveni contactul
detergentului cu suprafetele canalului.

/\ AVERTIZARE:
Solutia de detergent de curatare trebuie sa ramana in contact cu TOATE
canalele interne si cu suprafetele externe ale endoscopului pe perioada
de timp recomandata de fabricantul detergentului.

8) Inainte de clatire, atasati adaptoarele si componentele care au fost detasate
anterior $i purjati cu aer toate canalele interne cu aer (cu ajutorul seringii)
pentru a elimina solutia de detergent reziduald din fiecare canal.

9) Folosind apa curatd, scufundati intregul endoscop precum si toate
componentele detasate si clatiti bine toate articolele. In pozitie complet
scufundata, manevrati mecanismele valvei si injectati apa curatd cu ajutorul
seringii in/prin componentele detasabile ale endoscopului.

10) Avand toate adaptoarele de curdtare, inclusiv tubul de irigare, inca atasate la
endoscop, spalati cu apa curata toate canalele care anterior au fost purjate cu
aer (80 ml pentru canalul de alimentare cu aer/apa, 200 ml pentru canalul de
suctiune, 30 ml pentru canalul jetului de apa). Toate canalele interne trebuie

clatite intens pentru a inlatura detergentul si impuritatile rimase.

/\ AVERTIZARE:
Este important ca TOATE canalele interne (pentru aer, apa, instrumente,
jet de apa, etc.), suprafetele externe ale endoscopului si componentele sa
fie clatite intens cu apd curatd, pentru a inlatura cantitdtile ramase de
solutie de detergent.

11) Scoateti endoscopul si componentele sale din solutie.
12) Apa de clatire ramasa 1n canale trebuie purjatd cu aer pentru a preveni
diluarea si/sau alterarea agentilor antimicrobieni ce urmeaza sa fie utilizati

in procesele ulterioare de dezinfectare sau sterilizare.

NOTA:
Dupa clatirea cu apd si purjarea cu aer, pentru a facilita uscarea se poate
folosi alcool etilic sau izopropilic 70-90% de uz medical (30 ml pentru
canalele de alimentare cu aer si apd, 70 ml pentru canalele de suctiune/
pentru instrumente si 10 ml pentru canalul jetului de apd) urmat de aer
comprimat, la o presiune de cel mult 165 kPa (24 psi).

13) Uscati cu atentie toate suprafetele externe ale endoscopului cu un tifon
moale sau cu un material aseménator. NU aplicati tensiune asupra tubului
de insertie de pe endoscop in timpul uscarii, intrucat aceasta ar putea intinde

in mod excesiv capacul extern al sectiunii de indoire.
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/\ AVERTIZARE:
fnainte de dezinfectare sau sterilizare, este imperios necesar ca orice
solutii utilizate anterior in procesul de curétare sa fie indepartate printr-o
clatire atentd, iar dispozitivele sa fie uscate. Neindeplinirea acestei
conditii poate conduce la o dezinfectare sau o sterilizare ineficienta sau
incompleta.

/\ PRECAUTIE:
Nu supuneti NICIODATA endoscopul la metode de curétare ultrasonice,

cu utilizarea de ultrasunete de inalta frecventa.

2-1-4. Dezinfectarea de nivel inalt

Inainte de a incerca orice dezinfectare a endoscopului, trebuie sa fi fost efectuata
procedura de curatare completd, descrisd la sectiunile respective din prezentele
instructiuni de utilizare. Inainte de dezinfectarea de nivel inalt, utilizatorul final tre-
buie sd confirme prezenta concentratiei minime eficiente (CME) a dezinfectantului
reutilizat, conform instructiunilor producatorului. inainte de scufundarea completa
in orice solutie de dezinfectare, endoscopul trebuie s fie supus ,testului de etansei-

tate®, descris la sectiunea respectiva din prezentele instructiuni de utilizare.

/\ AVERTIZARE:
Este imperios necesar ca endoscoapele flexibile si alte dispozitive semi-
critice sa fie reprocesate cel putin printr-un proces de dezinfectie de inalt
nivel, utilizand un dezinfectant comercializat in conditii legale. Impreuna
cu produsele PENTAX trebuie utilizate numai dispozitive/sisteme
comercializate legal, de reprocesare automata a endoscopului, ale caror
caracteristici specifice au fost validate de cétre fabricantul RAE/SD si/sau
agenti anti-microbieni care au fost testati si gasiti compatibili de catre
PENTAX.
Endoscoapele sunt dispozitive semi-critice care necesitd cel putin un
proces de dezinfectie de inalt nivel.
Utilizati numai solutii comercializate legal si/sau aparate de reprocesare
automata a endoscopului sau aparate de spéalare si dezinfectare ai caror
producétori au efectuat teste de validare cu produse PENTAX (in mod
specific pentru numarul de model al endoscopului PENTAX).
O listd cu solutiile/sistemele comercializate legal despre care s-a
determinat ca sunt compatibile cu produsele originale PENTAX este
disponibila la dealerul local/service-ul autorizat PENTAX.
Nu uitati de nota importanta privind controlul infectiilor, aflata pe interiorul
copertii acestor instructiuni de utilizare.

/\ PRECAUTIE:
INAINTE DE SCUFUNDARE, verificati urmétoarele:

a) Capacul ,rosu” de ventilare este SCOS.
b) Capacul de scufundare din PVE este PUS in mod stabil pe contactele
electrice.
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(1) Capac de scufundare
din PVE
(2) Capac de ventilatie

Figura 2.26
Canal Adaptoare/c_omponente Serings | Dezinfectant Apva_de Altfool-
care trebuie atagate clatire spalare
A OF-B153 25 mlsaumai| 80 mlsau 30 ml sau
Aer si apa OF-G17 10720 mi mult mai mult mai mult
(.)F-!B153 I 50 ml sau mai| 200 ml sau 70 ml sau
Garnitura/garnituri . .
e . mult mai mult mai mult
Biopsie/ | pentru orificiul de intrare
Instrumente OF-B161/0OF-B162 50/60 ml
o ) 100 mlsau | 400 mlsau | 140 mlsau
(Videoendoscoape cu . . .
. mai mult mai mult mai mult
doua canale)
< OE-C12 cu OE-C14 10 mlsaumai| 30 mlsau 10 ml sau
Jet de apa scos 10720 mi mult mai mult mai mult
OF-B113

1) Adaptoarele de dezinfectare a canalului pentru aer/apa/instrumente constau
din doud componente separate, OF-B153 si OF-G17, care trebuie si fie

instalate pe endoscop inca de la precedenta procedura de curatare.

a)

Adaptorul de curatare a canalului pentru alimentare cu aer/apa,
OF-G17, incorporeaza un conector luer lock standard ANSI la
care trebuie conectatd o seringd de 10/20 ml sau un alt
dispozitiv. Cel putin 25 ml de solutie de detergent proaspata
(sau reutilizata, dar cu activitate eficientd) trebuie sa fie trecuta
prin acest conector si va curge simultan prin canalul pentru aer
si cel pentru apa al endoscopului.

(Va rugam sa consultati schemele interne)

(1) Adaptor pentru
curatare (OF-G17)

(2) Adaptor pentru
curatare (OF-B153)

Figura 2.27

b)

d)

Dupa ce intregul endoscop este complet scufundat si canalele de
alimentare cu aer si apa au fost umplute cu solutie dezinfectan-
ta, trebuie indepartate adaptorul de curdtare OF-G17 si seringa.
Respectati timpii de expunere adecvati pentru dezinfectant.
Pentru pasul urmator, confirmati faptul ca la orificiul de intrare

al canalului pentru instrumente este deja atasata o garnitura.
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/\ AVERTIZARE:

(NUMAI PENTRU VIDEOENDOSCOAPELE CU DOUA CANALE)
Selectorul pentru canalul de suctiune OF-B161 sau adaptorul de curéatare
pentru doué canale OF-B162 trebuie sa fie deja instalate pe endoscop de
la precedenta procedura de curatare. Atunci cand este utilizat selectorul
pentru canalul de suctiune, OF-B161, fiecare canal trebuie spéalat separat
cu dezinfectant pentru a asigura contactul cu toate suprafetele canalului
pentru instrumente. Utilizati mecanismul selector pentru canalul de
suctiune pentru a directiona fluxul cétre fiecare canal in parte. In conditiile
in care intregul endoscop raméane scufundat in solutie de dezinfectant in
cursul reprocesérii, mecanismul selector pentru canalul de suctiune sau
adaptorul de curdtare pentru doud canale OF-B162 trebuie scos si
inmuiat separat in solutie de dezinfectant.

