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L >reuse, it is necessary to carefully read the instructlonsforlts operation of the device and the endo-
s0A) used with it as well as instructions for related products and strictly observe them when using.
OmBrwise, damage to the product or accidental injury to the user or patient is possible.

The instructions describe the procedure for checking and preparing the device before use. working with
the processor, maintenance after use, etc. The instructions do not describe the methods of conducting
specific procedures, Nalso does not contain training materials for beginners on the correct implemen-
tation of techniques and medical aspects of using the device.

If you have any questions about the information provided herein, please contact your local PENTAX
MedicalCenter, which is subject tochange withoutnotice.

Unauthorized reproduction, in whole or In part, of the contents of this instruction is prohibited.
Keep this instruction and all other necessary guides In a safe place to contact in the future.
ICODING OF THE SYMBOLS SPECIFIED IN THIS INSTRUCTION.

Indicates a directly dangerous situation that, if not pre-
vented. will lead z()jdeath or serious injury.

' DANGEROUSLY!
indicates a potentially dangerous situation that, if not
prevented, could lead to death or serious injury.

WARNING!
indicates a potentially dangerous situation that, if not
prevented, can lead to mild or moderate injury. ltcan also
INMAATTENTION! be used to warn of unsafe practices or the risk of damage

to equipment.

NOTE! Indicates additional useful information.

PURPOSE OF THE PRODUCT
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»hjs endoscopic video processor is designed for use with PENTAX Medical EG27-V10c and EG29-

V  video detectors, PENTAX Medical EC38-V10cM and EC38-V10cL video detectors, as well as
thirauxiliary equipment for endoscopic diagnostics and video surveillance. Do not use an endoscopic
vid”~porocessor for any purpose other than those specified in the purpose.

2. RISK CLASS OF A MEDICAL DEVICE

Depending on the potential risk of use (according to Appendix No. 2 to the Order of the Ministry of
Health of the Russian Federation dated 06.06.2012 No. 4n) - class 2a.

3. LIST OF INTERNATIONAL REGULATORY DOCUMENTS / STANDARDS TO WHICH
THE MEDICAL DEVICE CORRESPONDS.

MOD 93/42/EEC; IN 1SO 13485; INISO 14971; EN1041; EN ISO 15223-1; IN60601-1; IN60601-1-

2,
IN60601-2; ASTM D4169; IN ISO 14155; IN62366: IN62304.

4. INFORMATION ABOUT THE MANUFACTURER OF THE MEDICAL DEVICE
Production of the company:

JPENTAX-Achua Medical Technologies Co., Ltd.
East of 3rd Floor, Block C, Building 1, No. 5 Shenwang Road.
Minhang District, 201108 Shanghai, P.R. China

Manufacturing organizations:

1 PENTAX-Aohua Medical Technologies Co., Ltd.
East of 3rd Floor, Block C, Building 1, No. 5 Shenwang Road,
Minhang District, 201108 Shanghai, P.R. China

2. Shanghai Aohua Photoelectricity Endoscope Co., Ltd.;
No,66, Lane 133, Guangzhong Road, Minhang District, 201108, Shanghai, P.R,China

6. COMPLETE SET OF MEDICAL DEVICE
The medical device is supplied in the following configuration;

- Processor - 1 pc.
| - Keyboard(if necessary)- 1 pc.
- Power cable -1 pc.
«CVBS cab)e(if necessary)- 4 pcs.
- S-video cable(If necessary)- 1 pc.
-Fuse-4 pcs. -
- White balance cap(tf necessary)- 1 pc. - ,
- Video printer cable(if necessary)- 1 pc. -
e Instruction manual - Ipc.

6. INFORMATION ABOUT POTENTIAL CONSUMERS (USERS) OF THB
VICE

Qualified personnel of medical and preventive institutions, who have undergone special training in
working with the product.

7. CONDITIONS OF APPLICATION.
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b' qualified specialists of health and medical laboratories.

. ISCOPE OF APPLICATION.

Endoscopy. Minimally invasive procedures.

OPERATING CONDITIONS

The video processor can be operated at an ambient temperature: from +5 ®C to +40 ° C, relative hu-
midity from 30% to 85% (without condensation) and air pressure from 700 hPa to 1060 hPa.

N0. INDICATIONS FOR USE. CONTRAINDICATIONS. PRECAUTIONS.

10.1. Indications for use

This endoscopic video processor is shown for use with videp gastfology
@TAX Medical EG27-V10c and EG29-V10c. PENTAX Medical EC*B-VIOcM and EC38-V10cL video
0

Ignoscopes. as well as their auxiliary equipment for endoscopic diagnostics and video sun/eillance.

10.2. Contraindications to use

1. Serious heart disease, such as severe arrhythmia, especially with a slow ventricular rhythm, acute

myocardial infarction and severe heart failure.
1 Installed heart pacemaker.

I. Confusion or mental disorders.

4 Other contraindications to endoscopy.

10.3. Precautions

m DANGEROUSLYI

«The endoscope connected to the video processor is the working part of type BF;it isstrictly forbidden to
jipply itdirectly to the heart. Leakage current from the working part of type BF can be dangerous and
pen cause ventricular fibrillation or seriously disrupt the function of the patient's heart. Strictly follow the

Instructions below.
< In no case do not apply an endoscope connected to the video processor on the heart and area near

the heart.

< Do not allow endotherapy supplies or other endoscope superimposed on the heart or area near the
heart to come into contact with an endoscope connected to this video processor. \ y

= Strictly observe the precautions below. Otherwise, there is a threat to the patient' fJpKIJwf-staff.
mWhen using this device to examine the patient, do not allow metal parts of the efi*rt«JI™fe~41S'~cces-
aorles to come into contact with metal parts of other components of the. system. e

mKeep liquids away from any electrical equipment. Incase of liquid on the device or inside jL:im [ i?)i
alop working with the video processor and contact the PENTAX Medicaiservicecgpter. Ny

Do not prepare, check and use the endoscopic video processor with wet hands>-—
< It li forbidden to install and use endoscopic video processor in places

- with a high concentration of oxygen;
= with the presence of an oxidizing agent (e.g., nitrous oxide) or flammable gaseous anesthetics in the

Aimoephere.
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'l. DESCRIPTION OF THE PURPOSE OF THE BUTTONS AND CONNECTORS ON THE
If*VELS OF THE VIDEO PROCESSOR PENTAX MEDICAL EPK-V1600c.

Up Dution
Freeze Button
Down Button
HbE Dutton
Photograph Button

Video Recording Button

Video EndosccH"e Cable Reedy/Busy Indicetor

Connector Socket

White Bfllence Cap

Light Guide Receptacle White Beience Power Switch
Button and indicator

Pump Button Lamp Lifo iridicator

Airltow Adjuatmant  Reaet Button
Button

Flg.1. Schematic image of buttons and connectors on the front panel of the video processor
PENTAX Medical EPK-V1500C
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Y/C video Output MCBVideo Output

Fig.2. Schematic representation of buttons and connectors on the back panel of the video processor
PENTAX Medical EPK-V1500C.

12. SYMBOLS USED \bl MARKING.

Symbol Decoding

Indicates a type 6F working part with an electric shock protection degree
corresponding to IEC 60601-1,

O Indicates the need to familiarize yourself with the 1n$lric)K)n.xoaru,

Indicates the place of connection of the endoacope.

Indicates where the fuses are installed.

Indicates a terminal to eliminate potential difference relative to other
equipment or parts of the system

Warning.
Indicates the need for caution during operation.

Name and address of the manufacturer of the medical device.

EC REP Name and address of the manufacturer's aTjthorjsed representative in the'
European Community.
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note.

Manufacturer: PENITAX-Aohua Medical Technologies Co., Ltd.

13. FUNCTION OF VIDEO PROCES$OR PENTAX MEDICAL EPK-Y1400C.

White balance adjustment.

The device can adjust the white batance.

8tltction of pump air flow.

The device can switch the airflow levels of the pump.

Video out.

Mpunbop ocHawéH pa3nnyHbiMn Bugeosbixogamu; Y/C, SYNC, RGB, AV n DVI.

lelect IRIS mode.

The IRIS mode button can be used to select IRIS mode (exposure control method): medkim (A), peak
(P) value, or automatic mode. The brightness of the field lighting is adjusted automatically based on the
eelected IRIS mode.

Keyboard (optional).

Uelng the keyboard, you can enter the necessary information, such as date / time, Information about the
Inetltullon and the patient. You can work with the processor even without entering information. You can
connect any keyboard with a USB connector.

Function keys are assigned as follows:

F1: HBE; F2: IRIS: F3: upgrade mode; F4: level of Improvement; F6: freeze frame; F7: reproduced-
milntenance; F8: switch to the previous freeze frame; F9: recording; F10: photography:

F11: scale: F12: Date/time setting.
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dijust the hue.
le buttons for selecting and moving up/down, you can adjust the color tone levels: red/blue.

.iprovement.
h~~vice allows you to perform for the image improvement of contours. Improvement of structures or

O t* these features. Enhancement is a processing technique for electronically sharpening an image.

hprovement of HWE.

he device allows you to perform an Improvement HBE. Improvement HBE is a processing technique
(r the isolation ofbtood vessels in order to facilitate the observation of tissues with an enriched blood
Uppiy.

Ifeoze frame.

lio freeze frame function captures the frame of a moving image. With the move up and down buttons,
Jiu can view freeze frames.

Ucord images/videos to USB drives.

Vith the photo and video recording buttons, you can save captured images and recorded videos to a
JSB drive

jcallng.
can enlarge both the image in real time and the freeze frame.

14 TECHNICAL AND ELECTRICAL CHARACTERISTICS Of THE MEDICAL DEVICE,

Voltage . 1 100 - 240V variable.
Power Requirements T-SO/eO Hz

PowerM™Mulremwts 150 VA

V ollne fluctuations _*10%

Arnbient temperature - from 5”"C to 40"C __

RH

Service conditions
; 30 to 85%_

Afrom 700 to 10eOgPa
»-40“C to SSX

Air pressure

Ambient tempwature

Storage conditions

_RH

Air pressure

LAp

i Average lamp life

from 500 to ibeO”Pa
LEpjamp_35W
10 000h

lllumination j Color temperature __4"500-6600K
Brightness control Auto
) ) T ' Devices compatible with this processor
Compatible with endo- LiBeTHbIe LiBeTHbIE BUAE03HA0CKON PEN
! BUAEO03HA0CKONbI PEN- ' . i
scopes AcOIRA TAX Medical EG27/29-VI0c, 6C38-
TAX Medical

i ViocL/M
i

; Air pump system i Tt
Air supply system pump sy j_Post.t"k3, dyafragmenny type
: Low; 4.0 I/min £ 2 I/min

| High: 7.0 Umin + 2 I/min

j Standard volume of air
supply to the inlet of the

4 water tank
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#/ater supply system

The pressure in the water * .
jg created by the , Capacity = 150ml

4P.P =" - L. C e

j Exposure management sys'

tern

Freeze frame function

Cooling

Video signals

Control signals

Classification as medical
electrical equipment

Electromagnetic com-

patibility
Correspondence
Size

Mass

Software version

Automatically Selection; Medium / Peak / Auto
----------- x

| The freeze frame screen appears as a
normal screen.

| * Forced air cooling

j Digital Output , TWO 2 s’s
; . RGB 1 set
!
- 1 set
i yjs.-.
I Analog output * Qp 1 set
SYNC 1 set
Remote 1 set i

Type of protection against Class | equipment

; Type BF (floating housing), use of an iso-
Degree of protection

against electric shock

Do not use in a potentially flammableenvi-
ronment.

' The processor may not be used in a mix-
| Degree of explosion pfo-
' tection

ture of air and flammable anesthetic

gas or a mixture of oxygen/nitrous oxide ?

and flarhmable gaseous anesthetic.

EN 60601-1-2 for EU

. Design compliance IEC 60601-1-2 for other countries

y -
j Design compliance __+ULG60601-1 m _ _|EC 60601-1
) ) " VMldth 452.0mm  height 167.0mm Xx
j Except protruding parts . depth 456.0mm

Main unit M1.5kg
1

. SW17.03and above

\0 V
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PROCEDURE FOR WORKING WITH THE PRODUCT.

I" 1. Installation and Verification.

Flg.3. System configuration.

"\ ATTENTIONI

» Do not place any instruments on the endoscopic video process. This can c”™ee damage to the

device. m
«Do not close the air outlet on the video process. Clean the air inlet when Itis covered With as

Il blockage can cause overheating and damage to the appliance. n
«Do not install an endoscopic video processor near sources of strong electromagnetic radi“bn M i-
crowave and short-wave therapy devices, MRI, etc.). Otherwise, there rinay be failures in~d endo-
mooplc video process n

1. Place the endoscopic pedley PENTAX Medical PT-V10c on a flat surface. Lock therofler brakes
<1 shown in Fig. 4.
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Rice. 4. Image of fixing the brakes of the trolley rollers.

2. Place the EPK-V1500c on the trolley.

3. Connect the video processor with wires to the peripherals.

<Connect the DVI connector on the VCR and the DVI input terminal on the monitor with a cable.
=Connect the R/G/8 connectors on the video processor and the RGB input connector on the monitor
with a cable.

«Connect the Y/C connector on the video processor and the input connector on the monitor, video
printer, etc. with a cable.

= Connect the SYNC/AV1/AV2 connectors on the video processor and the input connector on the
monitor, video printer, etc. with a cable.

<Connect the OPTION connector on the endoscopic video process and the remote activation termi-
nal on the video printer with a cable,

4. Insert the fiber connector into the endoscope slot on the front of the light source before clicking
(see Fig. 5.)

Rice. 5.

ﬁ ATTENTIONI!

Before connecting the fiber connector to the video processor, make sure that Itis completely dry.
Otherwise, an electric shock or damage to the device is possible.
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‘Make sure the endoscopic video processor is OFF
6, Connect the power cord to the mains socket and to the mains outlet.

A DANGEROUSLY!

Plug the power cord directly into the mains outlet with the ground contact. Failure to properly ground
Ihe videoprocessor leads to the risk of electric shock and/or fire.

WARNING!

Do not allow moisture to get on the power cord. This can lead to electric shock.

<Do not bend, pull and twist the power cord. This can lead to electric shock, damage to the appliance
or fire.

=L eave the power switch ON for daily work. Ifthe device will not be used for some time, TURN OFF
the power switch. «Make sure the power supply has sufficient power. Otherwise, hardware failures
are possible.

= The user must provide a stable power supply. Strong fluctuations in the supply voltage must be
compensated by a stabilizer or UPS.

15.2. Checking the Power Supply

e At

-t

WARNING!

Before each use. check the video processor as described below.

«In case of any suspicion of malfunction, do not use the device and perform a check according to
the chapter “Troubleshooting'*.

= If the fault Is not resolved after referring to the chapter "Troubleshootir™", contact an authorized
=ervice center. The use of a defective video process can compromise the safety of the patient or user
mnd cause serious damage to the equipment.

1. Make sure that the fiber connector is connected to the endoscope slot on the video process.
I 2. TURN ON the main power switch on the front panel.
| 3, Make sure the power light is on.

if the power is not INCLUDED.

If the power does not turn on, TURN OFF the video processor and check the system as follows:

1. Make sure that the power cord is securely connected to the mains outlet and to the mains socket
on the video process.

2. TURN on the power switch on the front panel.

3. Make sure the power light is on.

143,Checking the Image on the monitor.

WARNING!

< Before replacing the fuses. TURN OFF the power switch and disconnect the power cord from the
electrical outlet. Otherwise, electric shock is possible. \Y

» TURN OFF the video processor and disconnect the power cord from the mains outlet.
<When replacing fuses, refer to the section "Replacing fuses".

' Itthe power does not turn on after replacing the fuses with new ones, contact an authorized service
center.
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5 seconds after turning on the power switch, the image and settings appear on the left side of the
~ monitor screen. Ifthe power does not turn on after replacing the fuses, contact an authorized service
*nter.

15.4. Checking the freeze frame function and canceling the freeze frame.

1. Press the "Freeze" button on the endoscope handle.
2. Make sure that the real-time endoscopic Image Is frozen on the monitor.
3. Press the "Freeze" button again and make sure that the real-time image appears again.

WARNING!

If the image does not capture or recover, press the power switch to TURN OFF the video process,
wait 8 seconds, and then press the power switch again to TURN on the video process. If this action
also does not help, please contact an authorized service center.

16. OPERATION.
1 WARNING!

«Ifyou suspect a malfunction of any function, immediately stop the study. Follow these steps: Using
e defective video process can lead to injury.

= If the endoscopic image disappears or the image freezes and does not recover, TURN OFF the
video processor and wait about 8 seconds. Then TURN it back on.

< If a malfunction occurs or is suspected, stop using the device immediately and slowly remove the
endoscope from the patient's body, following the instructions in the endoscope manual. Then youwill
go to the Troubleshooting" chapter and follow these steps. If the problem persists, contact an au-
thorized service center.

< Do not leave the endoscope lights on before and/or after the examination. Thiscan cause over-
heating of the distal end of the endoscope and lead to Injury to the operator and / or burns to the
patient.

« To avoid failures, do not use the video processor in a place with strong electromagnetic radiation.
(For example, microwave and short-wave therapy machines, MR! and radio devices),

16.1. TURN ON THE VIDEO PROCESS.

1. Make sure the VCR power switch is OFF.

2. Make sure that the fiber connector Is connected to the endoscope slot on the video process.
3. Press the power switch to TURN on the video processor.

4. Make sure the VCR power light is on.

16.2. Setting the date and time.

1. Press the F12 key on your keyboard. (NOTE: Optional)

2. Press’ihe up, down, left and right arrow keys on your keyboard to adjust numeric values.

3. Date and time format; YYYY/MM/DD (year/month/day) and HH; MM: SS (hours; minutes: sec-
onds).

4. When everything is set up, press the F12 key again.

16.3. Entering patient Information.

Press ENTER on the keyboard to switch between the patient information columns and key”ard
Input, |
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D*U and time

iRts mode
Improvement Status
Kb Improvement Sta-
tue increase

Patient ID PatteTRT

eurname

Patient's gender Per
tient's age Institution’

name
Comment

Value of color tone ad-

juatment Endoscope

model

Endoscope Serial Num- .

R(ee. 6. Monitor screen image.

Ifl.4, TURNING ON THE_LAMP.

1. Press the light button to TURN on the lamp (see Pis. 7). The processor lamp and the LIGHT
Indicator will 1i™t up After turning on the tamp from the distal end of the endoscope connected to
the processor, light will be emitted. When you press the lighting button again, the lamp TURNS OFF.

Rice. 7.

NOTE.

After use, be sure to press the lighting button to TURN OFF the lamp.

L
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SWITCHING ON the Dump and changing the alrflowlevel.

VPress the pump button to TURN on the pump (see Figure 8). The PUMP lights up and the air
W hs. When you press the pump button again, the pump shuts down.

2, Press the airflow adjustment button to adjust the airflow level (see Figure 8). When you press the
airflow adjustment button, the airflow level switches between “H" (high) and "L" (low»). The H and L
Indicators reflect the current status of the airflow.

Rice. 8.

WARNINGI

It should be understood that there may be differences in airflow (pressure and volume) for patient
Insufflation depending on the equipment manufacturer (type of processor and/or endoscope). Thus,
It Is Important to keep constant close monitoring of the patient and aspirate excess air to prevent
excessive insuffality and the risk of pneumatic perforation.

ATTENTION!

<Regardless of the pump level chosen, avoid pumping excess air to minimize the risk of pneumatic
perforation and barotrauma.

<Do not supply too much air.

«Constantly monitor the patient and do not allow air embolism due to excessive air supply.

N'Necnpn/,.
NOTE.
N

If you have difficulty cleaning the lens of the lens from contaminant”™ yotrcan twnporarfl™a” the
Increased power level of the pump on the video process. At the same flme, activate thUNef.'supply
and aspiration control valves at the same time to minimize air insuffattron. After cleaning the lens,
return the original air pressure for everyday use. Regardless of the pump level you chbose, avoid
pumping in excess air.

16.6. Setting White Balance

Adjusting the white balance is necessary to reproduce the colors in their original shades.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



WARNING!

or accurate color reproduction, adjust the white balance after each change thendoscope param-

eters.
= Always control the image according to the purpose of the study. Setting the wrong color tone or

Improvir>g color can lead to observation omissions or misdiagnosis.

1. Make sure that the endoscope is connected to the endoscopic video processor.

2. Make sure the endoscopic video processor and lamp are ON.

3. Insert the distal end of the endoscope into the white balance cap as shown O‘].Pis. d. Keep the
white balance cap and endoscope still so that the image on the monitor does not erve.

Wht'ie balance cap

Rice. 9.

4, Press and hold the white balance button for at least two seconds (see Figure 10). A "WB done'
message will appear on the display screen (OSD) indicating that the setup is complete.

1. Press the IRIS mode button or the F2 key on the keyboard to select the IRIS mode (exposure
oontro! method) (see Figure 11). When you click on the IRIS mode button, IRIS mode switches be-
twean "A" (average), “P" (peak) and Auto (automatic). Indicators reflect the current status of IRIS
mode. If mode A is selected, exposure is controlled based on the average brightness of the field. If

| /7
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R]ce. 11.
~6,8. Scaling

This function works with real-time image and freeze frame. Press F11 to enlarge the image with a
ritloof 1.2x, 1.5x, and 2x.

16.9. Adjusting the color tone of the Image

The color tone of the images displayed on the monitor can be adjusted manually.
1. Click on the select button to select a custom parameter (see Fig. 12). When you press the select
button, the parameter switches between "R” (shade of red) and 'B" (shade of blue). Indicators R and

B reflect the currently selected parameter.
2. Press the up and down arrow keys to adjust the value of the selected option. Each value Is con-

figured in the range £10.

Selerci bunon Up bonori 004Vn buno»'

16.9. Changing t

L
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/\r7ie device allows you to perform image enhancement. Enhancement is a machining technique for
jjpctronically sharpening edges (E), structure (S). or acombination of them (C) for an Image. 1. Press
V b hold the improvement button on the front pane) or press the F3 key on the keyboard to select
the mode (Figure 13). 2. After selecting the imprOve”|~)Wiode (E, SorC), briefly press the improve-
ment button on the front panel or press the F4 key 6h 4t” keyboard to select the level of Improvement
(0.1, 2 or 3). The current mode and level are displayed 6n the screen.

Enha”cerrer.i button

16.10. ENABLING Hb Improvement

The device allows you to perform an Improvement Hb. Hb Improvement is a treatment technique for
the Isolation of blood vessels in order to facilitate the observation of tissues with an enriched blood
supply. 1. Press the HbE button on the front panel (see Fig. 14), the HbE button on the endoscope
handle (see Fig. 15)or the FI key on (he keyboard to ENABLE Hb improvement. Press the HbE
button on the front panel or the HbE button on the endoscope handle again to TURN off Hb improve-

ment.
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Rio*. 16.
16.11. Freeze frame.

The endoscopic image can be captured for closer examination.

WARNING!

If the Image does not capture or recover, press the power switch to TURN OFF the video process,
Wilt 8 seconds, and then press the power switch again to TURN on the video process. Ifthe problem
persists, stop using the device immediately and remove the endoscope from the patient's body, fol-

lowing the Instructions in the endoscope manual.

1, Press the freeze frame button on the endoscope handle (see Fig. 16),the freeze frame button
onthe front panel(see Figure 17)or the F6 key on the keyboard to make a freeze frame.

bjltor.

Rio*. 16.
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Rio«. 17.

2 Press the up and down arrow buttons on the front panel to view the freeze frame on the screen In
freme-by-frame mode. Only 64 images are saved. When the processor is disconnected, all 64 saved
images are erased from the processor's memory. To save the images you want, always plug in a
USB drive.

3. Press the freeze frame button on the handle again, the freeze frame button on the front panel or
the F6 key on tfie keyboard to restore the real-time image.

16.12. Saving recorded videos and Images.

Videos and images recorded by the video processor can be saved to a USB drive. 1. Connect the
USB drive to the USB port (see Figure 18). When the USB drive is conneQt®©d,.thp ready/busy light
lion.

2 Press the photo button or the F10 key on the keyboard to save the captured to the USB
drive. Press the video recording button or the F9 key on your keyboard to start rOcoropg video.
Pressing the video button or the F9 key on the keyboard stops victea recording. The,fepprSed video
li saved to a USB drive. i - 'm ul

.//0

1/~

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

AR L )




WARNING!

=fore replacing the fuses, TURN OFF the video processor and disconnect the power cord from
the electrical outlet. Otherwise, electric shock is possible.
«Uie only the fuses specified inthe manual. Otherwise, there may be failures in the operation of the
video process, fire or electric shock.

1. Turn off the power and disconnect the power cord from the mains outlet
2. Remove the fuse holder with a direct movement and replace the fuses (see Fig. 20).

Rloe. 20.

3. Place the fuse holder In place in the video processor.
4. Connect the power cord, press the power switch and make sure the power light ison.

WARNINGI

If no power appears after replacing the fuses with new ones, immediately TURN OFF the video pro-
Ofieor, disconnect the power cord from the electrical outlet and contact an authorized service center,

“AMAINTENANCE OF PENTAX MEDICAL VIDEO PROCgQSS
-V1500C.

WARNINGI

< Do not allow water to enter the device. If liquid enters the device, immediately dry it and make sure
Ihat there is no water before starting work.

<Plug the power cord directly into the mains outlet withthegrounding control. Faitdretoproperly ground
IhOvldeo process resultsinan electric shock and/or fire, and the buyer Is fuUy-resppnsibip for such inci-
dents. \

=When the video processor is operating, ail air vents of the devige must be opened tpl)ei"\‘ure free air

= After wiping with damp gauze, dry the video processor before Using it again. When USIrJg wet pribor
there Is a riskof electricshock. n

» If you find any flaws as a device, please contact us. The company is r>ot resportstbie for malfunctions
Oiused by disassembly of the device by theuser.

TOivoid damage to the switch and the risk of electric shock, dean the power switch only with a dry cloth
(dleconnect from the mains before cleaning).

<DO NOT clean the power cord connector/plug. connector and video jack.

Cleaning can cause deformation and corrosion of contacts and damage to the EPK-V1500c endoscopic
Videoprocessor.
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=Before or after using the endoscope to diagnose abnormalities in patients, clean the channels of supply
jf water, air and aspiration of endoscopes according to the instructions in the Instructions. Turning off

power during cleaning can extend the life of the LED module, in case of wet videoprocessor, the
H kr should first disconnect the power cord and then dry the device.

|\ ATTENTION!
Disconnect and fix the power cord before cleaning.

<Cleaning of the outer surfaces of the device.

Clean the outer surface of the EPK-V1500c with a soft cloth and diluted detergent. Wheh cleaning the
joints, do NOT allow moisture to enter the power socket.

when cleaning the connections on the front panel, DO NOT allow moisture to enter the cable connector.
When using a video processor Ina humid environment, there is a risk of electric shock and short circuits.
(Recommendation; Clean the endoscopic video processor daily.)

<Removal of liquid contaminants.

When spraying liquid on the device, the user must remove the liquid in a timely manner and make sure
lhat it does not get on other components, especially on the connections of the chains, before starting
work. If the connection of the chains Is wet. dry the appliance before use.

I\ ATTENTION!
To avoid electrical Interference, make sure that the power connector Is dry.
If the endoscopic video processor has visible damage, is not working properly, or has detected abnor-
malities during the inspection. DO NOT use the video processor and contact the PENTAX Medical ser-
vice center.
Some problems that appear to be faults can be resolved by accessing the “Troubleshooting” section of
the instructions. If the problem persists after taking action, stop using the VCR and send it to us for
repair.

n WARNING!
* It Is forbidden to use a video processor in which the violation is assumed. This can result in death or
earlous injury to the patient or user.

= The manufacturer provides schematic diagrams, component specifications, descriptions, calibration
Initructions to assist service personnel in repairing parts.
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INFORMATION ABOUT POSSIBLE PROBLEMS AND METHODS OF ELIMINATION.

The following table lists possible causes of the problem. Failures and issues not listed in the table below

require repair.

Miintenance by unqualified personnel can lead to aocidents, so follow the Irtsfroptl®ins in the instructions
eiotlon: "Return the endoscopic videoprocessor for repair” to carry out vid”™b '‘pl”*cess maintenance.

|\ WARNING!

Ifa violation is suspected, TURN OFF the video processor and TURN IT BACK ON. If the violation
ptrilsts, TURN OFF the video processor, disconnect the power cord and contact the PEMTAX Medical

larvice center.

Description of the problem
The endoscope cannot connect to
lhe endoscopic video processor.

Meals are not INCLUDED.

Description of the problem

Indoscopic image is not
displayed on the monitor.

Indoscopic Imaging
loo dark.

kndoscopic imaging
t0bright.

Indoscopic imaging
froze.

Indoscopic Imaging

Indoscopic imaging
Tremblino.

Possible cause
Endoscope is Incompatible with this
video system.

The power cord is nol connected.

THE SWITCH is not turned on
Power.
The fuse burned out.

Possible cause
Incorrect mode
Monitor.

The endoscope Is not connected.

The monitor cable is not connected.

Video endoscope cable not
Connected.

Incorrect brightness adjustment
Monitor.

Incorrect contrast adjustment-
Monitor.

Incorrect contrast level-
Monltor.

The freeze frame button is pressed.

Monitor cable connected
incorrecUv.

Strong magnetic field nearby
Monitor.

10. RETURN OF ENDOSCOPIC VIPEO PROCESSOR FOI
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1Replace both fuses.

Osctdibh
Connect the correct one
endoscope.
Connect itto a medical-grade out-
let as described
earlier.
Turn on the power switch. |

Decision
Correctly configure the mode.
Goino to the monitor instructions.
Connect the endoscope as an in-
ventory-
but In the instructions for .
Connect the monitor cable,
as described earlier.
Connect the video endo cable
osorev as described earlier.
Setthe correct brightness,
as described in the instructions to
Monitor.
Setthe correct contrast-
As described in the instructions to
Monitor.
Set the correct contrast-
As described in the Instructions to
Monitor.
Click on the freeze frame button,
to return to the image
real time.
Connect the cable correctly
Monitor.
Move The magnetic source
fields awav fromihe monitor.



ro repair the endoscopic videoprocessor, contact the authorized
FINTAX Medical service center.

|\ WARNING!

Any repair by unauthorized personnel will void the warranty.