2) O seringa de 50/60 ml (sau un alt dispozitiv) poate fi atasat la racordul de
suctiune. Cel putin 50 ml de solutie de dezinfectare proaspata (sau reutiliza-
ta, dar cu activitate eficientd) trebuie trecuta sau trasa prin Intregul sistem de
suctiune.

(1) Adaptor pentru
curatare (OF-B153)
(2) Garnitura pentru
orificiul de intrare
(OF-B190)
Figura 2.28
3) Numai pentru modelele cu canal pentru jet de apa

/\ AVERTIZARE:

* NU utilizati tubul de irigare (OF-B113) dacéd intdmpinati dificultati la
atasarea acestuia sau daca NU simtiti ca se inclicheteazé atunci cénd il
atasati la endoscop. Utilizarea unui conector luer deteriorat poate condu-
ce la o reprocesare ineficienta a endoscopului din cauza scurgerii de apa
de la partea conectata sau la deconectarea tubului, ceea ce creeaza un
risc de contaminare incrucigata.

« Verificati s& nu existe deterioréri ale conectorului luer inainte de utiliza-
rea tubului de irigare (OF-B113). Cand tubul de irigare (OF-B113) este
conectat cu conector luer de tipul cu blocare, asigurati-vé ca conectoa-
rele luer sunt blocate corespunzator. NU utilizati tubul de irigare
(OF-B113) daca exista o deteriorare a conectorului luer al tubului de iri-
gare (OF-B113) si/sau conexiunea luer NU este blocata corespunzétor.
Utilizarea unui conector luer deteriorat poate conduce la o reprocesare
ineficienta a endoscopului din cauza scurgerii de apa de la partea conec-
tata sau la deconectarea tubului, ceea ce creeazéa un risc de contaminare
incrucisata.
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(1) Tub de irigare
(OF-B113)

(2) Adaptor pentru valva
de control a jetului de
apa (OE-C12)

Figura 2.29

NOTA:
Asigurati-va ca valva de control detagabilda OE-C14 a fost deja detasata
de la adaptor inainte de injectarea dezinfectantului in sistemul canalului
pentru jetul de apa. Aceasta va permite curgerea liberd a agentilor de
reprocesare in si prin intregul sistem al canalului pentru jetul de apa.

(D Tubul de irigare (OF-B113) cu fiting luer lock standard trebuie
sa fie deja atasat la cilindrul pentru jetul frontal de apa.
Impingeti tubul de irigare (OF-B113) spre adaptorul valvei de
control al jetului de apa (OE-C12), pand cand se fixeaza cu un
clic. Cel putin 10 ml de solutie de dezinfectant proaspata (sau
reutilizatd, dar cu activitate eficientd) trebuie sa fie trecutd prin
aceastd conexiune 1n canalul pentru jet de apa si sa iasa prin
varful distal al endoscopului. V& rugdm sa consultati schemele
interne ale endoscopului. Evitati introducerea de bule de aer in
timpul acestui proces de spalare.

(I)  Confirmati faptul ca nu sunt prezente bule de aer si ca intregul
canal al jetului de apa este umplut cu dezinfectant.

(IIT) Tineti conectorul tubului de irigare (OF-B113) si trageti-l in
directia de indepartare. Apoi scoateti tubul de irigare (OF-B113),
adaptorul pentru valva de control al jetului de apa (OE-C12) si

seringa.

/\ PRECAUTIE:
Duza poate fi indoitd daca tubul de irigare (OF-B113) NU este tras in
directia de indepartare atunci cand este scos.

/\ AVERTIZARE:
Cu toate ca sistemul cu jet de apa nu este probabil utilizat la fiecare
procedurd, acesta TREBUIE curatat corespunzator si supus aceluiagi
proces de dezinfectare/sterilizare ca si celelalte canale interne ale
endoscopului.

/\ AVERTIZARE:
Evitati introducerea de aer in timpul procesului de spéalare. Confirmati
faptul ca nu ies bule de aer din orificiile canalului de la varful distal al
endoscopului. Prezenta bulelor de aer poate preveni contactul
dezinfectantului cu suprafetele canalului.
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4)

Atat timp cat intregul instrument este scufundat in solutie dezinfectanta,
adaptoarele de curatare, seringile utilizate la etapele anterioare §i garnitura
din cauciuc pentru orificiul de intrare trebuie sa fie scoase. Indepartarea de
pe endoscop a partilor componente si a adaptoarelor de curatare va elimina
riscul ca suprafetele care participa la imbinari sa nu fie expuse la germicidul
chimic lichid.

(1) Nu indepartati niciodata
capacul de scufundare
din PVE.

Figura 2.30

5)

6)

7)

8)

/\ AVERTIZARE:
Solutia de dezinfectant trebuie sa raméana in contact cu TOATE canalele
interne si cu suprafetele externe ale endoscopului pe perioada de timp
recomandata de fabricantul dezinfectantului.

In pozitie complet scufundati, manevrati mecanismele valvei si injectati
dezinfectant cu ajutorul seringii in/prin componentele detasabile ale endo-
scopului. In acest fel, veti indeparta bulele de aer captive care ar putea
impiedica contactul solutiei cu suprafetele componentelor si veti asigura o
mai bund expunere a suprafetelor la germicid. Aveti grija ca dezinfectantul
sd fie injectat in/prin garnitura pentru orificiul de intrare. Partile compo-
nente ale endoscopului, inclusiv toate valvele, trebuie sa raimana In contact
cu solutia dezinfectanta pe perioada de timp recomandatd de fabricantul
solutiei.

Dupa ce endoscopul si partile sale componente au venit In contact cu solutia
dezinfectantd pentru o perioadd corespunzdtoare de timp, pompati aer in
toate canalele pentru a purja cantitatile rimase de solutie dezinfectanta, apoi
scoateti endoscopul si componentele sale din solutie. Clatiti bine Intregul
endoscop si toate componentele sale cu apa sterild. Recomandarile tipice de
clatire Tn urma expunerii la o solutie de dezinfectant adecvatd care nu
contine surfactanti prevad trei scufundari complete, separate, in apa sterila
proaspata.

Trebuie sa atasati o seringd umplutd cu apa sterila la adaptorul OF-G17
pentru a spila canalele de alimentare cu aer si apa ale endoscopului cu cel
putin 80 ml de apa. Apoi, umpleti o seringd cu aer si pompati-1 prin canalele
de alimentare cu aer si apa de cateva ori, pentru a evacua din tubulatura si
duze orice cantitate de apa ramasa. Uscati bine.

Avand atasate o seringd umplutd cu apa sterild, adaptorul de curatare
OF-B153 si garnitura pentru orificiul de intrare, clatiti intregul sistem de
suctiune, inclusiv canalul pentru instrumente, cu o cantitate totald de cel
putin 200 ml de apa. Apoi, pompati aer prin canalul pentru instrumente de

cateva ori pentru a indeparta apa ramasa. Uscati bine.
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a) Atasati la endoscop capacul de conectare pentru jetul de apa
OF-B118 si adaptorul valvei de control pentru jetul de apa
OE-C12. Inainte de a atasa adaptorul la conectorul pentru jetul
de apa, asigurati-va ca valva de control detasabild a fost scoasa
din unitatea adaptorului.

b) Conectati o seringd umpluta cu apa sterild la tubul de irigare, nr.
piesd OF-B113, si pompati prin canal cel putin 30 ml de apa.
Apoi, umpleti seringa cu aer si pompati-1 prin canal de cateva
ori, pentru a evacua din canal orice cantitate de apd ramasa.
Uscati bine.

Cantitatea de apa destinatd clatirii, conform descrierii de mai
sus, are un volum de cel putin trei ori mai mare decat cel al

sistemului de canale interne.

/\ PRECAUTIE:
Clatiti in mod adecvat toate canalele interne si suprafetele endoscopului

cu apa sterild, pentru a inlatura solutia de dezinfectant ramasa. Clatirea
insuficienta poate conduce la inflamarea mucoasei din cauza expunerii la
solutia de dezinfectant reziduala.