21. ELECTROMAGNETIC COMPATIBILITY (EMC) DATA.

Table 1: Radiation

o C1SPR11 - N
RF radiation - « Conditions of the health care institution
Group 1, Class A
IECei 000-3-2 . o
Harmonic distortion Conditions of the health care institution
Class A ~_
i i i IEC 61000-3-3
Voltage fluctuations and flicker j Conditions of the health care institution
noises : Correspondence
i=1 PRYMECHANYE.

The characteristics of the interference mission of this equipment allow itto be used in industrial areas
mnd hospitals(CISPR 11 Class A).When used in the residential sector (which usually requires CISPR
11 Class B).the device may not provide adequate protection against the effects of high-frequency
oommunlcations. The user may need additional measures, for example, changing location or orienta-
tion of the device.

Table of compliance on noise immunity
Port

+ 8kV contact

Electrostatic discharge IEC 61000-4-2 +2KB, +4KW. +8KW. +15kB
] ) 3V/m
Emltted RF electromagnetic IEC 61000-4-3 80 MHz-2.7 GHz
field; 80% AM at 1kHz
Fields In the near zone from .
) . 1EC 61000-4-3 Cm. table 3 i,
wireless RF devices
Magnetic fields of nomi- | 30A/m
EC 61000-4-8 .
nal frequency of the net- 50Hz or 6 Q H iy
work
A -
m\ T ]
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745
780
810
870
930
1720
1845
1970
2450
6240
5500
5785

704-787

800-960

1700-1990

2400-2570

5100-5800

Table 3: Fields Inthe nearzone from wireless RF de-

. Pulse modulation 217Hz, QV/m

Pulse modulation 18Hz, 28V/m

Pulse modulation 217Hz, 28V/m

Pulse modulation 217Hz, 28V/m

Pulse modulation 217Hz. 9V/m

Table 4;: AC Voltage Input

Nanosecond pulse Interfer-

ence

Line-to-Hne pulses

Line-to-ground pulses

Conductive interference in-

duced by RF 5elds

Voltage dips

Voltage outages
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IEC 61000-4-4

IEC 61000-4-5
IHC 61000-4-5_

IEC 61000-4-6

lec 61000-4-11

IEC 61000-4-11

+2KW
Repetition rate IOOkHz

ANBKVV £1kW

+0.5kW. +1kW, +2kW
3V.0.15MHz-80MH?2
ev ISM bands 0.15MHz to 80MHz 80%
AM™atlkHz___

0% Ut; 0.5 nepuopgos
npu o*, 46", 60~ 135". 180". 225", 270" n

0% nt: 1

nepuoa u
70%'nT;25/3P[3™»- MY g
ods One pbbee; at

o' . \
0% Ut; 250/300 nepnopos

)



Electrostatic discharge IEC 61000-4-2 +$I<V6orttaoV :

il
©3V.0.i'5MHz-e#H?2,
6V ISM bands 0.I"MVIzto"M H 2 80%

mAM at 1kHz

Conductive interference in- IEC 01000-4-6
duced by RF fields

Table 6: Patient Connection Port

+ 8kV contact
t2kB. +4 V. +8KW, tISKB........

3V. 0.15MHz*80MHz
6V ISM bands 0.15MHz to 80MHz 80%

AM at 1kHz

Electrostatic discharge IEC 610004-2

Conductive interference in- IEC 61000-4-6
duced by RF fields

WARNING!

1. Portable RF communication devices (including peripherals such asantennas and external
antennas) should be used at least 30 cm away from any part: the EPK-V1500c video
process, Including the cables specified by the manufacturer. Otherwise, productperfor-
mance degradation Ispossibie.

2. The medical device Is intended for use in the conditionsof health care.

3. An essential characteristic of a,m dlcal device isthatthe image on the display screen
is displayed normally wh”n'thd Vided-p’'rObes”™or w6rks with a cold light source.

4. Toavoid malfunctions, do not usethe EPK-VISOOc video processor side by side or ina
rack with otherdevices.

5. The use of accessories, .fables other than those specified or provided by
the manufacturer of this mddlpw d”Vice'ltlay lead to increased radiation of electromag-
netic interference or a decrease in resistance to them or to malfunctions.

22. INFORMATION ABOUT STgWLIZATION.

A medical device with its constituent products is supplied to the final consumer
oarriedterilnym and sterilization is not subject.

.3. INFORMATION ABOUT THE NECESSARY. BUT mMONAL
| QUIPMENT.

Combinations of devices and accessories that can be us€”'y”™ e-product aré listed
below.

For the most recent list of compatible devices, see the foHowving.Ndbsit4™ your

local PENTAX Medicalservicecenter: https://pentaxmedtcal. cx>m/pehtebtfen/92/1/Com-
itible-Products/
E-fore use, the product should be prepared and checked according to Its instructions.
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USB Flash Card

generator __
Biopsy forceps Any regist
volded that(
Oees)<hafi'J
tiel
count the
sndoscope.
Refero' -'fhffy~en for biopsy for-]
ion. .
Electrosurglcal loop ~sia2 Fedeiretlon, pro-
vided tliat ibeif outer diameter is compatible
(less) than the diameter o f the instrumental chan-1
Irel o f the corresponding endoscope, and the
Svorking part is sufficiently long, talcing into ac-
count the working length of the corresponding
endoscope. ,
Refer to the instruction manual for elcctvosur-j
gical loops for more infornuUion.,, B |
WARNING!

PENTAX Medical does not guarantee compatibility with devices that are not listed.
If the device is not listed, contact the hardw$re or accessory manufacturer to confirm compatibility and

Instructions on how to use itwith PEHTAX Medicelproducts.

24. STORAGE AND

Transportation conditions

<Ambient temperature: -40*C to

«Relative humidity: 10% to 95% (non”oondensing)
< Atmospheric pressure: 500 hPa to 1060 hPa

Storage conditions.

The medical device is to be stored in a horizontal position (in transport packaging) in warehouses
at an ambient temperature: from plus 6 ®C to plus 40 ®C and relative humidity up to 85% (without
oondensation).

When placing a medical device for storage after use. itis necessary cleaning
procedure specified In the operating instructions of the medical \
Further: o'...,V*'

«disconnect all auxiliary equipment connected to the endoscopic

video processor.

e place the equipment in a horizontal position in a clean, dry, vib liance
with the following mode:

=temperature from plus 5“C to plus 40*C;

«Relative humidity up to 85% (vwthout condensation):

<atmospheric pressure: from 700gPa to HO60gPa.

NOTE.
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e accessories Included in the medical device are subject to the storage rules provided for the
main product.

25. INFORMATIONON gNVi

The materials from which the me

composition, do not have harmful , the
medical device. Itshould be disj)i: » ibdicat
device and its accessories. -

g6.uy T W W

The service life of rooessor when Irnblefnefiitli™th”~Tec-
ommendaliohs'fo ufaoturer Inthe tbcMob(%wblribnta-
tion arid opefatingi ofmanufacture.
2L ?5BY].ce,

ATTENTION!

Repair work should be carried out only by a specialist or a company authorized by PENTAX Med-
ical (or atan authorized service center)

NOTE.

The manufacturer is not responsible fpr ijt*uhes toper~phnel and damage to products due to re-
pairs that were made by a person or orgarilzetlpn thai'Soes not have the authority (permission)
front PENTAX Medical.

1 Incase of damage to parts and electronic components of products, only spare parts supplied by
PENTA” should be used. The manutePturer is not responsible for the repair of damage caused by
Ihb use of spare parts of third-party suppliers.

2. Ifthe fault cannot be resolved iiAer Inspection and according to the instructions given in the
tables of possible malfunctions, contact the manufacturer or pent”~ Medical service center.

3. Whaa returning prpdupts for repi”ir*necessary to attach as a warranty card, a description of
the faille Ordamage”rid'ihe coritibtpfiDne number of the responsible person.

4. During the waitahly”riod, the official service center provides free service if Uis confirmed that
the breakdown of the product occurred due to defective materials or manufacturing defects in com-
pliance with the rules of operation and maintenance.

6. The above-mentioned free service will be provided provided that the purchased product has
broken under proper operating conditions. Otherwise, services will be provided on a paid basis.

6. The initial warranty period for the device continues to operate after the repair of the product in
our service center. After the expiration of the warranty period, repair Is carried outon a pa]d basis.
7. When contacting the service center, you must provide a warranty card. The service cehter has
the right to refuse to provide warranty services in the absence of documents or if the provided
warranty card refers to another product.

8. The service center has the right to refuse to provide warranty services in case o fimproper in-
stallation of the product or work In violation of the instructions for operation.

9. The service center has the right to refuse to provide warranty services In case of unauthorized
Interference with the product,
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The service center has the right to refuse to provide warranty services in case of damage due
TO fatural disasters, such as flood and fire.

On the issue of warranty repair and s$.rnv)d

TAX Medical: LLC "Pehtax Medloed.efift"S

Moskovsky settlement, Ulyanovsk ?:->7*4'96-721-
38-59

28. RECYCLING.

The symbol on the
separately from o
your re~pdhglbility;~
reso,urchs'];i6ach C""
electfipEN elep;
your lpc™MtActrin
purchaibd the pf6

tices adopted In the country of operation.

29.HfI"t<UPACTURgNeS WARRANTIES.

The xySrranty starts from the moment the equipment is Installed. The warranty period is 12 months
forall;Cjbmponents of the product. The warranty does not apply to parts damaged due to poor or
Improper maintenance; electrical systems that are disabled or faulty due to neglect or improper use
of them or due to other reasons beyond the control of the Manufacturer.

30. CLAIMS AND COMPLAINTS.

All messages of a claim and complaint nature relating to a medical device should be sent to the
eutt\ohzed representative of the manufacturer. The address is listed below. In the letter - claims
m'ust;specify the surname, name and patronymic, as well as your contact phone number, the name
of ™ legal entity or an individual entrepreneur.

3L THE MAN OF THE M S-
81AbIP WU B W m_l

PENTAX Medical Rus

108811, Moscow, int.ter.g. psettlement Moskovsky, settlement of Ulyanovsk fLpnfiet Park, house
1, building 1, room 90,91; "

+7 (495) 721-38-59 - TenedoH, -ev -

+7 (495) 721-38-59 - ¢hakc

E-Mail: Service. ru@oentaxmedIca). with
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PENTAX
MEDICAL

UHCTPpYKUMA NO IKcnnyaTauuu

«Cucvema nngeodnnocxonnueckoll sxiyaamaunns PENTAX Medical aan
PAEPIHNX B/MIE BRKHEX OTACTOB WCIYR0INO-KNUICTHOTO TPARTA»

BUAEOTIPOUECCOP PENTAX Medical EPK-V1500¢

Tlpou3soacTBa KOMOAHRRS

PENTAX-Achua Medical Technologies Co., Ltd.. East of 3rd Floor, Block C, Building 1. No. 5 Shenwang Road,
Minhang District, 201108 Shanghai, P.R. China

Harta secrynaenus 8 cuay: 04/03/2020r

2020r.

FZ
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OrnaBnexHune
3AABJIEHNA MPON3BOAVTESIA.
PACLLUNPPOBKA CMMBOJ10B. YKA3AHHbLIX B HACTOFlLLI,EI7I MHCTPYKUNI.

1 HasHa4deHve nsgenvis.

2. KOwice prcka MeAULMHCKOro U3aenns.

3. lMepeyeHb MeXAYHAPOAHbIX HOPMAaTUBHbLIX OOKYMEHTOB / ClaHJapToB. KOTOPbIM COOTBETCTBYET
MeAMLIMHCKOE n3genue.

4. NHbopmMaumst 0 Npou3BoanTesie MeANLMHCKOTO U3LeNns.

5. Komniektaums MeauLUMHCKOro n3aenvsi.

6. VHdopmauyst 0 noTeHUMabHbIX NOTPebUTENSX (Monb3oBaTesisix) MEAULIMHCKONO VU3LeNns.

7. YcnoBusi NpUMEHEHUS.
8. O6nacTb NpUMeHeHUs.

9. YcnoBusa aKcrsyaraunu.

10. MNokazaHna K npumMmeHeHuo. NpoTmnBonokasaHnA. Mepbl NpeaoCcTOPOXKHOCTU.
11. OnucaHMe Ha3HayYeHNs KHOMOK N pa3beMoB Ha NaHesnsx suaeonpoueccopa PENTAX Medical
EPK-V1500C.

12. CMBOJIbI, NPUMEHAEMbIE MPU MapKUPOBKE.

13. dyHKumoHan sugeonpoteccopa PENTAX Medical EPK-V1500C.

14. TexHNYeCcKMNe 1N 31EKTPUYECKNE XapPaKTEPUCTUKN MeANLIMHCKOTO U3Me/UA.
15. MopsAaoK paboThbl C N34e/IMEM.

16. Dkcnnyaraums.

17. 3ameHa npegoxpaHuTenei.

18. TexHumueckoe o6cny>kmBaHme Bugeonpoueccopa PENTAX Medical
EPK-V1500C.

19. NHbopmauyisi 0 BO3MOXKHbIX HerosagKkax v crnocobax ycTpaHeHUs.

20. Bo3Bpar aHA0CKOMMYEeCcKOoro Bmaeonpoueccopa 41 pemMoHTa.

21. [aHHble 06 3/1IEKTPOMarHMTHOM coBMmecTUmocTn (AMC).

22. VHdhopmavnmsi o c3'epunmsaumn.

23. VHopmaums 0 He06X04MMOM, HO He Moc3aBnsieMoM A0MN0STHUTETbHOM 060pyA0BaHUN.
24. YcnoBus XpaHeHUs VU TPaHCMOPTUPOBKMU.

25. CBefeHVst 06 oxpaHe OKpy>KatoLLein cpeabl.

26. CpoK cny><6bl MEANLMHCKOIO U3Ae/UA.

27. NiHdopmaums 0 rapaHTUIAHOM PEMOHTE W CEPBUCHOM 06CTY>KMBaHUMW.

28. Y1Tnnnsaums.

29. NapaHTN NponsBoAUTESNA.

30. MNMpeTeH3nn 1 pexknamaumn.

31. MNpeacrasuTeslb NPON3BOAUTENA Ha TeppuTopumn P,
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SAABJ/IEHNA MPON3BOONTENA.

(AN 40 nNpMeHEHNEM H806X0,EI|I/IMO TWwartes/ibHO 03HaAKOMUTLCA C I/IHCprKLI,I/IGVI rno okcnyataunH np|/|6opa n
Mcnosib3yemoro BmMecte C HMM 3HAOCKOMa, a TakKKe WMHCTPYKUUM K COMyTCTBYWLW MM WM3eIMAM U CTPOro
CO6J'II'0,EI|aTb Mx rnpm ncnosib3oBaHNN. B NMPOTNBHOM C/1y4dae BO3MO>XHO NoBpeXXaeHune msaenna win CﬂyanIHOG
TpaBMMpoBaHWeE rnosib3oBaresnia Win naduyeHTa.

B WHCTPyKUMM onucaH MOpsifoK MPOBEPKM W MOATOTOBKW Mpubopa mnepes Mcnosib3oBaHWeM, paboTbl ¢
MPOLIECCOPOM, TEXHUUECKOr0 06CTy>KMBaHNS MOC/IE UCMOMb30BaHNS U T.4. B MHCTPYKLMM He onmrcaHbl METOAVKMN
MPOBEAEHWNST KOHKPETHbIX MPOLEAYP, TAKXKe OHA He COAEPXKUT 06yyatoLnX MaTepuasioB 4711 HAUYMHAKLMX MO
NpaBUIbHOMY BbIMNO/THEHMIO METOAMK U MEAULIMHCKMM achneKkTaM MCMo/ib30BaHUs npureopa.

Mpy Ha 4N BOMPOCOB OTHOCUTE/IBHO MPUBEAEHHON 34eCb MHopMaumm 06paTUTeECh B MECTHbIA CEPBUCHbIM
ueHTp PENTAX Medical. Cogep>xaHne AaHHOM WHCTPYKLUMM MOXET OblTb M3MeHeHo 6e3 npeaBapuTesIbHOro
yBeAOM/IEHUSA.

HecaHKUMOHNPOBAHHOE BOCMPOM3BEAEHMEe, B LE/IOM WIM YacTUYHO, COAEP>KaHWS HAaCTOSILER WHCTPYKUMN
3anpeLleHo.

XpaHuTe JaHHYI0 MHCTPYKLUIO U BCe Apyrne HeobxoauMble pyKOBOACTBa B 6e30MacHOM MecTe /15 obpalleHus
B OynyLLeMm.

PACW VM ®POBKA CUMBOJIOB. YKAUYAHHbIX B HACTOAWEW MHCTPYKLILI,

YKasblBaeT Ha HenocpeacTBeHHO oOnacHyk cutyauuio,

A KOTOpas, ecnv eé He NPefoTBPaTUTL, NPUBEAET K CMepTU Wn
» OMACHO! CepbE3HOI rpaBve.

YKasbiBaeT Ha MOTEHUMA/IbHO OMacHy CUTyauuio, Kotopas,
A €C/IN eé He MpPeAoTBPaTUTb, MOXXET MPMBECTU K CMEPTU WK
______ * MPEAYMNPEXAEHWE! CepbE&3Hoii TpaBwme.

YKasblBaeT Ha NoTeHUMaIbHO OMacHyl CUTyauuio, KoTopas,

A €C/IV €€ He NPeA0TBPATUTb, MOXKET NMPUBECTU K TPaBME NIErKoM
BHNMAHWE! WIN cpefHer cTeneHn. Takke MOXET MCMo/b30BaTbCs A/1si

npeaynpexaeHss o HeGe30macHOoli NpaKTMKe WM pPUCKe
MoBpEeXAeHWs 060pyj0BaHMSA.

1 MPUMEYAHWE! YKasbIBaeT Ha 0MO/THUTENbHYH MOJIE3HYH0 MHGOPMALMIO.
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1. HASBHAYEHWE N3AENTNA

Ja»™blii 3HAOCKOMMYECKU A BMAEONPOLIECCOP MpeAHasHavyeM [/1s WCMOJIb30BaHUSA C  BUJIEO!'acTPOCKoNamMm
PE” , AX Medical EG27-V10c n EG29-VI10c. BugeokonoHockonamu PEHTAX Medical EC38-V10cM n EC38-
VIOcL. a Tawke wux BcnomoraTesibHbIM 060pyAoBaHMEM 4719 3HAOCKOMMYECKOM  ANArHOCTUKU 1
BMAEOHabA0AeHNSA. He ncnonb3yinTe 3HA0CKOMMYECKUIA BUAEOMPOLLECCOP AN KaKUX-TM60 APYTnX Lenein Kpome
yKasaHHbIX B Ha3Ha4eHN.

2. KITIACC PUCKA MEOVNUWVMHCKOTIO U3AEJTNA

B 3aBMCYMOCTU OT MOTEHLMAIbHOIO pPUCKa NPUMEHEHUNSA (CoracHo npunoxkeHuo Ne2 K Mpukasly MuHucTepcTea
3gpaBooxpaHeHus PP o1 06.06.2012r Ne 4H) - Knacc 2a.

3. MEPEYEHb MEXXAYHAPOAHBIX HOPMATVBHbBLIX AOKYMEHTOB/CTAHOAPTOB.
KOTOPbIM COOTBETCTBYET MEOAVNUMNHCKOE N3OEJTNE.

MDD 93/42/EEC; EN ISO 13485; EN I1SO 14971; HN1041; EN ISO 15223-1; EN 60601-1; EN 60601-1-2;
EN 60601-2; ASTM D4169; EN I1SO 14155; EN 62366; EN 62304.

4. NTHOPOPMALINA O MPON3BOANTENE MEANLUMHCKOIO N3AENNA
Mpon3BoacTBO KOMNaHNW:

PENTAX-Aohua Medical Technologies Co., Ltd.
East of 3rd Floor, Block C. Building 1, No. 5 Shenwang Road,
Minhang District, 201108 Shanghai, P.R. China

OpraHmnsaunmn-n3roToBUTENN:

1 PENTAX-Aohua Medical Technologies Co., Ltd.
East of 3rd Floor, Block C, Building 1, No. 5 Shenwang Road,
Minhang District. 201108 Shanghai. P.R. China

2. Shanghai Aohua Photoelectricity Endoscope Co., Ltd,;
No.66, Lane 133, Guangzhong Road, Minhang District, 201108, Shanghai, P.R.China

5 KOMMNMNEKTAUMNA MEONUWVMHCKOIo M3AENNA
MeauUMHCKoe 13aenvie NMocTaBASIETCS B CrieyoLLelr KOMMIesCrauym:

- Mpoueccop - 1wrT.

- Knasuatypa (npn Heobxogmmocru) - 1 wr.

- Kab6enb nutaHus - | wr.

- Kabenb CVBS (npn HeobxoamMmocTu) - 4 L.

- Kabenb S-video (npn HeobxoammocTu) - 1 L.

- MpegoxpaHuTtens - 4 wir.

- Konnavok 6anaHca 6enoro (npy Heo6xogmmoctn) - | .

- Kabenb BuaeonpuHTepa (Npy HeobxoAnMmocTu) - 1113,

- VIHcTpyKumA no skcnyaTtaumm - 1. ]

6. MH®OPMALUMA O TIOTEHUWMAJIbHbIX MOTPELWUTENAX (MOJ/IbSOBATEAAY)
MEAVNUMNHCKOIO U3AETNA

KeanmgmupmpoBaHHbI nepcoHan nedyebHo-NpodnIaKTUYECKNX YUPEXAEHWIA, NpoLLeALLIniA cnelnasibHoe
0by4yeHue Mo paboTe C U3gesmem.
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7.YCNOBNA MPNMEHEHWA.

Tn. aOKeanuunLMpoBaHHbIMK crieuma.r uctamm JIry.

8. OBJZIACTb MPUNMEHEHWA.

JHAocKoNMs. MasonHBasvBHbIE NPoLEeaypbl.

9. YCJ/Z1IOBUA SKCMNNYATALUNN

Bugeonpoueccop fonycKaeTcs 3KCnyaTupoBaTb Npu TemnepaType oKpy>karLwein cpegbl: oT +5°C go +40RC,
OTHOCUTENIbHOM BnaxkHOCTU 0T 30% fo 85% (6e3 koHAeHcaTa) m gasneHnn Bo3gyxa oT 700rMa go 1060rTa.

1Q. MOKA3AHNA KIMPUMEHEHWIO. MPOTUBOINMOKA3AHWA. MEPBDI
MPEOOCTOPOXHOCTN.

10.1. TlMokasaHWAa K NPUMEHEHUIO

JaHHbIN 3HOO0CKOMNYECKUIA BMAEOMPOLLECCOP MOKa3aH 4/1s1 UCMo/1b30BaHMs ¢ BUAEOracTpPOCKo-

namm PENTAX Medical EG27-V10c n EG29-V10c, BngeokosioHockonamm PENTAX Medical EC38-V10cM un
EC38-V10cL, a Takke wux BCcriomorartesibHbIM 060pyJoBaHMEM A4S 3HOOCKOMUYECKOW ANarHOCTUKU 1
BUeoHabMoaeHNA.

10.2. MpoTuBoONoOKasaHUA K NPUMEHEHUIO

1 Cepbé3Hble 3a60/1eBaHNA cepaua, Hanpumep, THKENas apuTMusA, 0CO6EHHO C MeAJ/IEHHbBIM >KesyA04KOBbIM
PUTMOM, OCTPbIi MH(APKT MUOKapAa 1 TshKENas cepaevHas HefoCcTaToOuHOCTb.

2. YCTaHOB/IEHHBIA pUTMOBOANTE/b CepaLa.

3. CnyTaHHOCTb CO3HAHUA WX NCUXMYECKME pacCTPoCTBa.

4. pyrve npoTyBOMNoKasaHus K 3HA0CKOMNUN.

10.3. Mepbl NpefoCTOPOXKHOCTU

A ONACHO!

e [MoaK/IOYEHHBI K BMAEOMNPOLLECCOPY 3HAOCKOMN SABNseTcd paboyein uvacteto TUIMA BF; Kateropuyeckm
3anpeLlaeTcs Hak/1aablBaTb €ro HEMOCPEACTBEHHO Ha cepdue. ToK yTeuku m3 pabodeit yactu TUTMA BF moxkeT
OblTb OMaceH M MOXXET BblI3blBaTb (MOPUANALMIO XKEeNYyL0UKOB WM CEPbE3HO HapyllaTtb (YHKUUIO cepaua
naupeHTa. CTporo cobntoganTe NpUBeAEHHbIE HUDKE YKa3aHVs.

<[ B KOEM C/yyae He HakaabiBarTe MOAKNIOUYEHHbIV K BUAEOMPOLLECCOPY SHAOCKOM Ha cepaue 1 obacxn B6am3n
cepaua.

= He ponyckaiite, 4To6bl 3HAOTEPANEBTUYECKNC HPUHAAMEXHOCTN U APYTOMA 3HAO0CKONM, HASI0XKEHHbIN

nnm obnacTtb B6/IM3M cepaua, KOHTaKTUPOBaIM C 3HAOCKOMOM, MOAK/IOYEHHBLIM K JaHHOMY BUAEOMPOLLECCOPY.

« CTporo cobnogante npuBeaEHHbIE HVDKE Mepbl MPefoCTOPOXHOCTU. B NpoTMBHOL, CNlyyaB BO3HWKAET yipo3a
ONA nauveHTa 1 MeguLnHCKOro repcoHana.

* [Mpy mncnonbL30BaHMM [aHHOro npubopa 4aa MUCCNefoBaHUSA MaumeHTa He [OMycKaliTe CONPUKOCHOBEHMUS
MeTa/IMYECKMX AeTaneli 3HAOCKOMa WM ero MpuHag/IekHocTelh ¢ MeTasiandec?VMmi  getansamu  Apyrux
KOMIMOHEHTOB CUCTEMBI.

* Oep>kute >XUAKOCTU BAa/IM OT /1106010 3MIEKTPUYECKOro 06opynoBaHUA. B cnydae nonajagms >XUAKOCTU Ha
npuéop WM BHYTPb HEro HemepsIeHHO MpekpaTuTe paboTy C BMAEOMPOLECCOPOM W 06paTUTECh B CEPBUCHbIN

ueHTp PENTAX Medical.e

= Henb3a nogrotaenmeath, MpoBEPATb 1 NCMNOJ/1b30BaTb 3H,U,OCKOI'I|/I‘-I€CKI/II7I BAEOonpoLeccop BAa>KHbIMUN pyKaMW.

3S
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* 3anpeLLgeTcs ycTaHaBMBaTb H UCMN0/1b30BaTb SHAOCKOHVI‘-IGCKI/IVI Bugeonpoueccop B Mectax

- C BbICOKOI KOHLEHTpauueli KUCcnopoaa;
- C NNUCYTCTBUEM OKUCIIUTENSA (HanpuMep, 3aKUCK a3oTa) WK BOCT/TAMEHSIIOLLIMXCA ra3006pasHbIX aHeCTETUKOB

Bav.

11, ONWMCAHWME HA3HAYEHWNA KHOTIOK n PASBEMOB HA MAHENAX
BNOEOINMPOLUECCOPA PENTAX MEDICAL EPK-VI500C.

KHonka «BBepx»
KHonka cTton-kagpa
KHonka «BHU3»
KHonka HB

KHonka ocBeleHUs
KHonka doTorpadmpoBaHus

MHe3no ANA KOH- KHonka yny4yweHns KHonka Buaeosanucu
HekTopa kabens KHonka pexuma IRIS NHANKaTOp roTOB/3aHAT
BUAEO3HAOCKONA
KHonka BblGopa Konnauok 6anaHca
6enoro
lHes3fo ceeToBOA KHonka 6anaHca MHankaTop cpoka BbiknouyaTens
6enoro cnyx6bl namnb> M nHgukatop
Knonka Hacoca KHonka c6poca uHAu- nuTaHus

KaTepa cpoka cnyx6hbl
namMnol

KHonka perynu-
pPOBKN BO3YLWHOTO
noToka

Puc.1. Cxematnyeckoe nsobpaxeHne KHONOK M pa3beMOB Ha /IMLEBOI NaHenn Bugeonpoueccopa
PHNTAX Medical EPK-V 1500c.
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Bugeosbixog Y/C Bungeosbixon RGB

Puc.2. CxemaTnyeckoe n3obpaxeHne KHOMOK M pa3beMoB Ha 3afiHeil NnaHenu Buaeonpoueccopa
PENTAX Medical EPK-V 1500c.

12. CUMBO/J1bl. MPUMEHAEMBIE NP MAPKPOBKE.

Cumson Pacwwuposka

O603Ha4a€eT pabouyro YacTb TMNa BF co CTeNeHbIO 3allmThl OT MopaXkeHus
3NEKTPUHECKUM TOKOM, cooTBeTCTBYIoLer IEC 60601-1.

O YKa3bIBaeT Ha HE06X0AMMOCTb 03HAKOM/TIEHUS! C MHCTPYKLMEN MO SKCrUTyaTaLyn.

O6o3HaYaET MECTO MOACOEAVHEHMISI HAOCKOMA.

O603Ha4aeT MECTO YCTaHOBKM MpefoXpaHUTeseN.

0 X -
O603HavyaeT kNemMmy g1 ycTpaHeHMs pa3HOCTU NOTEHUManoB OTHOCUTE/IbHO
Apyroro o6opyaoBaHusa Uamn yacTteli CUCTEMbI
MpepynpexxaeHve. * ™
YKasbIBaeT Ha HEOOX0AMMOCTb COO/IHOAEHMST OCTOPOXKHOCTW MpW aKClyatauyn. Y ?
ﬂ HanveHoBaHVe 1 agpec Npon3BoauTeNs MeALIMIHCKOIO M3AeNs.
EC REP HanmeHoBaHue un aZipec aBTOpPMU30BaHHOTIO npeacrtasnTena npon3soanTena B

EBponeiickom coobuiecTse.
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MPUMEYANNT.

Mpour*Bonutens: PI:N I X-TloHna Medical Technologies Co.. Ltd.

13. DYHKONMOHAJ1 BUOEOTNMPOUECCOPA PENTAX MEDICAL EPK-V15Q0C.

HacTtpoiika 6anaHca 6es0t0.

Mpnbop MOXET BbINOMHATbL HACTPOIKY 6anaHca 6enoro.

Bb160p BO34yLLIHOMO MOTOKa Hacoca.

Mpnbop MOXET nepekstyaTb YPOBHM BO3A4YLIHOMO NOTOKa Hacoca.

Bupaeosbixos.