NOTA:

In mod ideal, toate operatiunile finale de clatire trebuie efectuate folosind
apa sterila sau apa lipsita de bacterii, a carei calitate microbiana a fost
confirmata prin monitorizare. Dupa clatirea cu apa, pentru a facilita
uscarea trebuie sa se foloseasca alcool etilic sau izopropilic 70-90% de uz
medical (30 ml pentru canalele pentru aer si apa, 70 ml pentru canalele
de suctiune si 10 ml pentru canalul jetului de apd) urmat de aer
comprimat, la o presiune de cel mult 165 kPa (24 psi). Pentru spalarea/
clatirea cu alcool si uscarea cu aer sub presiune trebuie utilizate
adaptoarele pentru curdtarea canalelor. Suprafefele exterioare ale
endoscoapelor pot fi uscate si prin stergere usoara cu un tifon steril sau o
bucata de material textil fard scame, imbibate cu alcool.

Indiferent de calitatea apei utilizate pentru cléatire, pentru a preveni
colonizarea cu bacterii si/sau infectiile asociate cu microorganisme
acvatice este esentiald uscarea instrumentului, printr-o curétare finald cu
alcool, urmata de aer comprimat. Aparitia unor asemenea infectii este mai
probabila in cazul utilizérii de instrumente umede/contaminate la pacienti
cu sistem imunitar slabit sau suprimat sau in cazul in care aceste
dispozitive sunt utilizate in zone anatomice considerate sterile si/sau
susceptibile la aceste organisme.

9) In urma unei clatiri cu alcool, pot fi parcursi urmatorii pasi pentru a facilita
procesul de uscare, dacé nu este disponibil aerul comprimat filtrat sau sub
presiune.

a) Indepartati adaptoarele pentru canal, OF-B153, adaptorul pentru
canal OF-G17 si tubul de irigare OF-B113, reinstalati valva de con-
trol a suctiunii, anterior reprocesata, valva de alimentare cu aer/apa,
adaptorul valvei de control pentru jetul de apa OE-C12 cu valva de
control OE-C14, precum si garnitura pentru orificiul de intrare.

b) Atasati endoscopul la o sursa externa de suctiune si aspirati aer
prin canalul endoscopului pentru a inldtura orice cantitate rama-
sa de lichid/alcool si pentru a usca cu aer suprafetele canalului.
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c) Scoateti capacul de scufundare din PVE si atasati endoscopul la
procesor cu pompa de aer PORNITA la valoarea MAXIMA a
presiunii §i cu maneta de drenaj aer/apd a ansamblului
recipientului de apa pusi 1n pozitia DRENAJ, apasati complet
valva pentru alimentare cu aer/apa a endoscopului panad cand
alcoolul este eliminat in intregime din endoscop. Totodata,
evacuati orice urmid de alcool din canalul pentru aer prin
acoperirea orificiului valvei pentru alimentare cu aer/apa.
Repetati operatiunea pana cand nu se mai observa umezeala sau
alcool iesind prin varful distal al endoscopului.

(1) ApalAer
(2) EVACUARE

Figura 2.31

10) Uscati cu atentie toate suprafetele externe ale endoscopului cu un tifon
moale sau cu un material asemanator. NU aplicati tensiune asupra tubului
de insertie in timpul uscarii, intrucat aceasta ar putea intinde in mod excesiv
capacul extern al sectiunii de indoire. Uscati lentila obiectivului cu ajutorul
unui aplicator cu varf de bumbac.

/\ AVERTIZARE:
In cazul in care endoscopul urmeaza sa fie depozitat dupé reprocesare,
scoateti valvele si componentele detasabile, etc. Toate canalele trebuie sa
fie complet uscate inainte de depozitare.

/\ PRECAUTIE:

Parametrii de clatire recomandati de PENTAX si prezentati in aceasta
sectiune cu privire la dezinfectarea la nivel inalt sunt valabili in cazul
utilizarii unei solutii alcaline de glutaraldehidd 2,4%, care nu contine
surfactanti.

Intotdeauna, luati legétura cu fabricantul germicidului chimic lichid (sau al
RAE/SD in cazul reprocesdrii automate) pentru a confirma faptul ca
instructiunile specifice pentru clatire se bazeaza pe date provenite din
teste validate, demonstrand faptul cd nu rdméan niveluri ddunatoare de
reziduuri pe oricare dintre dispozitive sau pe suprafetele lumenelor, care
ar putea reprezenta un risc pentru pacient si/sau utilizator.

2-1-5. Sterilizare

Inainte de a incerca orice sterilizare a endoscopului, trebuie sd efectuati
procedura de curatare completd, conform instructiunilor din aceste instructiuni
de utilizare.

NOTA:
Nu puneti NICIODATA endoscopul intr-o autoclavé cu abur!!
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1) Sterilizarea cu oxid de etilena gazos (recomandat)

Aceste endoscoape pot fi supuse sterilizarii cu oxid de etilena (ETO) gazos,
in conditiile respectarii instructiunilor speciale de mai jos, care pot fi diferite
fata de cele pentru alte endoscoape, pentru a asigura performanta corespunza-
toare a instrumentului. Respectati instructiunile furnizate de producatorul
dispozitivului de sterilizare si utilizati Intotdeauna un indicator biologic.

a) Endoscopul trebuie mai intai sa fi fost curatat in mod adecvat si uscat
temeinic, conform instructiunilor din aceste instructiuni de utilizare, si
fiecare parte componenta trebuie indepartata.

(1) Valva de control al suctiuni
(OF-B120)

(2) Valva de alimentare cu aer/apa
(OF-B188)

(3) Garnitura/garnituri pentru orificiul
de intrare (al doilea este numai
pentru endoscoapele cu doua
canale)

(4) Selector pentru canalul pentru
instrumente (OF-B161)

(numai pentru videoendoscoapele
cu doua canale)

(5) Adaptor pentru valva de control a
jetului de apa (OE-C12)

(numai pentru endoscoapele cu
sistem cu jet)

(6) Capac pentru conectorul pentru
jetul de apa (OE-B118)

(numai pentru endoscoapele cu
sistem cu jet)

Figura 2.32

/\ AVERTIZARE:
Neindeplinirea cerintei de a usca toate suprafetele poate conduce la o
sterilizare ineficientd sau incompleta.
Umezeala poate impiedica contactul gazului ETO cu suprafetele efectiv
contaminate.

/\ PRECAUTIE:
fnainte de a plasa aceste endoscoape intr-un dispozitiv de sterilizare cu

gaz sau intr-o camera de aerare:

a) Capacul ,rosu” de ventilare TREBUIE séa fie ATASAT in mod stabil.

b) Capacul de scufundare din PVE trebuie sa fie SCOS de pe contactele
electrice.
Aceste instructiuni reprezinta opusul celor pentru scufundare.

(1) Capac de scufundare
din PVE (OE-C9)

(2) Capac de ventilare
(OF-C5)

Figura 2.33
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b) Pentru sterilizarea cu oxid de etilend gazos sunt propusi urmaitorii

parametri:

Temperatura: 55°C (131 °F)

Umiditate relativa: 50%

Concentratie OE: 600-650 mg/1

Timp de expunere la gaz: 5 ore

Aerare: 12 ore la 55°C (131°F)
/\ PRECAUTIE:

Aerali in mod adecvat endoscopul pentru a elimina orice urme de oxid de
etilena. Aerarea insuficienta poate dauna organismului uman.

2) Alte metode de sterilizare

Sunt disponibile si alte tipuri de sisteme/procese de curatare si/sau dezinfectie/
sterilizare pentru reprocesarea dispozitivelor medicale. Cu toate acestea, din
cauza constructiei sensibile la caldura si/sau a anumitor materiale biocompati-
bile utilizate la constructia endoscoapelor flexibile, unele din aceste sisteme/
procese/solutii disponibile pe piatd pot avea efecte ddunatoare asupra endoscoa-
pelor flexibile.

Pentru a evita potentiala avariere a instrumentului si/sau defectarea endoscopu-
lui, luati legatura cu producatorul original al agentului de reprocesare/procesului
de sterilizare pentru a verifica mai intdi compatibilitatea acestor sisteme/solutii
de reprocesare.

Inainte de utilizarea altor metode, confirmati la fabricantul agentului de sterili-
zare caracteristicile specifice de compatibilitate si sterilizare ale ORICAROR
procese/metode de sterilizare si asigurati-va ca fabricantul acestora a efectuat
studiile microbiologice de validare care sustin caracteristicile de obtinere a steri-
lizarii, In mod specific pentru endoscoapele flexibile si componentele de endo-

scop.

/\ PRECAUTIE:
Utilizati indicatori chimici si/sau dispozitive de monitorizare biologica
corespunzatoare, conform recomandarilor emise de fabricantul sterilizato-
rului.