Mpun6op ocHawéH pa3nnyHbimum BugeoBbixogamn: Y/C, SYNC. RGB, AV n DVI.

Bbi6op pexxuma IRIS.

KHonkoi pexunma IRIS M0OXHO Bbl6paTb pexuMm IRIS (cnocob ynpasieHusa akcnosununeir): cpg”™H " jININT»4NeBoe
(P) 3HaueHne nnn aBToMaTUYECKNN pexum. ApKOCTb OCBELLEHNA NONA Hac3pansaeTcsa aBTamaTtH 11 em{41Mn
BblOpaHHOro pexuma IRIS.

Knasunatypa (onumMoHanbLHo). j/ o=
C nomouwblo KnaBuatypbl MOXHO BBECTU HEOOXOAMMYIO MH(pOpMaunto, Taky Kak gata/Bpbmsa, nHgpopmaxws”™ 06
yupexaeHun H naumeHTe. PaboTaTb C NpoLeccopoM MOXHO faxe 6e3 Beoga uHdopmaldH| "Ne §wo nogknto

nw b6y knasmaTypy c paz3bemom USB. * a
®yHKUMOHANbHbIE KNaBULW KM Ha3HavYalTCca cneayrlwmum obpasom:

F1: MNBE; F2: IRJS; F3: pexum ynyyweHus; F4; ypoBeHb ynyuweHusa; F6: cton-kagp; F7; Bocupouns-

BeAeHue; F8: nepekntoyeHne Ha npeablaywmin cton-kagp; F9: 3anuch; F10: dpoTorpadus;

F11: macwTab; F12: HacTpolika gaTbl/BPCMEHH.
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HacTpoiika LLBETOBOrO TOHa.

KHonkamu Bbi6opa 1 nepemell,eHns BBEPX/BHM3 MOXHO HacTpauBaTb YPOBHU LLBETOBOrO TOHA: KPACHbIN/CUHWIA.

YwivHuieHHe.
I If.
06e 3Tn yHKLUN.
pe3kocTn n3obpaxeHus.

YnyyweHnne HBE.

Mpn6op no3BonsieT BbINOMHUTbL ynydweHne MBE. YnydweHne HBE - 3To TexHMKka 06paboTKM ANSA BblgeneHns
KPOBEHOCHbIX COCYJ0B C LeNblo o6neryeHns HabnoaeHUa TkaHel ¢ o6oraweHHoW nogayein KpoBuU.

Cron-kagp.

dyHKUMSA cTon-kaapa puKcupyeT Kagp ABuMXylu,erocs msobpaxeHus. KHonkamMy nepemMelieHWss BBEPX U BHU3

MOXHO npocMaTpuBaTb CTON-Kagpbl.
3anucbh nsobpaxeHuii/sugeo Ha USB-iiaKoiiiiTcviii.

KHonkamu CbOTOFpaCbVIpOBaHMH n punaeos3anncn MOXHO COXpaHATb 3axXxBa4dYeHHble |/|306pa>KeH149| n 3anncaHHblIe

Buaeo Ha USB-Hakonutens.
MacTtTabupoBaHue.

jp No3BONSET BbINOMHUTL N4 M306paXKeHUsl ynyylleHne KOHTYPOB, yyUlleHne CTPYKTyp Uan
YnydweHune npeactaBnseTr coboil TeXHUKY o06paboTKM N;la 31EKTPOHHOTO MNOBbIWEHUSA

MOXHO yBeniMumBaTth kak nsob6paxeHne B pealbHOM BPEMEHW, Tak U CTON-Kagp.

14, TEXHNWYHECKUWUE W 3NEKTPUYUECKWE XAPAKTEPUCTUKWN MEANUWMHCKOIO

N3OENTNA.

ANemMeHT

peboBaHuA K
3/1EKTPONUTAHUI0

j Ycnoeus akcnn>aTtauuu

Ycnosusa xpaHeHus

OcselleHne

COBMECTUMOCTb C
SHAOCKONnamMmu

—

—_—— —_
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HanpsxeHne
YacToTta

TpeboBaHus K
3NEeKTPONUTaHunIo

Kone6aHusi HanpshxeHus

leMnepart>pa okpyxatolei
cpegbl__

[JasneHve Bo3gyxa

TemnepaTypa okpyxaioLiei
cpefibl

OrHocuTenbHas BNaXHOCTb
[aBneHune Bosgyxa
Na.mna

CpegHuii cpok cnyxo6bl
na.mnbl

LiseToBas Temneparypa

PerynupoBka Apkoctu

LIBETHblE BUAEO3HNOCKOMNbI
PEHTAX Medical

TexHlmeckHe K a Ll L |+

100 - 240B nepemeHHoe.
50'60 Iy,
150 BA

+10%
o1 5°C po 40=C

ot 30 fo 85%
oT 700 go HO60IrMa
oT -40“C po 55°C

ot 10 go 95®0
ot 500 go KO60rMNa
CseTtogunogHaa namna 35BT

10 0004

4500-6500K

ABTO

Mpn60opbI, COBMECTUMbIE C 3TUM
npoL,eccopom

e LiBeTHble BNAEO3HAOCKO™M'bI:.P
Medical EG27 29-VIOe'.
VIOcLM



Cuctema BO34YLIHOIO MocT.ToKa, AnadparmMeHHoro Tuna
Cucrtema nogaym sosgyxa

Hacoca
CTaHOapTHbI 06bEM Hwn3knit; 4.0 N'MHH = 2 1 MUH
nofjaqv Bosfyxa Ha BXO[ Bbicokuit: 7.0 T MUH -t 2 n/Mum

EMKOCT 1,11 BObI

[aBneHne B 6n10ke EMKOCTU

19 BOABI CO3AAETCA BmecTtumocTtb éMKoCcTM = 150Mn

Cucrtema nogayn BoAbl

Hacocom _
CucTtema ynpasrieHus .
aKCNo3NLMeit ABTOMATUYECKMN Bbibop: cpegHee nukoBoOe ' aBTO
OKpaH cTon-kagpa BbIBOAUTCA Kak
PyHKuuns cTon-kazpa J HOpPManbHbIii 3KpaH.
OxnaxpaeHue j MpuHyanTenbHoe BO3AyLWIHOE OXNaxaeHune
Lincppo.oii DVI 2 Habopa
BbIXO[ ,
RGB | Habop
BugeocurHasbl
Y/C 1 Habop
AHanorosblii ay 1 Ha6op
BbIX0/[ '
SYNC 1 Habop
CurHansl ynpasfieHus YpanéHHble 1 Habop
OnemekT TexHuyeckue
1Twn 3aWnTbl OT O6opypoBaHune knacca |

__3n1NeKTpU4Yeckoro ygapa

Tun BF (nnaBawwumini kopnyc),
CTeneHblanlTbl OT
MUCMNONb30BaHNe M30/IMPOBAHHOIO 3HA0CKOMNA.

N
Knaccudukaums B kauecTBe "3/1eKTPUUECKOro yaapa VICNoNb30BaHME HA CEpaLe 3anPELLEHO.

MeaununHeKkoro He ucnonb3yiiTe B NoTEHUMANLHO
3AeKTPo06op\ nosamus BOCMNaMeHsoLelica cpeje.
 poueccop 3anpeL,eHo Ucnosb3osaTb B
Crenenb B3pLIBO3AUNTLI CMecu BO3flyxa W BOCTaMmeHsoLwerocs
aHeCcTeTUYeCcKoro rasa unm cMmecu
Kucnopogalsakucu asota u
BOCMN/IaMeHAoLerocs ra3oobpasHoro
aHecTeTuKa.
OneKkTpoMarHutHas EN 60601-1-2 EC
COBMECTMMOCTb CooTBeTCTBUE KOHCTPYKLMM IEC 60601-1-2 3ns gpyrnx crtpaH
CooTtBeTcTBUYE %‘ CootBeTcTBMe KOHCTpykumun UL 60601-1
lWwnpuHa 452.0mm  BbicoTa 167,0mMm *
Pa3mvep Kpome BbicTn'narLwmx
yaclel rny6uHa 456.0mm
Macca OcHOBHOW 610K M.5k»

Bepcua nporpaMMHOro

SW 17.03 1 Bbllwe
obecneveHus
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15. NMOPAAOK PABOTbI C NSOEJTNEM.

5.1. ¥YcTaHOBKa M npoBepkKa.

Puc.3. KoHdurypaumns cuctemsl.

A BHUMAHWE!

 He pasmewalitTe Hukakue npubopbl Ha THAOCKOMMYCCKOM BUAeonpoueccope. dT0 MOXeT NPUBECTM K
noBpexpaeHuto npubopa.

+ He 3akpbiBaiiTe BO34YyXOBNYyCKHOe OTBepcTue Ha Bugeonpoueccope. OuunwalitTe BO3AYXOBMNYCKHOE
OTBEpPCTUE, KOTAA OHO MOKPbLITO MblNbIO, Tak Kak €ro 3akynopka MOXeT Bbi3BaTb NMeperpeB U NoBpexXAeHue
npuéopa.

* He ycTaHaBnunBaiTe sHfOCKONMYeCcKknii Bugeonpoueccop B6/M3M UCTOYHNKOB CUTbHOTO 3/TEKTPOMArHUTHOTO
n3nyyeHnsa (annapaTtbl MWKPOBOJIHOBOI M KOPOTKOBO/IHOBOI Tepanuu, MPT un ap.). B NnpoTUBHOM crnyvae

BO3MOXHbl C601 B paboTe 3HAOCKOMMUYECKOTO BugeonpoLeccopa

1. PasmecTute Tenexky aHpgockonnueckyto PENTAX Medical PT-VIOc Ha poBHOW NMOBEPXHOCTU>N
3adukcmpyiiTe Topmo3a poOsIMKOB, Kak NokasaHo Ha Puc. 4.
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Puc. 4. l306paxeHne ukcaunm TOpMO30B POSTMKOB TENEXKM.

2. Pasmectute EPK-V1500c Ha Tenexke.

3. CoegnHuTe npoBogamMu Bugeonpoueccop ¢ nepudepuiiHbiMm ycTponctesamu.

e CoeauHnte kabenem pasbem DV1 Ha Bugeonpouyeccope v knemmy Bxoga DV I Ha moHuTOpeE.

« CoepguHnte kabenem pasbembl R/G/B Ha Bugeonpoueccope n pasbem Bxoga RGB Ha moHuTOpeE.

e CoegnHute kabenem pasbem Y/C Ha Bugeonpoueccope v pasbeM BXxoda Ha .MOHUTOPE, BUAEONPUHTEPE U Ap.
e CoepguHute kabenem pasbembl SYNC/AV1/AV2 Ha Bugeonpoueccope u pasbem B.HOAA Ha MOHWUTOpeE,
BUAEOMNPUHTEPE U Ap.

*« CoeanHunte Kabenem pasbém OPTION Ha aHAOCKOMMYECKOM Buaeonpoueccope U Knemmy AUCTAHLWOHHOM
aKTMBaLMmN Ha BUAeEONpPUHTEpE.

4. BcTaBbTe A0 W e4ka KOHHEKTOp cBeToBOa B THE30 A/18 3HA0CKONA Ha nepeAHeli naHenn NCTOYHMKA CBeTa
(cm. Puc. 5))

Puc. 5.

A BHUMAHWE!

Mepea noacoefMHeHWEM KOHHEKTOpa CBETOBOAA K Buaeonpoleccopy y6eauntech, LiTo oH coBeplieHx  xc/l.
B NpOTMBHOM C/lydae BO3MOXEH 3/1eKTPUUECKUn ynap uam nospexaeHue npuéopa.
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Yb6eputechb, UTO 3HAOCKONMMYECKMn Bugeonpoyeccop BbIKAKOYE-/.
o. lMopcoegnHuTe WHYP NUTaHWA K THE3AY CETEBOrO NMUTAHUA U K PO3ETKEe 3/1IEKTPOCETH.

A OMACHO!

BknioyaiiTe BUKY LWIHYypa NUTAHWS HENOCPeACTBEHHO B PO3ETKY 3/IeKTPOCEeTW C KOHTAKTOM 3as3eM/eHus.
OTcyTCcTBME NpaBWNbLHOIO 3a3eM/ieHuss Buaeonpoleccopa BeA&T K PUCKY 3/elpuyeckoro ygapa u/mnm

noxapa.

NMPEAYNMPEXOEHIL1E!

He gonyckaiiTe monagaHusa BAarn Ha WHYpP NUTaHUA. DTO MOXET NPUBECTM K MOPAXeEHUI 3/TeKTPUUYECKUM
TOKOM.

* Henb3a nepernbartb, TAHYTb U MepekpyyMBaTb WHYP NUTaHUA. DTO MOXET NMPUBECTU K 3/IEKTPUYECKOMY
yfhapy, noBpexgeHuio npubéopa nau noxapy.

« Mpwn nosceagHeBHOW paboTe ocTaBnAliTe BbikNtoyaTenb nutaHua BKNKOUYEHHBEM. Ecnu npu6op He 6yaeT
ncnonb3oBaTbCca HekoTopoe BpemsA, BbIKNKO UM TE Boikatoyatenb nutaHua.  Yo6epuTtecb, YTO UCTOUYHUK
nMTaHWa MMeeT 4OCTATOYHYIO MOWHOCTb. B NMpOTUBHOM C/lyvyae BO3MOXHbl c60M 060pyA0BaHUA.

e lMonb3oBaTtenb [JOMXeH obecneynTb cTabunbHoe 3nekTponutaHue. CunbHble KonebaHWA HanpsXeHus
nMTaHUA LO/KHBI KOMMEeHcHpoBaTbca ctabunnzatopom unun UBM.

15.2. lpoBepkKa NCTOYHNKA NUTaHNA

A NMPEAYNPEXOEHWE!

Mepefn kaxAblM NPpUMEHEHWEM NpPOBepsiiTe BUAEONPOLLECCOpP, KAK ONMCAHO HUXe.

e Mpun N 6bIX NOAO3PEHUSAX HA HEUCNPABHOCTb He UCNONb3yiTe NpubGOpP M BbIMOMHUTE MPOBEPKY COM/lacHO
rnaBe «YcTpaHeHue HencnpaBHoOCTel».

« Ecnm HeucnpaBHOCTb He ycTpaHsaeTcsA nocrae obpaweHna K rnaBe «YcTpaHeHWe HeucrnpaBHOCTEN»,
obpaTutecb B aBTOpPU30BaHHbLIN cepBUC-LEHTP. Mcnonb3oBaHue p[edeKTHOro Buaeonpoueccopa MOXeT
Hapywute 6e30nacHOCTb MauueHTa WAM nosib3oBaTens M NPUBECTM K CePbE3HOMY MNOBPEXAEHUIO
obopypoBaHus.

1. Y6egutecb, 4TO KOHHEKTOP CBeTOBOAAa NOACOEANHEH K THE3; - ANA 3HAO0CKOMA Ha Buaeonpoueccope.
2. BKJITDOUYUMTE OoCHOBHOW BbikNtOYaTeNb NUTAHUA Ha NepefHen naHenu.
3. Yb6eauTtecb, YTO MHANKATOP NUTAHUSA TOPUT.

Ecnu nutaHne He BKJIKOYHAETCA.