/\ AVERTIZARE:

In plus fata de afirmatiile privind eficacitatea si compatibilitatea, verificati
intotdeauna la producatorul sterilizatorului/dezinfectatorului pentru a
confirma caracteristicile specifice ale produsului, inclusiv compatibilitatea,
si a confirma faptul ca acesta dispune de rezultate ale testelor care ii
sustin afirmatiile si care demonstreaza faptul cd nu existd niveluri
daundtoare de reziduuri de orice fel (ingrediente active/inerte, produse
secundare sau derivate provenite de la dispozitivele procesate) rdamase
pe oricare din instrumente sau pe suprafetele lumenelor, care pot
reprezenta un pericol pentru pacienti si utilizatori.
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2-2. Componentele endoscopului

2-2-1. Curatare

1)

2)

3)

4)

/\ PRECAUTIE:
Nu toti fabricantii de Reprocesoare automate pentru endoscop (RAE)/

Spalatoare-Dezinfectatoare (SD) ofera caracteristici specifice si furnizeaza
instructiuni precise pentru reprocesarea tuturor componentelor detasabile
ale endoscopului, care sunt esentiale pentru operarea eficientd si in
conditii de siguranta a endoscoapelor flexibile. Prin urmare, in cazul in
care instructiunile emise de fabricantul RAE/SD nu se refera in mod
specific la reprocesarea vreunei anumite componente a endoscopului
(valva pentru alimentare cu aer/apéa, valva de control al suctiunii, garnitura
pentru orificiul de intrare, tub de irigare, valvad de verificare, mecanism
selector, etc.) cu ajutorul RAE/SD, aceste componente vor fi reprocesate
manual dupd cum este descris in instructiunile/etichetele PENTAX. Inainte
de utilizare, verificati caracteristicile specifice de la fiecare fabricant al
RAE/SD, cu privire la reprocesarea componentelor individuale ale
endoscopului.

/\ PRECAUTIE:
Nu utilizati NICIODATA metode de curétare ultrasonice prin utilizarea de

ultrasunete direct asupra endoscopului.

/\ PRECAUTIE:
endoscope itself.

Componentele endoscopice detasabile precum valva de suctiune trebuie
curatate imediat (in decurs de cel mult o ord) dupa fiecare utilizare Intrucat
sangele uscat, mucusul si alte resturi pot deteriora instrumentul si pot face
inoperabil mecanismul, sau pot influenta capacitatea utilizatorului de a
reprocesa dispozitivul sau componenta.
Puneti componentele endoscopului intr-un bazin cu solutie de detergent
curata si proaspata, respectand perioada de timp, concentratia si temperatura
recomandate de producatorul detergentului, avand grija sa nu infasurati prea
strans sau sa rasuciti tija flexibila.
Componentele detasabile precum valva pentru aer/apa, cea de control al
suctiunii, pot fi manevrate si li se poate injecta detergent direct in/pe
suprafetele respective, dupd care sa fie curdtate prin periere.
Dupa aceea, se recomandd curdtarea ultrasonicd a accesoriilor, cu
respectarea instructiunilor producitorului si a parametrilor de mai jos.
Componentele foarte murdare si/sau cele care sunt dificil de curdtat manual
cum sunt mecanismele valvelor, garniturile pentru orificiile de intrare etc.
trebuie si fie curdtate prin metode ultrasonice inainte de dezinfectarea de
nivel inalt sau sterilizarea ulterioara.

Gama de frecventd 44 kHz + 6%

Timp 5 minute
/\ PRECAUTIE:
NU utilizati solutii caustice sau abrazive in dispozitivul de curétare cu
ultrasunete.
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NOTA:
Intreaga cantitate de detergent trebuie inldturatd din componentele
individuale ale endoscopului.
Detergentul care raméane poate, de asemenea, afecta eficacitatea procesului
biocid aplicat ulterior.

5) Dupa curdtare si clatire insistentd, componentele endoscopului trebuie

uscate cu atentie, utilizind un tifon moale sau un material asemanator.

NOTA:

Alte accesorii reutilizabile PENTAX (adaptoare de curatare a canalului,
perii de curéatare, blocaj anti-mugcéturd, etc. si componente endoscopice
(garnituri pentru orificiul de intrare, valve de control pentru aer/apa si
suctiune, etc.) care nu au fost anterior identificate in mod specific trebuie
curéatate in acelasi fel ca mai sus. Metodele ultrasonice de curétare sunt
recomandate pentru accesoriile si componentele endoscopice ale caror
suprafete sunt, in intregime, greu accesibile pentru curdtarea manuala.
Componentele care prezintd o incdrcare puternica cu impuritdti precum
mecanismele valvelor, garniturile orificiilor de intrare, etc. trebuie sa fie
curatate cu ultrasunete inainte de a trece la dezinfectarea de nivel inalt
sau la sterilizare. Pentru aceste articole, vd rugdm s& consultati
instructiunile de utilizare separate sau figele de instructiuni.
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*kk

NOTA:
Este imperativ ca curatarea cu ultrasunete a componentelor endoscopului
sd fie efectuata inainte de sterilizarea cu abur. Numai acele accesorii
PENTAX identificate prin méanerul de culoare roz, etichetate ca fiind auto-
clavabile sau identificate in acest sens mai jos pot fi supuse sterilizarii cu
abur.

Pieséa bucald OF-Z5 PENTAX
Recipient pentru apa OS-H4/0S-H5 PENTAX
Valva de control al suctiunii OF-B120 PENTAX
Valva de trecere a aerului/apei OF-B188 PENTAX
Garnitura pentru orificiul de intrare OF-B190 PENTAX
Adaptor PENTAX pentru curatare OF-G17
Perie de curéatare pentru cilindru CS-C9S PENTAX
Perie de curétare pentru canale CS6030SN PENTAX
Adaptor PENTAX pentru curadtare OF-B153
Valva de trecere a gazului/apei OF-B194 PENTAX
*Selector PENTAX pentru canalul de suctiune OF-B161
*Adaptor pentru curdtarea canalului pentru instrumente OF-B162
PENTAX
**Tub de irigare OF-B113 PENTAX
**Adaptor PENTAX pentru valva de control a jetului de apa OE-C12
**Valva de control OE-C14 PENTAX
**Capac conector jet de apd OF-B118 **PENTAX
***Husa distala din cauciuc OE-A58/0OE-A59
* numai endoscoapele cu doud canale
** numai endoscoapele cu sistem cu jet de apa
numai endoscoapele cu focalizare

De asemenea, va rugdm sa consultati instructiunile de utilizare furnizate
impreuna cu fiecare accesoriu.

2-2-2. Dezinfectarea de nivel inalt

Inainte de a Incerca sa dezinfectati componentele endoscopului cum sunt piesa

bucald, valva pentru aer/apa si de control al suctiunii, periile etc. trebuie sa

efectuati procedura de curdtare completa, descrisa la sectiunile respective din

prezentele instructiuni de utilizare. Componentele care prezintd o incércare

puternicd cu impuritati, precum mecanismele valvelor, garniturile orificiilor de

intrare etc., trebuie sd fie curdtate cu ultrasunete Tnainte de a trece la

dezinfectarea de nivel inalt.

)

2)

3)

Accesoriul sau componenta trebuie scufundate complet in solutie
dezinfectanta.
Accesoriile si suprafetele componentului trebuie sa rdmana in contact cu
solutia dezinfectantd pe perioada de timp recomandata de fabricantul soluti-
ei. Pentru a asigura un contact mai bun, manipulati componentele cum sunt
valvele in timp ce injectati dezinfectant in/pe suprafetele componentelor,
inclusiv toate lumenele.
Dupa ce obiectul respectiv a stat in contact cu solutia dezinfectantd pe

perioada de timp recomandata, scoateti-1 din solutia de dezinfectare.
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4) Clatiti resturile de solutie dezinfectantd de pe accesoriu/component prin
scufundare in apa sterila.

5) Dupa o clitire insistentd, obiectele trebuie uscate cu atentie utilizand un
tifon moale sau un material asemanator. Pentru a facilita uscarea, puteti

utiliza aer comprimat.