Ecnu nutaHue He BkitovaeTcsa, BbIKJTIO WA TE Bugeonpoueccop 1 NpoBepbTe CUCTEMY CrieAyOLWL UM
obpasom:

1.Y6epguTtechb, UTO WHYpP NUTaHMA HaLEXHO NOACOEAUHEH K PO3ETKe 3/1eKTpPOCeTn U K THe34y ceTeBoro
nATaHWA Ha Bugeonpolueccope.

2. BKNHOYUTE BbikntOYaTeNb NUTAHNA Ha NepeaHel naHenu.

3. Y6eautechb, UTO MHAMKATOP NUTAHUA TOPUT.

15/1. NMpoBepKa U306pa>KeHnsa Ha MOHUTOpe.
NMPEAYMNMFEXOEHUE!.

= Nepen 3ameHor npegoxpaHutenei. BbIK/TIOUUTE BbikntoyaTeslb NUTaHUSA U 0TCOEAMHNTE LUHY P NUTaHUSA
OT 3/1eKTPUYECKOM PO3eTKM. B NPOTMBHOM cnyyae BO3.MOXXHO MOPa>keHne 3N1eKTPUYECKMM TOKOM.
e BIKNTKOUMNTE Bugeonpoueccop N OTCOEAUHUTE WHHYP NUTAHUA OT PO3ETKN 3/1EKTPOCETN.
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* NpK 3aMeHe nNpegoxpaHuteneit obpatuTech K pasgeny «3ameHa npefoxpaHuTtenein».

* Ecnu nnTaHue He BlOMo4yaeTcs Nocse 3aMeHbl NpejoxpaHuTeneil Ha HOBble, 06paTuTecb B aBTOPU30BAHHbBINA
'BUC-LLEHTP.

* Tepe3 5 cekyHp nocne BKAKOYEHWSA BbikAYaTensa nutaHus m3obpaxeHne M HaCTPOWKM NOABNSAKTCA B

neBoli YacTu aKpaHa MoHuTOopa. Ecnu nuTaHMe He BkAOYaeTcs MOCNe 3aMeHbl NpefoxpaHuTeneit, obpatmTech

B aBTOPM30BaHHbIN CEPBUC-LLEHTP.

154. TpoBepKa PyHKUUM CTOM-Kagpa 1 0OTMEHbI CTOM-Kajpa.

1. Haxmunte KHOMNKY «Freeze» Ha pykosiTke aHaockona.

2. Y6eauTech, UTO 9HAO0CKONMYECKOoe M3o6paxeHne peasbHOro BpeMeHM 3acTbl/I0 HA MOHUTOpE.

3. HaxmuTe KHONKy «Freeze» eulé pas u npocneaute, 4To6bl CHOBA MOSABM/IOCH M306paxeHne peanibHOro
BpPEMEHMU.

MPEAYNPEXOEHWNE!

Ecnu nsobpaxeHune He (hUKCUPYETCA WUNN He BOCCTAHAB/IMBAETCHA, HAXMUTE Ha BblklloYaTeNnb NUTaHUA ONA
BbIKAIOYEHWNA Bugeonpoueccopa, nofoxaute 8 cekyHA W 3aTeM CHOBa HaXMUTe Ha BblkawuyaTenb
nutaHna gna BKNKOYEHWA Buaeonpoueccopa. Ecnm 3Tto geictBue Takxe He nomoraeT, o6patutecb B
aBTOPM30BaHHbIN CEPBUC-LEHTP.

16. SKCMNNYATALNA.

NMPEAYNPEXAEHWNE!

e Mpu nw6LIX NOAO3PEHUAX Ha HapylweHune paboTbl KakoW-NnM60 GYHKLUKM HeEMe3eHHO OCTaHOBUTE
nccneposaHue. MpumuTe Mepbl COrNacHO OMUCaHHbIM HWXe npoueaypam. Mcnonb3oBaHue pedeKTHOTO
BuAeonpoLeccopa MOXeT NMPUBECTU K TPABMUPOBAHUIO.

* Ecnn aHpgockonnyeckoe m3obpaxeHne nponagaeT unav nsobpaxeHue 3acTbiBaeT U HC BOCCTaHaB/MBaeTCs.
BblKNO YUNTE Bugeonpoueccop n nogoxamte okono 8 cekyHp. 3atem cHoBa BKJTIO WU TE ero.

*« Ecnn BO3HMKAET nam nofospeBaeTca HapyweHune paboTbl, HEMeA3EHHO NpekpaTuTe Mcnonab3oBaTb Npubéop u
Me[/1IeHHO W3BJ/IEKUTE 3IHAOCKOMN M3 Tena nauyuneHTa, cnefya ykasaHmAM B PYKOBOJLCTBE K 3HAOCKOMNY. 3aTem
obpaTuTechb K rnaBe «YcTpaHeHWe HencnpaBHOCTEN» U BbINONIHUTE yKa3aHHble gelictBua. Ecnm npobnema He
ycTpaHsaeTcs, o6paTuTecb B aBTOPU30BaHHbI CEPBUC-LLEHTP.

* He ocTaBnsliTe ocBelweHne 3HAOCKONA BKAOYEHHLIM A0 U/MAKM nocne nccnenoBaHusa. 3TO MOXET Bbi3BaTb
neperpes AMCTaNbHOIO KOHL@ 3HAOCKONA U NPUBECTU K 3paBMe oneparopa u/unm oxoram nayueHTa.

e Bo wusbexaHue c60eB He WUCNOMAb3YiNTe BUAEONPOLECCOP B MeCTe C CLW3bHbIM 3/1IEKTPOMArHUTHbLIM
nsnyvyeHnem. (Hanpumep, annapaTbl .MWKPOBO/SIHOBOW ¥  KOPOTKOBOJIHOBOW Tepanun. MPT n
paguoycTtpoliicTea).

16.1. BKNKO UEHWE Bugeonpoueccopa.

. YbepamnTecb, UTO BblK/loYaTenb NUTaHusa sugeonpoueccopa BblKJTKO YHEH.

. Yb6eanTtecb, UTO KOHHEKTOpP CBeTOBOAA NOACOEAVNHEH K THe34y ANA 9HAOCKOMAa Ha Buaeonpoueccope.
. HaxmunTe Ha Bbik/itovaTenb nuTaHusa, 4tobbl BKAKO YN Tb Bugeonpoueccop.

. Ybegntecb, 4YTO MHAMKATOP NUTAHWUA Buaeonpoueccopa roput.

AW N

16.2. YcTaHOBKa fAaTbl N BPEMEHN.

1. Haxmunte knasuwy FI2 Ha knaBuatype. (MPUMEYAHWE: MocTtaBnsetrca onuynoHanbHO) ;4 oc*
2. HaxmuTe knaBuwuy €O CTpenkamu BBepxX, BHU3, BAeBO W BnpaBo Ha knasua'l'pe, 4TO6HI
4YncnoBble 3HaYeHUs. \
3. dopmart gartbl u BpemeHu: Nr1'/Mm/44 (rog/mecauv/gedb) n U4: MM: CC (4acbC MUHYTbI; cekyHAbl)./
4. Korga BCé HacTpoeHO, CHOBa HaXMuUTe Ha knasuwy F12. . /

16.3. Beog nHpopmaunum o nauneHTe.

Haxmute knaBuwy ENTER Ha knaBmaType, 4TO6bl MepeknynTbCa Mexay crtonbuamu mHpopmauumm o
naunMeHTe M BBOAOM [AaHHbIX C NOMOLL b K3aBuaTyphbl.
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16.4. BKJKOUEHWE namnsl.

yto6bl BKAKYUMTb namny (cm. Puc. 7). Jlamna npoueccopa wu

1 HaXmuTe Ha KHOMKY OCBelleHus,
namnel U3 AUCTaNIbHOTO KOHUA 3HAoOcKona,

mHankatop LIGHT 3aroparcda. [locne BKA4YeHUSA
nofcoefnMHEHHOTO K npoueccopy, 6yaeT ninyyaroca ceeT. [Ipy NOBTOPHOM HaXaTuWu Ha KHOMNKY OCBeleHus

namna BbIKTOYAETCHA.

Mocne ncnonb3oBaHnsA 06A3aTeNbHO HAXMUTE Ha KHOIiKy ocBeleHus, 4ytobbl BbIK/TFOYNTb namny.
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16.5. BK/TKOYUEHWME Hacoca H HBMEHCSIHE ypoBHA BO3ayLLHOro NOTOKa,

r. Haxmute Ha KHOMNKy Hacoca, 4yTobbl BKAKO UM Tb Hacoc (cm. puc. 8). Mugukatop PUMP 3aropaeTtcs, u
HaynmHaeTcAa nogayva Bo3fayxa. [1pyM NOBTOPHOM HaxaTuu Ha KHOMKY Hacyka Hacoc BbIK/TKOYUAETCA.

2. HaxXMunTe Ha KHOMKY PerysiMmpoBKM BO3AYLWHOTO NOToKa, 4To6bl HacTp<luTb ypoBeHb BO3AYLWHOIO MNOTOKAa
(cm. puc. 8). Mpu HaxaTuum Ha KHONKY PEerysiMpoBKM BO3AYLWHOIO MOTOKA YPOBEHb BO3AYLWHOro NOTOKa
nepeknwyaeTca mexay «H» (BblCOKkMIi) U «E» (HU3kunii). MHaukaTtopbl 11 n L o3paxalwT Tekywuii cratyc
BO34YLWHOIO NOTOKA.

A NMPEAYNMPEXOEHWE!

Heo6x04MMO NOHMMATb, HTO MOTYT CyL,CCTBOBAlrb pPas/inynsa HBO3AYLWHOM NOTOKe (AaBfeHUn n o6bvéme) a;la
MHCY hNaumm nauveHtTa B 3aBUCUMOCTM OT nNpousBoauTena obopypoBaHusa (Tuna npoueccopa u/vnm
aHpockona). Takmm o06pa3om, BaXHO BEeCTM MNOCTOAHHbIA TWaTeNbHbIi MOHWTOPWHI NayueHtTa u
acnupuposaTtb U36bITOK BO3AyXxa 418 npefoTBpaleHnsa ype3amMepHo NHcyd pnaumum n pucka nHeB.MaTU4YecKom

nepdopauymu.

A BHUMAHWE!

* HeszaBucumo OT BbIGPAHHOrO YPOBHHA MofaynM Hacoca wulberainTe HarHetaTb WU36bITOYHOE KOIMYECTBO
BO34yXa, YTO6bl CBECTN K MUHUMYMY PUCK NHEBMAaTMYECKON nepdopauun n 6aporpasmsbl.

* He nopaBaiTe CAMWIKOM MHOTO BO3AyXa.

* [1OCTOSIHHO crieanTe 3a NaUMeHTOM M HC AonyckaliTe BO34YWHOIW am6onnn Bcneacteme 4ypB4m6eplwr41$™un

BO3AyXa.

MPUMEYAHWNE.

Mpu 3aTPyAHEHWAX C OYMUCTKOW NWH3bI 06bekTMBA OT 3arpsA3HEeHWi MOXHO BpemeiuO.yETan™;9MTh
MOBbIWEHHbII YypPOBEHb MOLWHOCTM Hacoca Ha Bugeonpoueccope. MNpu 3aTom ogHoBpem”1»t0.01CLIBNpyiiTe
KnanaHbl ynpaBneHua nogaveli Bosgyxa W acnupauuein Ana MUHUMM3auum mHcyddnauum sosayxa. MNocne
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OYNCTKM NINH3bI BEPHUTE UCXOAHOe AaBfieHWe BO3;°Xxa AN NOBCEAHEBHOro NpuUMeHeHusa. HesaBucumo oT
BbIGPAHHOTO YPOBHS Mojaun Hacoca usberaite HarHeTaTb U36bITOYHOE KONMYECTBO BO3AyXa.

i6.6. HacTpoiika 6anaHca 6enoro

HacTpoiika 6anaHca 6en10ro Heo6xoanuma Ans BOCNPOM3BEAEHNS LBETOB B UX UCXOAHbIX ONEeHKax.

NPCAYNPKXAEHWE!

«1nA TOYHOTO BOCNpPOU3BEAEHNA LUBETa HaCTpaVIBaVITe 6anaHc 6enoro nocne KaXXo0ro nasmeHeHmna napa.meTpos

aHpgockona.
« Bcerga KOHTpPONUpyiiTe n3obpaxeHne B COOTBETCTBUN C LE/bl0 UCCNef0BaHnsA. YCTaHOBKA HEMPABUIbHOTO

LLBETOBOrO TOHA MMM YyNy4ylleHUa LBera MOXeT MPUBECTW K NMponyckam npu HabnwAeHUU UIU HeBEepHOMY
anarHosy.

1. Y6epuTechb, 4TO 3HAOCKON NOACOEANHEH K 9HAOCKONMYECKOMY BuaeonpoLeccopy.

2. Yb6epntecb, UTO 3HAOCKONMYECKMIA Buageonpoueccop u namna BKJTKO UEHbI .

3. BcTaBbTe AnCTanbHbI KOHEL 3HAOCKOMNA B KO/INAa4yok 6anaHca 6enoro, kak nokasaHo Ha Puc. 9. lepxute
HEMNOABMXHO KO/Nayok 6anaHca 6e10ro u aHA0CKON, YTOObI N306paXeHne Ha MOHUTOPE He pa3MbiBasioCh.

Puc. 9.

4. HaxMmuTe nygepxusaliTe KHONkKy 6anaHca 6e10ro He MeHee ABYX cekyHpg (cm. Puc. 10). JKpaHe gucnnes
(OSD) nosButcs coobueHne «WB done», yka3biBall,ee Ha 3aBepLlIEHNE HACTPOMKMN.
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Bbibop pexxuma IRIS

1. HaxmunTe Ha KHonMKy pexuma IRIS nnun knasnwy F2 Ha knaBuaTtype, 4To6bl BbiGpaTh pexum IRIS (cnocob
ynpaBsneHnsa akcnosuymen) (cm. Puc. 11). Mpu HaxaTum Ha KHOMKY pexuma IRIS nponcxoguT nepeknyeHune
pexuma IRIS mexay «A» (No cpegHemMy 3Ha4YeHUw), «P» (N0 NMKoBOMY 3HauyeHUO) n Auto (aBTomMaTn4yeckun).
MHAnKaTopbl oTpaxakT Tekyuw nii ctatyc pexuma IRIS. Ecnu Bbi6paH pexunm «A», ynpaBieHne akcnosunynei
npoucxoAnT Ha OCHOBE cCpefHEero 3HauvyeHus sgpkocTu nonsa. Ecnum BbibpaH pexum «P», ynpaBneHue
aKcnosuumueld NpoMcxoguT Ha OCHOBE MakKcuMmanbHOro 3lwueHus apkocTtu nonfdA. Ecnu BbiGpaHo «Auto»,
aKkcno3numa 6anaHcmpyeTcss aBTOMaTUYECKN.

KHonka pexuma IRIS

16.8. MacwiTabnpoBaHue

OaHHas dyHkuMA paboTaeT ¢ nsobpaxeHnem B peasibHOM BPEMEHU U CO cTon-kagpom. Haxmute knasuln)’
F11, yTo6bl YBEIMUYNTL U306paxeHue ¢ koappunuyneHtom 1,2x, 1,5x n 2°.

16.9. HacTpoiika LIBETOBOr0 TOHA M3000a>KEBHS

LiBeTOBOV TOH M306paxeHUii, BbIBOAWMbIX HA MOHUTOP, MOXHO HacTpanBaTb BPYUYHYIO.