NOTA:

In mod ideal, toate operatiunile finale de clétire trebuie efectuate folosind
apa sterila sau apa lipsita de bacterii, a carei calitate microbiana a fost
confirmata prin monitorizare. Dupa clétirea cu apa, trebuie trecutd o
solutie de alcool etilic sau izopropilic 70-90% prin lumenele instrumentelor
endoscopice, precum gi ale oricdror componente detagabile ale
endoscopului, incluzand mecanismele valvelor, urmata de aer comprimat
la presiuni mai mici de 165 kPa (24 psi), pentru a facilita uscarea.
Suprafetele exterioare ale instrumentelor si componentelor pot fi uscate
prin stergere usoara cu un tifon steril sau o bucata de material textil fara
scame, imbibate cu alcool.

Indiferent de calitatea apei utilizate pentru clatire, pentru a preveni
colonizarea cu bacterii si/sau infectiile asociate cu microorganisme
acvatice este esentiald uscarea instrumentului, printr-o curétare finald cu
alcool, urmata de aer comprimat. Aparitia unor asemenea infectii este mai
probabila in cazul utilizérii de instrumente umede/contaminate la pacienti
cu sistem imunitar slabit sau suprimat sau in cazul in care aceste
dispozitive sunt utilizate in zone anatomice considerate sterile si/sau
susceptibile la aceste organisme.

/\ AVERTIZARE:
NU se recomanda addugarea de agenti de-spumanti in apa utilizata si/
sau in sistemul de reprocesare automata. Prin natura lor, acesti agenti pe
baza de silicon se fixeaza in mod stabil pe suprafete. Daca nu se face o
clétire foarte insistentd, se poate crea astfel o ,barierd” care poate reduce
eficienta procesului de dezinfectare/sterilizare. In plus, utilizarea repetata
a unor astfel de de-spumanti poate in cele din urma sa conduca la
acumularea de silicon rezidual, care va provoca functionarea defectuoasa
a echipamentului, de exemplu prin infundarea canalelor de alimentare cu
aer si apa. In mod similar, reziduurile siliconice pot depune un film pe

lentila distalé a obiectivului, cauzénd incetosarea imaginilor endoscopice.
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2-2-3. Sterilizare

Inainte de a face orice incercare de sterilizare a accesoriilor si/sau componentelor
individuale ale endoscopului, trebuie sa fi fost efectuate procedurile de curatare
completd, descrisa la sectiunile respective din prezentele instructiuni de utilizare.
Componentele care prezintd o Incarcare puternicd cu impuritdfi, precum
mecanismele valvelor, garniturile orificiilor de intrare, etc. trebuie sa fie curatate

cu ultrasunete Tnainte de a trece la sterilizarea ulterioara.

/\ PRECAUTIE:
Utilizati numai tipul de material de ambalare si configuratia de ambalare

recomandate de producatorul sterilizatorului. Utilizati indicatori chimici si/
sau dispozitive de monitorizare biologicd corespunzatoare, conform
recomandarilor emise de fabricantul sterilizatorului.

NOTA:
Parametrii de sterilizare de mai jos sunt valabili numai in cazul in care
echipamentul de sterilizare este intretinut si calibrat in mod corespunzator.

* Recomandari pentru sterilizarea cu abur (autoclavare)

NOTA:
Accesoriile si componentele endoscopice PENTAX enumerate la
pagina 47 pot fi supuse sterilizarii cu abur:

1) Inainte de sterilizarea cu abur, toate componentele endoscopice autoclava-
bile identificate mai sus trebuie bine curdtate prin metode manuale sau
ultrasonice, dupa cum este descris la sectiunile respective din prezentele
instructiuni de utilizare.

2) Apoi, se poate efectua operatiunea de autoclavare, in urmatoarele conditii:

Articol Conditie
Tip de sterilizator Pre-vacuum
Conditie de expunere 134 °C- 137 °C- x 3-18 minute
/\ PRECAUTIE:

Nu plasati NICIODATA endoscopul intr-o autoclava cu abur si nici nu-I
supuneti la metode de curéatare prin ultrasunete de inaltd frecventa!
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» Sterilizarea cu ETO gazos

1) Aceste accesorii si/sau componente pot fi sterilizate cu ETO gazos, in

conditiile in care au fost mai intai curdtate corespunzator si uscate atent.

/\ PRECAUTIE:
Husa distala din cauciuc OE-A58/0OE-A59 PENTAX nu poate fi sterilizata

cu ETO.

2) Dupa sterilizarea cu ETO gazos este necesara aerarea. (12 ore la 55 °C).

NOTA:
Pentru sterilizarea cu oxid de etilend a accesoriilor si componentelor
endoscopice PENTAX, respectati aceiasi parametri ETO ca si pentru
endoscoapele PENTAX (vezi pagina 44).
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2-3. Ansamblul recipientului pentru apa

Fiecare ansamblu al recipientul pentru apa trebuie curatat si sterilizat cel putin o

datd pe zi sau mai frecvent, in functie de pacient si/sau de tipul de procedura

endoscopica. La fel ca in cazul tuturor accesoriilor endoscopice, ansamblurile

recipientului pentru apa trebuie curdtate cu atentie inainte de sterilizare.

Neindeplinirea acestei conditii poate conduce la o sterilizare incompleta sau

ineficienta.

NOTA:

Manipulati cu grij@ ansamblul recipientului pentru apa. NU transportati
recipientul tindndu-I de conectorul pentru aer/apa sau de furtun. Dupé ce
capacul recipientului a fost indepartat, manevrati cu grija soclul pentru
alimentare cu apa.

1) Curatarea ansamblului recipientului pentru apa

Reprocesarea pe scurt

Autoclavare

Pre-curatare Curatare cu Clatire Sterilizare
manuald |— | ultrasunete |—| siuscare |—=| cuabur |—»

Racire

b)

Dupa utilizare, intregul ansamblu al recipientului (recipient, capac si
tubulaturd) trebuie spilat cu solutie proaspatd de detergent si tifon
umed sau perie de curatare. Scufundarea completd in solutie de
detergent de curatare trebuie efectuatd in cazul articolelor murdare,
pentru a asigura contactul cu toate suprafetele ansamblului
recipientului pentru apa, inclusiv suprafata internd a sistemului de
tubulatura.

Apoi, se recomanda curdtarea ultrasonica a intregului ansamblu al reci-
pientului pentru apé pentru a accesa zonele dificil de atins, in conditiile
utilizarii unei frecvente de operare de 44 kHz + 6% pe o perioadd de
cel putin 5 minute.

Dupa spalarea cu o solutie de curitare, toate suprafetele ansamblului
recipientului pentru apa trebuie clatite bine cu apa curata si uscate.
Pentru uscarea prin stergere a celor mai multe suprafete poate fi utilizat
tifonul sau materiale textile care nu lasd scame. Pentru a facilita
uscarea zonelor dificil de atins, trebuie utilizat aerul comprimat si
solutia de alcool etilic sau izopropilic 70-90% .

/\ PRECAUTIE:

Pentru a evita deconectarea si/sau spargerea tubulaturii interne,
intotdeauna puneti maneta de drenaj aer/apa pe pozitia aer/apa (in sus) si
utilizati o presiune a aerului mai mica de 165 kPa (24 psi) in cursul uscarii
fortate cu aer.
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2) Sterilizarea recipientului pentru apa
Inainte de a incerca orice sterilizare a ansamblului recipientului pentru apa,
trebuie sa fi fost efectuatd procedura de curatare completa, descrisa mai sus
si toate articolele sa fie bine uscate. Lipsa unei operatiuni de curatare atenta
a ansamblului recipientului pentru apa, efectuatd inainte de procesul de
sterilizare, poate duce la o sterilizare incompleta sau ineficienta.

/\ PRECAUTIE:
Utilizati numai tipul de material de ambalare si configuratia de ambalare

recomandate de producatorul sterilizatorului. Utilizati indicatori chimici i/
sau dispozitive de monitorizare biologicd corespunzatoare, conform
recomandarilor emise de fabricantul sterilizatorului.

NOTA:
Parametrii de sterilizare de mai jos sunt valabili numai in cazul in care
echipamentul de sterilizare este intretinut si calibrat in mod corespunzator.

Sterilizare cu abur (autoclavare)
Ansamblul recipientului pentru apa de la PENTAX, model OS-H4/0OS-HS5,
a fost proiectat sa reziste la procedurile de sterilizare cu abur la presiune

inalta, in conditiile in care sunt respectati urmatorii parametri:

Articol Conditie
Tip de sterilizator Pre-vacuum
Conditie de expunere 134 °C-- 137 °C- x 3-18 minute

In timpul sterilizarii cu abur, asigurati-via ca sectiunea de tubulaturd si
capacul au fost indepartate de pe recipientul pentru apa.
Asigurati-vd ca maneta de drenaj de pe capacul recipientului cu apa a fost

pusa in pozitia A/W (vertical in sus).
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3. POST-REPROCESARE

1) Dupa reprocesare, endoscopul poate fi reutilizat sau depozitat.