1. Haxmute Ha KHONKY Bbi6bopa, 4To6bl BbiGpaTb Hae3paumBaeMmsblii napameTp (cm. Puc. 12). Mpu Haxatuu
KHOMKW BblbOpa NpPoOUCXOLUT nNepeknyeHne napametTpa mexay «R» (OTTEHOK KpacHOro) m «B» (oTTeHOK
cuHero). MHpukaTopbl R 1 B oTpaxalT Tekyw it BolOpaHHbIi napameTp.

2. HaxmmaiTe Ha KnaBuL K CO CTpeslkaMy BBEPX Y BHU3, UTOOGbI HACTPOUTbL 3HaYeHne BblOpaHHO napameTpa.
Kaxpoe 3HayeHue HacTpauBaeTcs B guanasoHe +10.
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Puc. 12.

16.9. M3meHeHVe YPOBHS yNyulleHNsl B3060aXKCHHS

Mpu6op no3BoAAEeT BbLINOMNHATbL YyNy4ylWeHue wun30b6paxeHna. YnyuyweHue npepcTaBnsaeTr cob60oil TeXHUKY
06paboTKn ANA 3NEeKTPOHHOTO NOBbIWEeHNA pe3kocTu kKpaés (E), c3pykTypbl (S) nam nx komébuHayum (C) gna
nsobpaxeHunsa. 1. HaxmuTte n ygepxunpaite KHONKY yaydylleHNs Ha nepegHen naHennm UNn HaxMuTe Knasuwy
F3 Ha knaBuatype, 4uT06blI Bbl6paTbh pexum (Puc. 13). 2. Mocne Bbi6opa pexuma ynyuywervunsa (E, S nnu C)
KPaTKOBPEMEHHO HaXMWUTe KHONKY Yy/Ay4dylWeHWa Ha nepegHein naHenum uNM HaxmuTe knasuwy F4 Ha
KnaBmaTtype, 4Tob6bl Bbl6paTh ypoBeHb ynydwernusa (O, 1,2 nnn 3). Tekywnii pexmum n ypoBeHb oTob6paxatTcs

Ha aKkpaHe.
KHonka ynyyweHus
C saecT ) T | SIS
[STCP
OoP )E
OR
OA 1S
Ob
O Auto )C /(;K,&
(0]
(wr ) { AEE; ( HE }
) ] @]
C whl C PUMP ) IEVEi
0 o O
(0] 0o L |
N 2h ah Iah
~a REET A (0 0O0OOOGQg §
Puc. 13. &
16.10. BKJIOYEHWE yny4vyweHuns Hb / ' Yy
vv o\

npub6op no3BosAeT BbINOMHUTL ynydweHune lib. Ynyywernne Hb - aTOo TexHuka o6paboTkm Ansa Bbl,qerléﬂl/ll
KPOBEHOCHbLIX COCYAOB C LeNbk ob6sieryeHns HabnwpeHws TkatTein c ob6oraw,éHHoi nogatein kpo~. |If.
HaxMmunTe Ha kHonky HbE Ha nepegHeit naHenun (cm. Puc. 14), kHonky HbE Ha pykosaTke aHgockongJ(e”n. puc.
15) nnn knasuwy F1 Ha knaBuaType, 4To6bl BKNIOUYNTb ynyyweHune Hb. Haxmnte Ha kHonky HbE Ha

nepefHei naHenum nam kHonky HbE Ha pykosaTke aHpockona ewé pas, 4uto6bl BbIKAKO UNTb ynyyweHune Hb.
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Puc. 15.
16.11. Cron-Kagp.

JHAo0CKoNMYeckoe nM3obpaxeHne MOXHO 3adpUKcUpoBaTh A5 6oee NPUCTanbHOIO0 paccCMoOTpeHus.

A NMPELYMNPEX/AEHUE!

Ecnun nsobpaxeHne He hUKCMPyeTCs WM He BOCCTaHaB/AMBAaErcs, HaXMWTe Ha Bblk/aluyaTenb NUTaHuWa AnA
BbIKNIOUYEHWA Bugeonpouyeccopa, nogoxamrte 8 CeKyHO W 3aTeM CHOBa HaXMWUTe Ha BblkalyaTensb
nutavma gna BKAKOYEHWA Bupgeonpouyeccopa. Ecnn npob6nema BCE paBHO He yCTpaHseTcs, HEMeEA/IEHHO
npekpaTtute ucnoab3oBaTb Npubop W W3BNAEKUTE 3IHAOCKON M3 Tena nauueHta, cneays ykasaHusam B
PYKOBOACTBE K 3HAOCKOMNY.

1. HaxXmMmuTe Ha KHONKY CTON-Kajgpa Ha pykoAaTke aHAockona (cm. puc. 16), KHOMKY

naHenun (cMm. puc. 17) nnun knaemwy F6 Ha knaBmaType, 4TobObl caenatb cTon-kagp. - AT 'T-'1V n

N I '
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Puc, 16.

Kuonxa cron-xanpa
Pue. 17.

2. HaxMHTE Ha KHOMKH CO CTPE/IKAMH BBCPX H BHU3 HA nepenneit nancsy, 4robw npocmaTpueaTh cTON-KAAp
Ha JKpaHe B nokaaposom pexnme. Coxpansercs Toabko 64 wiobpaxenna. Ilpu oTkmovenun npoueccopa sce
64 COXPaHEHHBIX W300PAKEHUT CTHPAIOTCE H3 NAMATH Npoueccopa. JUIA COXPAHEHNS RYKHLIX H300paKeHNR
sceraa noawsovaiire USB-HakonuTens.

3. Em& pa3s HRXKMATE KHONKY CTOR-KaAPA Ha PYKOATKE, KHONKY CTON-KA/1Pa HA NepesHedl naHenn uAK KNaBruury
F6 na xnasnaTtype, 4To0bt BOCCTAHOBHTH HIOOPIKEHUE PEANBHOIO BPCMENH.
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16/12» CoxpaHeHu1e 3anmcaHHbIX BUAE0 H N306PaXKeHNIA.

nMaeo 1 un306padkeHUs, 3anucaHHble BUAEOMPOLECCOPOM, MOXHO coxpaHATb Ha USB-Hakonutenb. |.
MoacoegnHnTe USB-HakonuTenb K nopty USB (cm. puc. 18). Korga nogkntovéH USB-HakonuTenb, roput

WHAMKATOP rOTOB/3aHAT.

2. Haxxmnte Ha KHOMKy oTorpacdmn wim knasuwy F10 Ha KiaBuaType, 4To6bl COXpaHWUTbL 3axBavyeHHoe
n3obpackeHne Ha USB-HakonuTesie. HaKMHre Ha KHOMKy Bugeo3anucnm wiv knasvwy F9 Ha knaBsuaType,
yTOObI 3anycTUTb 3anucb BUAeO. MOBTOPHOE HadXKaTMe Ha KHOMKY Buieosanucn wiv Knasuwy F9 Ha
K/aBuaTtype ocTaHaB/IMBaeT 3anuncb BUAEO. 3anncaHHoe BUAEO coxpaHsaeTes na USB-HakonuTesib.

KHonka Bnaeosanuvcu

Puc. 18.

16,13. Ypay3éHHas ne4vatb

dYHKUMA yOoan8HHOM neyatn paboTaeT, ec/im MOAK/IYEH COBMECTUMbIA nipuH3ep (SONY, UP-25MD), kak

rnokasaHo Ha Puc. 3.
1 HaxkmuTe Ha KHOMKY AMCTaHLUWOHHOW aKTMBaLUMKM Ha PYKOSITKe aHAocKomna (cM. puc. 19), uTobbl 3anycTuTb

YAANEHHYIO NnevyaTb M300paKeHUS Ha COBMECTVUMOM MpPUH3epe
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16,14. BblKTKO UEHWE aHpgockonuucclcoro Bugeonpoueccopa

Haxmute Ha BbllolloyaTenb [lMTaHusa. 4to6bl BbIKNKOUUTbL Bugeonpouyeccop. Bwupgeonpoueccop

'Bbl KNt 4eH,KOTAa UHAMKATOP NUTAHUS HE TOPUT.
2. Ecnn Bupgeonpoueccop He 6yAeT  WCNOMNb30BaTbCA  NPOAOXWUTENbHOE  BpeMs, OTKAK4YuUTe

BblKNto yaTenb MUATAaHUA N OTCOEANHNTE WLWHYP HU3aAHUA.

17. 3BAMEHA MPEAOXPAHUTENEWN.

MPEAYNPEXOEHWE!

e MNepep 3ameHoll npepgoxpaHuteneit, BbIKNKO UM TE Buaeonpoueccop v OTCOEAWHUTE WHYP NUTaHUSA OT
9M1eKTpMYecKon po3eTkn. B NpoTMBHOM c/lyyae BO.3MOXHO MOpaXeHne 31eKrpuyecknum TOKOM.

* Ncnonb3yliTe TONbKO NpefoxXpaHUTeNnn, ykasaHHble B pyKOBOACTBE. B npoTMBMO.M cayyae BO3MOXHbI c60u
B paboTe BuAeonpoLleccopa, noxap Uam nopaxeHme 3NeKTpu4Yeckum TOKOM.

1. BBIKNKOYUNTE nutaHne n oTcoeANHNTE WHYP NUTAHUA OT PO3ETKU 3/1eKTPOCEeTHU.
2. N3BneknTe NpAMbIM ABUWXKEHNEM fepXaTenb NnpefoxpaHuTeneili u sameHute npegoxpaHutenu (cm. Puc. 20).

3. YcTaHOBUTE AepxaTenb nNpefoxpaHutesnein Ha MecTo B BUAeonpoueccop.
4. MopcoeAnHNTEe WHYP NMUTAHWUA, HAXMUTE Ha BblK/OYaTeNlb MMTAHNA N ybeanTechb, YHTO UHAUKATOP NUTAHUA

ropur.
NMPEAYNPEXAEHWE!
Ecnnm nuTaHme He nosiBNsieTCs Noc/ie 3aMeHbl NpefoxpaHuTenein Ha HoBble, HemeaneHHo BbIKJTKYUTE

BUAEONPOLECCOp, OTCOEAMHUTE WHYP NUTAHUSA OT 3NEKTPUUYECKON po3eTKM M 06paTUTech B aBTOPU30BAHHbI
CepBUC-LLEHTP.

18. TEXHNYECKOE OBC/TY XUBAHVE BNAEOINMPOLUECCOPA PENTAX MEDICAL
EPK-V1500C.

NMPEAYNPEXAOEHWE!

« He ponyckaiiTe nonagaHusa BoAbl BHYTpb npu6opa. Mpu nonagaHuu €HHO
npocywute ero n ybeautecb B OTCYTCTBMM BOAbI Nepes Hayanom paboTbl.

e Bknwuyante BUAKY WHypa NuTaHWA HENOCPEACTBEHHO B poO3eTKy 3fnekTpocbrm ouy”toHTal nexns.
OTcyTCTBME NMPaBUNbLHOTO 3a3eM/IeHns Bueonpoueccopa BeAET K PUCKY 3/IEKTPUYECKOTO Y noxapa, u

nokynatenb HECET BCIO OTBETCTBEHHOCTb 3a Takue NpPOMUCLIECTBUA.
» Mpu paboTe BuAeonpoleccopa BCe BEHTUNALMOHHbIE OTBEPCTUS Npub6opa A0/MXHbl GbiTb OTKPbITbI, 4YTOGbI

obecneunBaTb CBOOOAHBLIN MOTOK BO3AyXa.
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- Mocne NpoTMpaHusa BAXHON Mapneil npocywnTe BUAEONPOLECCOpP, NPEXAe YEM CHOBA MCMOMb30BaTh ero. Mpu
MCNO/MIb30BAHUN BNAXHOTO NpUuGopa BO3HUKAET PUCK NOPaXEHUsI 3/TIeKTPUYECKUM TOKOM.

* "™y 06HApPYXEeHUN U3BLAHOB B KauyecTsBe npubopa o6paTutech K HaMm. KomMnaHus He HeceT OTBETCTBEHHOCTM 3a
bu,.l0Nankn. BO3HUKIWIMe BCAeACcTBME pa3bopkn npubopa Nosib30BaTENEM.

Bo n3bexaHne nMoBpexXAeHWs BblkloYaTeNsa U pucka 3/71eKTpMYecKkoro ygapa ounwante Bbllolloyatenbs nutaHus
TONbKO CYX0W candgeTkoin (0TCOeANHUTb OT 3/1eKTPOCeTH nepes OUYUCTKON).

* HE ounwainTe KOHHeKTOp/ceTeBY BUKY WIHypa NMTaHusA, pasbeMm U rHe3fo BuaeocurHana.

Ounctka MOXeT npuBecTn K pdedopmauum u KOPPO3UW KOHTAKTOB U MNOBPEXAEHWUK 3HAOCKONUYECKOTrOo
Bugeonpouyeccopa EPK-V 1500c.

« lo nam nocne ucnonbL30BaHWA 3aHAOCKONA ANA ANAarTHOCTUKU HApPYLWeHNA y nauMeHTOB OUMCTUTE KaHanbl nogayn
BOAbl, BO3AyXa M acnupauunm 3HAOCKOMOB COrNacHO ykasdaHMAaM B MHCTPpykKuun. BbIKJTIOYEHWME nutaHnsa Bo
BpeMssi OUYMCTKM MOXEeT YBe/IMYUTb CPOK CNyx6bl cBeToAMOLHOrO MoAayna. B cnyyae HamokaHus
BMAeonpoueccopa, NoNbL30BaTe 0 CriefyeT cHavyana OTCOeAUHUTb WH>P NUTaHMA U 3aTeM nNpocywunTb npubop.

A BHMMAHWE!

Meped 04YNCTKOW HEOBXO4MMO OTCOEAUHNUTL M 3auKCMpoBaTb Kabenb NUTaHuUS.

e OumncTKa HapyXHblX MoBepxHocTel npubopa.

Ouunwaite HapyxXHyw noBepxHocTb EPK-V1500c mArkoii candgeTtkoii n pasbaBieHHbIM MOKLWUM CpeacTBOM.
Mpun ounctke coeguHeHnii HE gonyckainTe nonagaHusa Bnarn Ha rHe3fo NUTaHus.

Mpun ounctke coeanHeHWn Ha nepefHein naHenu HE pgonyckaliTe nonagaHusa Bnarn Ha KOHHeKTop kabenda. Mpwu
MCNoNb30BaHNM BMAeonpoueccopa BO B/IaXHOW cpefe BO3HMKAeT PUCK 3/1€KTPUYECKOTro yjapa U KOPOTKUX
3aMblkaHuil. (PekomeHgaunsa; ounu,aiTte sHAOCKONMYECKNIA BUAEONPOLLECCOP €XEAHEBHO).

e YpaneHue XuAKUX 3arpssHeHuii.

Mpu pacnbiNeHnn XUAKOCTU Ha npu60op Nonb3oBaTeNlb [AO/IKEH CBOEBPEMEHHO yaanuTb XWUAKOCTb M nepefq,
Hayanom paboTbl y6eaUTbCA, YTO OHA He nonasia Ha ApYyrue KOMMOHEHTbI, 0COGEHHO Ha coefuHeHusa uenei. Ecnu
coefMHeEHME Lenel BlaxHoe, NpocywmnTe npu6op nepes NCNosb30BaHUEM.

l \ BHUMMAHWE!