/\AVERTIZARE:
fn cazul in care endoscopul urmeazéa sé fie depozitat dupé reprocesare,
scoateti valvele si componentele detasabile, etc. Toate canalele trebuie sa
fie complet uscate inainte de depozitare.

NOTA:
In cazul utilizérii unor proceduri chimico-termice pentru reprocesarea
endoscoapelor PENTAX, este necesar ca instrumentele sa fie lasate sa
ajunga la temperatura camerei inainte de a fi utilizate si/sau manevrate in
continuare.

2) Inainte de reutilizare, asigurati-vi ci instrumentul a fost inspectat

corespunzator si pregatit complet pentru urmatoarea procedura clinica.

NOTA:
Consultati instructiunile de utilizare (operare) PENTAX insotitoare, unde
se descriu in detaliu instructiunile recomandate pentru inspectia, utilizarea
Si operarea acestor endoscoape.

3) Inainte de depozitare, asigurati-va ci toate canalele interne, componentele
endoscopului, suprafetele instrumentului si accesoriile sunt bine uscate.

4) Poate fi utilizat un aplicator cu varf de bumbac umezit cu solutie de alcool
etilic sau izopropilic 70% - 90% pentru a indepérta cu grija orice film sau
impuritate aflate pe suprafetele lentilelor, cum ar fi lentila obiectivului
distal.

5) Endoscopul trebuie pastrat agatat intr-o incdpere curatd, uscatd si bine
ventilatd, la temperatura camerei. Tubul de insertie si cablul de ghidaj
pentru lumina trebuie agatate si pastrate in pozitie cat mai dreapta in timpul
depozitarii.

/\ PRECAUTIE:

* Asigurati-va ca toate componentele detasabile precum valva pentru ali-
mentare cu aer/apa, valva de control al suctiunii, componentele pentru
Jetul frontal de apa, garnitura de cauciuc pentru orificii de intrare sunt de-
tasate de la endoscop. Aceasta va permite o mai buna circulatie a aerului
prin canalele interne, pentru a asigura o buna uscare.

Nu depozitati NICIODATA endoscopul, componentele si accesoriile
sale, in cutia pentru transport, intrucat acest mediu intunecos, umed si
neventilat favorizeaza colonizarea bacteriana, ceea ce creste riscul de
contaminare incrucisatd. Aceste cutii sunt destinate numai pentru
transportul instrumentului, nu pentru depozitarea lui.

Nu depozitati NICIODATA endoscopul in zone cu umiditate inaltd,
temperaturi inalte sau expuse la lumina solara directa sau la raze X.
Evitati depozitarea endoscopului in incinte care prezintd margini
ascutite, cuie/suruburi vizibile, etc. Contactul cu obiectele ascutite poate
perfora, zgéria sau avaria endoscopul.
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3-1. Reparatiile

Inainte de a trimite orice instrument la PENTAX pentru reparatii, trebuie ca mai

intai instrumentul sa fie supus procedurilor corespunzitoare de reprocesare/

decontaminare, in vederea controlului infectiilor. Pentru mai multe detalii,

consultati departamentul local de service pentru produse PENTAX.

)

2)

3)

4)

5)

6)

Toate instrumentele care necesitd reparatii trebuie expediate in cutia de
transport originald, in conditii de ambalare corespunzitoare, impreuna cu
comentariile care descriu avaria suferitda de instrument si problema
existenta.

Dispozitivul trebuie sa fie Insotit de numéarul comenzii pentru reparatii, de
numele si numarul de telefon al persoanei responsabile cu autorizarea
reparatiilor, precum si de adresa postald pentru expeditie.

Capacul 'Rosu' pentru gura de ventilare trebuie sa fie atagat la instrument, in
cazul in care acesta urmeaza sa fie expediat prin curier aerian.

Orice accesorii gi/sau componente ale endoscopului, cu potentiald legatura
cu avaria suferitd de endoscop si problema existenta, trebuie de asemenea
trimise impreuna cu endoscopul.

Impreund cu endoscopul trebuie returnate si capacele de scufundare din
PVE pentru a permite verificarea/confirmarea integritatii sigiliului lor de
etanseitate la apa.

Dupai efectuarea reparatiilor, toate endoscoapele trebuie reprocesate inainte

de utilizarea la pacient.
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/\ AVERTIZARE:
Reparatiile instrumentului trebuie sa fie efectuate numai la un service autori-
zat pentru produse PENTAX. PENTAX nu isi asuméa nicio responsabilitate
pentru nicio vatamare a pacientului/utilizatorului, deteriorare sau functionare
defectuoasd a instrumentului sau ESEC AL REPROCESARII apérute ca
urmare a reparatiilor efectuate de personal neautorizat.

Distribuitorul dvs. local PENTAX este in masura sa va furnizeze o lista cu
agentii de reprocesare compatibili cu endoscoapele PENTAX, pe baza
compatibilitatii materialelor si a studiilor de functionalitate efectuate de
PENTAX Japonia. Aceste teste sunt, desigur, aplicabile numai pieselor,
componentelor si materialelor originale PENTAX, inclusiv adezivi, agenti
de etangare, lubrifianti etc. brevetati, selectati in mod specific pentru utili-
zare impreuna cu endoscoapele PENTAX, pentru a satisface criteriile de
design originale. Instructiunile de reprocesare manuald PENTAX, furni-
zate impreuna cu fiecare produs, au fost validate pentru endoscoapele
PENTAX care folosesc exclusiv piese/materiale PENTAX si care au fost
asamblate cu respectarea tehnologiilor de fabricatie brevetate PENTAX
si/sau tehnicilor de service.

Este acceptat faptul c& PENTAX nu evalueazé piesele, componentele,
materialele si/sau metodele de reparatii non-PENTAX, prin urmare intre-
barile referitoare la compatibilitatea materialelor si/sau functionalitatea
instrumentelor PENTAX construite folosind aceste articole, materiale,
metode de reparatie/asamblare neautorizate, netestate si neaprobate tre-
buie directionate catre organizatia de service de terta parte si/sau produ-
catorul responsabil pentru re-fabricarea dispozitivului. PENTAX nu are
cunostinta daca instrumentele re-fabricate sau reparate (operatiuni efec-
tuate de entitati PENTAX neautorizate) care poarta totusi eticheta PEN-
TAX indeplinesc specificatile PENTAX si/sau daca activitatile
neautorizate au modificat semnificativ performanta, domeniul de utilizare,
siguranta si/sau eficacitatea instrumentului.

Aceste companii trebuie sa confirme capacitatea acestor dispozitive
reparate/re-fabricate de a fi reprocesate in conditii de siguranta si
eficienta folosind agenti/sisteme de reprocesare recunoscute de catre
PENTAX ca fiind compatibile cu standardele produselor PENTAX. Aceste
companii gi/sau re-fabricanti de terta parte trebuie consultati pentru a
confirma daca au efectuat studii de validare a reprocesarii la modelele de
instrumente pe care le-au servisat (sau re-fabricat) care sa sustina
curdtarea, dezinfectarea de nivel Tinalt si/sau sterilizarea acestor
endoscoape prin prisma recomandarilor de reprocesare normaléd ale
OEM, instructiunilor standard AER specifice pentru dispozitiv gsi/sau
propriilor recomandari de reprocesare.

In sfarsit, proprietarii acestor dispozitive medicale au responsabilitatea
alegerii unui service sau comerciant ale carui activitati s& conduca la un
instrument cu aceleasi performante si calitdti ca si un dispozitiv finit
furnizat de catre producétorul original al endoscopului.

7) La sfarsitul perioadei de exploatare, nu eliminati instrumentul aruncandu-1
la gunoi. Contactati distribuitorul dvs. local pentru produse PENTAX

pentru a organiza o operatiune corespunzatoare de eliminare si reciclare.
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3-2. Informatii practice privind intretinerea gi servisarea

Endoscoapele flexibile au reprezentat, de zeci de ani, un instrument de valoare
inestimabild din panoplia celor care stau la dispozitia comunitatii medicale,
pentru diagnosticarea cu succes si tratarea unei game largi de boli ale pacientilor.
Poate din cauza longevitatii lor si a schimbarilor progresive de design aparute
de-a lungul anilor, care au condus la simplificarea utilizarii lor, endoscoapele
flexibile au fost cumva luate ca atare si considerate in mod eronat ca nefacand
parte dintre dispozitivele medicale de Tnalta tehnicitate.

De fapt, cu toate cd sunt mai usor de folosit in conditii clinice, endoscoapele
flexibile din prezent sunt mai sofisticate ca oricand. Trebuie respectate
instructiunile de reprocesare, pentru a va asigura ca instrumentele pot fi folosite
la pacienti, In conditii de sigurantd. Endoscopul trebuie ingrijit si manipulat cu
griji, pentru a preveni avarierea acestuia si pentru a-i prelungi durata de
exploatare 1n conditii de fiabilitate.

Responsabilitatea asigurarii unei functionari sigure si fiabile a instrumentelor
apartine personalului medical care se ocupa efectiv de endoscoapele flexibile si
de reprocesarea acestora.

Bineinteles, fabricantii echipamentelor preiau o parte din aceasta responsabili-
tate si au fost facute eforturi sustinute pentru a proiecta instrumente care sa poata
fi reprocesate si intretinute cat mai usor cu putintd. Cu toate acestea, datorita
tipului lor de utilizare si aplicatiilor la care sunt folosite, endoscoapele flexibile
trebuie supuse unor proceduri speciale de curdtare, urmata de un proces de dez-
infectare si sterilizare dupa fiecare utilizare la pacient.

Pentru a accentua si simplifica lucrurile, desi pentru unii ar putea pirea
instructiuni complicate de intretinere si reprocesare, PENTAX recomanda in
mod insistent ca utilizatorii sa parcurgd sugestiile si sfaturile date mai jos, pentru
intretinerea si servisarea endoscoapelor flexibile de la PENTAX.

Aceste informatii, n special cele privind reprocesarea endoscopului, nu trebuie pri-
vite ca ,scurtaturi” si nu sunt destinate sa inlocuiasca procedurile recomandate de
instructiunile complete date 1n sectiunile respective ale instructiunilor de utilizare.

** Evitati scufundarea endoscopului Tmpreund cu accesorii (forceps, ace de
injectie sau de aspiratie, etc.) sau orice obiecte cu margini ascutite care ar
putea zgaria sau tdia in mod accidental teaca sectiunii de indoire distala.
(Indoirea ulterioara, inainte si inapoi, a tecii din cauciuc, ar putea intinde
invelisul de cauciuc in zona zgariatd, pana la aparitia unei sparturi si scurgeri.)

** Expunerea la un detergent compatibil este esentiald pentru o buna curitare a
tuturor suprafetelor endoscopului. Clatirea si uscarea dupa curdtare sunt
absolut necesare pentru a preveni diluarea si/sau alterarea agentului de
dezinfectare/sterilizare.

** NU reutilizati componentele endoscopului destinate unei singure utilizari sau

utilizarii la un singur pacient.

** NU expuneti endoscopul sau componentele endoscopului la solutii chimice
cu actiune durd. Respectati in mod strict timpii de expunere recomandati de
producitorii solutiilor compatibile.

** Nu tofi producatorii de dispozitive automate de reprocesare a
endoscoapelor (RAE)/Spalatoare-Dezinfectatoare (SD) fac afirmatii
specifice si furnizeaza instructiuni precise pentru reprocesarea tuturor
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componentelor detasabile ale endoscopului, care sunt esentiale pentru
functionarea eficientd si in conditii de sigurantd a endoscoapelor flexibile.
Prin urmare, in cazul in care instructiunile emise de fabricantul RAE/SD nu
se referd in mod specific la reprocesarea vreunei anumite componente a
endoscopului (valva pentru alimentare cu aer/apa, valva de suctiune,
garniturd pentru orificiul de intrare, tub de irigare, valva de verificare,
mecanism selector, etc.) cu ajutorul RAE/SD, aceste componente vor fi
reprocesate manual dupd cum este descris in instructiunile/etichetele
PENTAX. Inainte de utilizare, verificati caracteristicile specifice indicate
de fiecare producitor RAE, cu privire la reprocesarea componentelor
individuale ale endoscopului.

Evitati contactul oricarei portiuni flexibile a endoscopului cu orice obiect
cu margini ascutite (margini de pat, colturi de masa, drenuri ale chiuvetei,
accesorii agatate 1n incintele de depozitare, etc.) in orice moment pe durata
manipuldrii, reprocesarii sau depozitarii endoscopului.

Evitati intinderea tecii de cauciuc a sectiunii de indoire de la partea distald a
endoscopului. In timpul curdtdrii mecanice cu ajutorul unui tifon umezit,
NU utilizati o forta excesiva. O miscare usoard de stergere, inainte si
inapoi, trebuie sa fie suficientd pentru a indeparta reziduurile de dimensiuni
mari. Scufundarea ulterioard intr-un detergent de curdtare va curdfa
impuritatile ramase.

Prin natura lor, agentii de dezinfectare si sterilizare sunt substante toxice.
Orice urma de solutie trebuie Indepartata prin clitire cu atentie si trebuie
efectuata uscarea inainte de fiecare utilizare la pacient.

Cheia pentru a preveni obturarea canalelor/duzelor pentru aer, apa sau jet de
apa este sa treceti imediat prin canale fie aer comprimat fie lichid/detergent,
imediat dupa retragerea din pacient. Aceastd operatiune trebuie urmata de
perierea fiecarui canal accesibil, apoi scufundarea in detergent de curatare.

Nu incercati sa indepartati sau sa desurubati acele componente ale
endoscopului care nu trebuie indepartate. Parfi precum portiunea distald a
cuplei ghidajului pentru lumind, porturile de intrare si toate elementele de
tensionare, atit de pe tubul de insertie cat si de pe cablul ombilical, sunt
esentiale pentru asigurarea etanseitatii la apa a instrumentului. indepartarea
sau slabirea acestor componente si scufundarea ulterioard pot conduce la
patrunderea de lichid in endoscop si/sau la scaderea eficientei operatiunii de
reprocesare.

Verificati prezenta oricdaror margini ascutite pe toate suprafetele unitatii
automatizate de curatare/reprocesare, care ar putea veni in contact cu
endoscopul. Unele unitati pot prezenta filtre si cosuri din plasa de sarma sau
porturi de intrare/iesire, cu margini ascutite, care pot avaria endoscopul.

in cazul utilizarii unor proceduri chimico-termice pentru reprocesarea
endoscoapelor PENTAX, este necesar ca instrumentele sa fie ldsate sa
ajunga la temperatura camerei Tnainte de a fi utilizate si/sau manevrate in
continuare.

Asigurati-va cd adaptorul pentru curatarea canalului pentru aer/apa/
instrumente este atagat in mod stabil la partea de sus a cilindrilor valvei
pentru aer/apa si suctiune.

NU strangeti in mod excesiv capacul ansamblului recipientului pentru apa.
Conducta metalica din partea superioara a ansamblului recipientului pentru
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apa PENTAX functioneaza ca un port de intrare pentru aerul provenit de la
sursa de lumina. Aceastd conductd nu trebuie utilizatd ca parghie pentru
strAngerea capacului recipientului pentru apa. Strangerea excesivd poate
cauza craparea capacului din plastic.

NU introduceti bule de aer in canalele interne ale endoscopului in timpul
trecerii solutiilor de curatare si/sau dezinfectare/sterilizare, intrucat aceste
bule ar putea influenta negativ eficienta procesului de dezinfectare/

sterilizare.

NU depozitati endoscopul, componentele si accesoriile sale, in cutia pentru
transport, Intrucat acest mediu intunecos, umed si neventilat favorizeaza

colonizarea bacteriana, ceea ce creste riscul de contaminare incrucisata.

Inainte de fiecare utilizare, verificati starea tuturor instrumentelor accesorii
ale endoscopului.

NU utilizati accesorii avand tija flexibild rasucitd sau indoita.

NU utilizati forcepsi avand cupele nealiniate si/sau acele/varfurile indoite.
NU utilizati ace de aspiratie sau injectie care nu sunt retractabile sau ale
caror varfuri ascutite nu pot fi protejate.

NU utilizati perii de curatare ala caror varfuri distale nu sunt netezite sau
rotunjite.

NU utilizati instrumente cu sectiuni rigide distale excesiv de lungi sau ale
cdror diametre exterioare restrictioneaza trecerea prin canalul pentru
instrumente/orificiul de intrare pentru instrumente.

Utilizarea oricaruia dintre accesoriile mentionate mai sus poate provoca

avarierea canalului si aparitia necesitatii unor reparatii costisitoare.

Este recomandata verificarea concentratiei minime efective (CME) a
ingredientelor activi (cu ajutorul bandeletelor de testare sau prin metode
similare) pentru a asigura potenta agentului lichid germicid in obtinerea

unei dezinfectari/sterilizari de nivel inalt.

/\ AVERTIZARE:
Reparatiile instrumentului trebuie sé fie efectuate numai la un service
autorizat pentru produse PENTAX. PENTAX nu Tisi asuma nicio
responsabilitate pentru nicio vatadmare a pacientului/utilizatorului,
deteriorare sau functionare defectuoasa a instrumentului sau ESEC AL
REPROCESARII apérute ca urmare a reparatiilor efectuate de personal
neautorizat.

/\ AVERTIZARE:
NICIODATA nu scépati acest echipament pe jos si nu il supuneti unui
impact puternic, deoarece puteti compromite functionalitatea si/sau
siguranta in utilizare a unitatii. In cazul in care acest echipament a fost
manipulat in mod necorespunzétor sau scépat pe jos, nu il utilizati.
Inapoiati-l unui service autorizat pentru produse PENTAX, pentru
inspectie sau reparatii.
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4. DENUMIRI S| FUNCTIONALITATI

4-1. Video endoscop

VALVA DE TRECERE A AERULUI/APEI (OF-B188)

Prin acoperirea orificiului din partea de sus a valvei se introduce

aer sub presiune. Prin acoperirea orificiului si apasarea completa
a valvei se introduce apa sub presiune.

VALVA DE CONTROL AL SUCTIUNII (OF-B120)

Apasati pentru a scoate lichidul sau aerul prin canalul pentru

instrumente.
BUTON 1

Apasati pentru a face stop cadru pe o imagine.

BUTON 2

Apasati pentru a activa sistemul de copiere pe suport de hartie care

a fost selectat dintre ,FILE* si ,HARD COPY*.

BUTON 1

BUTON 2

BUTON 4

BUTON 3

MANETA DE BLOCARE A ANGULATIEI SUS/JOS

Cand aceasta maneta este in pozitia ,F*, rasucita in sens orar,

sectiunea de indoire se misca liber. Cand este rasucita complet in
sens antiorar, sectiunea de indoire se stabilizeaza in mod progresiv.

BUTON 4

Rasuciti in sens orar pentru a activa magnificarea
(Seria EG-2990i/2990Zi, EC-3490i/3490Ti/3890i/3890Zi).

BUTON 3

Apasati pentru a activa VCR pentru inregistrarea in timp real
a procedurilor sau pentru a magnifica imaginea endoscopica

(EPK-1000).

ELEMENT DE DETENSIONARE

GARNITURA PENTRU ORIFICIUL DE INTRARE

Permite trecerea accesoriilor, prevenind in acelasi
timp pierderea de lichide si aer.

INTRARE CANAL PENTRU
INSTRUMENTE

Pentru introducerea forcepsului
de biopsie si a altor accesorii.

CORP DE

‘o CONTROL

>

INDICATIVUL MODELULUI

‘(
MANETA DE CONTROL A ANGULA

DREAPTA/STANGA

MANETA DE CONTROL A ANGUL,
SUS/JOS

MANETA DE BLOCAJ AL ANGUL/
DREAPTA/STANGA

Functii similare cu blocajul sus/jos

P

N~—"

CORDON OMBILICAL

NOTA:

Functia fiecarui buton poate fi modificata. Pentru mai multe detalii, consultati manualul furnizat impreuna cu seria
EPK-i sau EPK-1000.

EG-2790i Seria EG-2990i/2990Zi Seria EG-1690K/2490K/2790K/2990K/3490K,
Endoscop VSB-2990i EC-3490i/3890i/3890Zi EG-3890TK, ED-34907K,
EC-2990i/3490Ti/3490K/3890K/3890TK
Procesor Seria EPK-i Seria EPK-i EPK-1000 Seria EPK-i
Buton 1 Stop cadru Stop cadru Stop cadru Stop cadru
Buton 2 Copie suport hartie Copie suport hartie Copie suport hartie Copie suport hartie
VCR (pentru NTSC
Buton 3 VCR VCR Ampliﬁc(:re (pentru PA)L) VR
Buton 4 Amplificare — Ax/ﬂfs;féﬁsg;?u,\g ASL(;) Amplificare
Magnificare _ Magnificare _ _
Maneta de control
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NOTA:

Pentru a evita deteriorarea endoscopului, NU rasuciti, rotiti sau indoiti excesiv niciunul dintre elementele de

detensionare.

CAPATUL DISTAL
(Consultati partea interioara a ultimei coperti a acestor instructiuni de utilizare)

ELEMENT DE DETENSIONARE

e

SECTIUNE DE INDOIRE

/

T

A\

TUB DE INSERTIE

PORT PENTRU JET DE APA

CONECTOR DE VENTILARE
Accepta capacul de ventilare ,ROSU*

Permite conectarea tubului special de irigare (OF-B113)
pentru sursa presurizata de pulverizare indreptata catre

suprafata vizualizata endoscopic.
PORT PENTRU AER/APA

Acceptd, de asemenea, testerul pentru scurgeri.

CAPAC DE VENTILARE OF-C5

Pentru conectarea tubului de alimentare de la Asigura ventilarea interiorului endoscopului, pentru a egaliza

ansamblul recipientului pentru apa.

CONECTOR PVE
Poate fi rotit

cu un grad de
libertate

de 180°.

TERMINAL FEEDBACK

(Nu este disponibil la
EG-1690K)

Pentru conectarea cablului
OL-Z3 de la videoprocesorul
PENTAX, model seria EPK-i,
EPK-1000.

RACORD DE SUCTIUNE

Pentru atasare la sursa externa de
suctiune.

presiunea interna cu cea externa. Inainte de scufundare, acest
capac trebuie indepartat.

NOTA: Consultati sectiunea separaté, foarte importants,

referitoare la utilizarea acestui capac!
CONTACTE ELECTRICE

. CAPAC DE SCUFUNDARE DIN PVE (OE-C9)
- (“ '/ Inainte de scufundare, acest capac trebuie atasat

n mod ferm. Aliniati sdgeata neagra de pe capacul
de scufundare cu punctul verde de pe baza
gulerului argintiu care inconjoara contactele
electrice de pe conectorul PVE PENTAX. Apasati
capacul in jos pe gulerul metalic si rasuciti in sens
orar pentru a-l fixa.

=0

S LTI LI

LUMINOS

Transmite lumina de la sursa de lumina la
capatul distal al endoscopului.

NOTA:

Asigurati-va ca ati atasat ferm in pozitie capacul de scufundare din PVE (rotindu-I in mod
corespunzator), pentru a preveni iesirea acestuia in timpul reprocesarii. Daca acest capac
de scufundare din PVE nu este bine fixat, endoscopul se poate deteriora.

/\ AVERTIZARE:

Imediat dupa utilizare, cupla metalica a ghidajului pentru lumina si contactele/pinii electrici ai
endoscopului pot fi fierbinti. Pentru a evita arsurile, nu atingeti aceste zone imediat dupa
utilizare. Pentru o manevrare mai sigura dupéa efectuarea unei proceduri, apucati de izolatia
din PVE a conectorului.
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PENTAX

Producator

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

Distribuitori

PENTAX Medical (Shanghai) Co., Ltd.

Room 701, 291 Fumin Road, Shanghai, China 200031
Tel: +86-21-61701555
Fax: +86-21-61701655

PENTAX Medical Singapore Pte. Ltd.

438A Alexandra Road, #08-06 Alexandra Technopark Singapore 119967
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
Tel: +1-201-571-2300 Linie gratuita: +1-800 431-5880
Fax: +1-201-391-4189

PENTAX Canada Inc.

6715 Millcreek Drive, Unitl Mississauga, Ontario LSN 5V2 Canada
Tel: +1-905-286-5570

Fax: +1-905-286-5571

PENTAX Europe GmbH

Julius Vosseler Strasse 104, 22527 Hamburg, Germany
Tel: +49-40-561-920

Fax: +49-40-560-4213

PENTAX U.K. Ltd.

PENTAX House, Heron Drive, Langley SLOUGH SL3 8PN, Great Britain

Tel: +44-1753-792792

Fax: +44-1753-792794

® Specificatiile pot fi modificate fara notificare prealabila si fara
asumarea vreunei obligatii din partea producatorului.
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