Bo n3bexaHne 3nekTpoTpaBm cnegute, 4Tobbl pasbeéM NUTaHUsa 6Gbia CYXOW.

Ecnun sHpockonMyecknini Bugeonpoueccop mMmeeT BUgUMble MOBpexXAeHns, He paboTaeT Hagnexawum obpasom
nnn o6Hapyxun HapylweHUs BO Bpems nposepku, HE ncnonb3yiite Bugeonpoueccop n obparutech B
cepBUCHbIV LeHTp PENTAX Medical.

HekoTopble npo6ieMbl, KOTOpble MNpeacTaBnAlTCs C60AMU, MOXHO YCTpPaHUTb Npu obGpauieHun K pasgeny
WHCTPYKLUUKN: «OUCK U ycTpaHeHne HeucnpaeBHocTel». Ecnm npo6aema He ycTpaHsieTcs nocne NpuHATUS mep,
npekpaTuTe UCNonb30BaTh BUAEONPOLECCOP M OTNPaBbTE €70 HaM A/ PEMOHTA.

A NMPEAYNPEXAEHWME!

e 3anpewaeTca MCNonb30BaTb BUAEONpoOLECCOpP, B KOTOPOM npejgnosiaraetca HapyweHne.M1B.*«ad4feT npuBecTmn K
rméenn nam cepbe3HoOMy TpaBMMUPOBAHUIO NayneHTa uau nonb3osartens. n

e MponssoanTenb NpepocTaBnifaeT NpUHLMNNANbHbIE CXEMbI, cneyndukayumn komn” asaHus
no KkannbpoBke A8 NOMOLWMN CEPBUCHOMY NepcoHany B PeMOHTe geTanei.
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MHPOPMALUNMNA O BOSMOXHbBIX HEMONMAOKAX N CIMTOCOBAX YCTPAHEHWA.

B Ta6nuue Huxe npuBefeHbl BO3MOXHble MPUYUHbLI Henonagok. C60Mm M Henonapgku, He ykasaHHble B Tabnuue
HMXe, Tpeby T pemMoHTa.

O6cnyxuBaHue HekBannMUUMPOBAHHBLIM NEPCOHA/IOM MOXET MPUBECTU K HEeCYaCTHbIM Clydasam, NO3TOMYy A1
nposefeHnsa obcnyxusawla Bugeonpoueccopa cnegyiite ykasaHuam, NpuBefEHHbIM B pasfesie MHCTPYKUUK:

«Bo03BpaT 9HA0OCKONMYECKOro BuaeonpoLeccopa AN peMoHTa».

A MPEAYNPEXAOEHMWE!

Ecnun npepgnonaraetca HapyweHue, BbIKJTKOUWTE Bugeonpoueccop u cHosa BKJIKOYUMTE. Ecnu HapyweHue
He ycTpaHseTcs, BbIKJTIO UM TE Bugeonpoueccop, oTcoeanHnTe kabenb NnuTaHna m obpaTuTecb B CEPBUCHbI A

ueHTp PENTAX Medical.

OnucaHne Henonagku
OHAO0CKOMN He MOXEeT NOAKMIUYNTLCA K
3HA0CKOMNYECKOMY
BuJeonpoueccopy.

MutaHne He BKJAKOYAETCHA.

OnuncaHne Henonapgku

JHAOCKOMMYECKoe n3obpaxeHne He
BbIBOAUTCA HA MOHUTOP.

JHAocKoNMYeckoe n3obpaxeHme
C/INWIKOM TEMHOeE.

JHaocKkonuyeckoe nobpaxeHve
C/IMLLKOM sIpKoe.

3HJocKonuueckoe n3obpaxeHue
3acTblf0.

JHaocKkonuyeckoe nsobpaxeHue
NNbIBET.
JHaocKkonMyeckoe nsobpaxeHue
OPOXUT.
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Bo3mMo)KHadA npuunHa
DHA0CKOM HECOBMECTUM C AaHHOM
BNAEOCUCTEMON.

He noacoeaunHéH kabenb NUTaHuA.

He BkntoyeH BbIKTIOYATE/b
nUTaHus.
Meperopen npegoxpaHnTenn.

Bo3moyxHas NMnpuyvnHa
YcTaHOBEH HeNpaBUbHbI PEXU.M
MOHUTOPA.

OHA0CKON He MoACOeANHEH.

Ka6enb MOHUTOpa He NOACOEAUHEH.

Kabenb BHAEO03HAOCKONA He
NnoACOEeAUNHEH.

HenpaBunnbHas HacTpoika pKoCTH
MOHUTOpA.

HenpaBunbHasa HacTpolika KOHTpacT-
HOCTW MOHMTOpA.

HenpaBu/bHbI YPOBEHb KOHTPACTHO-
CTW MOHWTOpA.

Haxarta KkHomnka cTton-kagpa.

Kabenb MoHUTOpa nofcoefuHeéH
HenpasUbHO.

CunbHoe MarHuTHoe nosne B61K3u
MOHUTOpA.

PeweHne

MoAcoenHNUTE NPaBUSIbHbIi
aHAoCKoM.

MoacoeanHnTe ero K poseTke
MeLMLMHCKOro Kiacca, kak onucaHo
paHee.
Bknouunte
nuTaHus.
3ameHunTe oba npefoxpaHuTens.

BbIK/TIOYATE/Tb

PeweHne
MpaBnAbHO HACTPONTE pexum, obpa-
TUBLWNCb K MHCTPYKUMUN MOHUTOPA.
MoacoeAuHNTe 3HAOCKOM, Kak onuca-
HO B UHCTPYKLUU K HEMY.
MopcoeanHuTe kabesb MOHUTOPA,
Kak onucaHo paHee.
MopgcoepnHnTe Kabesnb BUAEO3HAO0-
cKoma, Kak onMcaHo paHee.
YcTaHOBUTE NPaBUIbHYH APKOCTb,
KaK onncaHo B MHCTPYKLUUN K
MOHUTOPY.
YcTaHOBUTE NPaBU/IbHYO KOHTpPAcCT-
HOCTb, KaK ONMCcaHo B MHCTPYKLUN K
MOHUTOPY.
YcTaHOBUTE NPaBU/IbHYO KOHTpPAcCT-
HOCTb, KaK ONMcaHo B MHCTPYKLUMUN K
MOHUTOPY.
({axxmnTe Ha KHOMKy cTon-kagpa,
4YTO6bl BEPHYTLCA K M306paXKeHuio
peasibHOro BPEMEHM!.
MpaBunbLHO noacoefuHUTE Kabesnb
MOHMTOpA.
OTOABUHLTE UCTOYHUK MArHUTHOTO
nonsa nogansulll|«t sunmuwpa.



0. BO3BPAT SHAOCKOIMNMMYECKOIo BUNAEONMPOLIXCOPA OAJTA PEMOHTA

[na npoBeAeHua peMoOHTa 3HAOCKOMMYECKOTo Bugeonpoueccopa, o6patTccb B aBTOPU30BaHHbIN
cepsuc-ueHTp PEHTAX Medical.

A NMPEAYNPEXAOEHWE!

N 60V pPeMOHT NeaBTOPM30BAHHLIM MEPCOHANIOM BeAET K aHHYTMPOBAHUIO rapaHTuu.

21. AAHHBLIE OB 9/1IEKTPOMATHUTHOM COBMECTUMOCTM OMC).

Tabnuua 1: nxayyexue

fBneHue 1 CooTBeTCTBUE
by CISPR11 y
- CNOBUSI yUpexAeHUs 34paBooXpaHeHus
H3ny4YyeHune Fpynna 1, Knacc A ydpexn 4p p
IEC 61000-3-2 I
FapmMoHuyeckne nckaxxeHus YcnoBus yupexaeHus 3apaBooxpaHeHus
Knacc A
Koneb6aHus HanpsKeHns u 1HC 61000-3-3
YcnoBus yupexaeHus 3apaBooxpaHe)lls
P NMKKEP-LWYMbI CooTBeTCcTBME

MPAMEYAHWE.

Xapaktepuctnkmn TMNOM1I:XOOMUNCCUWM paHHOro ob6opyaoBaHus NO3BONAKT UCNONb30BaTb €ro B
NPOMbIWNEHHbIX 30HaX M 6onbHuuax (CTSPR 11 knacc A). lMpu nMcnosb3oBaHMU B XWUAOM cekTope (gns
KOoTOoporo o6blyHO Tpebyetca CISPR 11 knacc B) fijpn6op MoxeT He obecneuymBaTb afekKBaTHOW 3aWuUTbl OT
BO3€ENCTBMA CpPeAcCTB BbICOKOYACTOTHOW cBA3WM. [lonb3oBaTento MOryT noTpeboBaTbCA [OMNOAHUTENbHbIE

MeponpuaTnsa, HanpuMep, U3MEeHeHne pacrnosioXeHUs WaM opvewayuu npubopa.

Ta6n|/|ua cooTBeTCTBMA NO I'IOMCXO)/CTOI?I“II/IBOCTH

ncnbiTaHNA Ha

fABneHve BaszoBeblii cTaHgapT AMC
. + 8KB KOHTaKTHbIW
QneKkTpocTaTuyeckuin paspsas IEC 61000-4-2 +2KB, +4KB, +8KB, +!5KB BO3AYLIHIIA
3B ™
M3nyyaemoe PY IEC 61000-4-3

80 MI n-2.7I1 y,

3/1eKTpOMarHHTHoe none 80% AM wmpu 1kly

Mons B 6NMXHel 30He OT

. . IEC 61000-4-3 Cwm. Tabnuuy 3
ycTpoiicTB 6ecnpoBoaHoin PU-
N 'S
CBSI3N
MarHuTHble nons IEC 61000-4-8 30A'™M - \
HOMMWHAbLHOI YacTOTbl CeTH 50w nam 60y * 1 -e
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y TallvHa 3: nona B 6/IHXKMEH 30He OT ycipoilciB

: YPOBHU MUCMbNANHA Ha MOMEX0YCTONYMBOCTb

McnbiTaTenoHasa yactota  [nana3oH
(MTy) (MTL) ' YcnoBus yupexaeHus 3apaBooxpaHeHus
385 380-390 MmnynbcHas moaynaumsa 18ruy. 27B/m
450 430-470 FM. oTknoHeHne * 5kly. cuHyc 1kruy. 2
710
745 704-787 MmnynbcHaa moaynaumna 217My. 9B m
780
810
870 800-960 MmnynbcHaa moaynsauma 18ry. 28B m
930
1720 ¢
1845 1700-1990 MImnynbcHasa mogynauua 2177y, 28B m
1970
2450 2400 2570 1 WmnynbcHaa moaynauma 2177y, 28B m
5240
5500 5100 5800 MmnynbcHaa moaynaumna 2177y, 9B'm
5785
Tabnuuya 4: BXxo4 HanpshkeHuns
nepeMeHHOro Toka
AYpoBHU TNbITanHa HajioMe)*ycK>fl4HBocTb
BasoBblii cTaHgapT 9MC
u o w YcnoBus yupexaeHus 34p oxXpaHeHHs

HaHocekyHAHble UMMY/bCHbIe
nomexu

MMNynbCbl NUHNA-NNHNA

Mmnynbcbl NUHUA-3eMNA

KOHAYKTUBHbIE MOMEXM,

HaBefieHHble PY-nonamu

Mpoka3sbl HallpsxeHus

Mepe6omn HanpsKeHUs
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+2kB
IEC 61000-4-4
YacTtota nostopeHusa HOOKIL
LIC 61000-4-5 +0.5kB, = 1kB
1K6WO00-4-5 +0.5kB”™1kB, *2kB
. 3B,0,15MI'm  80MTIy,
IEC 61000-4-6 I

6B B guanasoHax 1SM ot 0.15MTy go
A 80MTy 80% NM npu 1kly,

0% U j; 0,5 nepnogos

llpn0O~ 45~ ?2p~ 135", 180". 225\270%1 315"
0% Ut: 1

nepuopg u

70% Ut : 2530

LC 61000-4-11

IFC 61000-4-11



Tabnuuya 5: NopT BX0/1/BbIX0/A chi HAMOB

[2rr,-

YPOBHW UCMblYaHMa HY LLOMCXOYCron4ynBocTb
fBneHune Baszonblii ctaHgapT 9MC

YCnoBus yupexgaeHus 3apaBooxpaHeHus

+ 8KkB KOHTaKTHbI
dnekTpoclarnyecknii paspan IEC 61000-4-2 +2kBj :r4kB. +8kB. ;11.5kB BO3AYLLHblii

3B. 0,15MTl'y 80MTIwm
KoHpykTuBHbIE nomexu, IEC 61000-4-6 6B B gnanasoHax ISM 070.15MT g0
HaBefE&HHble PY-nonsamH 80MT1 80% AM npn 1kl

Tabnuuya 6: NOpT NOLKNUYEHUA NauneH4ya

Yy UCMbITAHUA HA NOMEX0YyCTONYMBOCTb
fB.leHne BasoBeblli cTaHgapT AMC . ) .
Ycnosus yipaaitawaK uf JUM)ec] » ie™
. + 8KB KOHTaKTHbI
dnekTpocTtaTnyeckuin paspsag, IEC 61000-4-2 +2KB. +4KB, 4.8KkB, +15kB BO3AYW HbIi
3B, 0,15MTl'y - 80MTIy,
KoHpykTusHbie nomexu, IEC 61000-4-6 6B B guanasoHax ISM o1 0.15MTI'y go
HaBeféHHble PY-nonamu 80MTW 80% AM npn 1k

A NMPEAYMNMPEXOEHWE!

1. NopTtaTuBHbIe ycTpolicTBa PU-cBs3M (BkAo4yaa Takme nepudepuitHble ycTpoincTBa, Kak kabenu
aHTEHH M BHELWHMWE aHTEeHHbI) caegyeT UCNOMb30BaTb Ha PaccToaHUM He meHee 30 cm g0 nw6OI
yacTtun: Bugeonpoueccopa EPK-V1500c, Bknawvyas kabenu, ykasaHHble npoussogutenem. B
NPOTUBHOM C/iy4yae BO3MOXHO yXyALEeHNne XxapakTepucTuk nsgenuii.

2. MegununHckoe wu3genuve npegHasHayeHo AN WUCNOMb30BaHUA B YC/AOBUAX YuypexAeHus
3ppaBoOXpaHeHns.

3. CyuwecTBeHHaa xapakTepucTtuka MeuLWUHCKOTO usgenns CoCTOUT B-YOM. YTO M306paxeHne Ha
3KpaHe Aucnnaes BbIBOAMTCA HOpMasbHO, Korga Bugeonpoueccop paboTtaeT' € XO/OAHBIM
MCTOYHUKOM CBeua.

4. Bo n3bexaHue cboeB B paboTe He mcnonb3yiiTe: Bugeonpoyeccop EPK-V1500c psgom unu B
CTOWKe C APYyTMMM ycrpoiicTBamu.

5. lMcnonb3oBaHune akceccyapoB, npeo6pasoBaTteneli u kabeneihn nNOMWMO YyKa3aHHbIX WAN
npefocTtaBNenHblX NPOM3BOAUTENIEM [AAHHOTO0 MEAULWHCKOTO u3genums MOXeT NpUBecTn K
NOBbIWEHHOMY W3/IYYEHUIOD 3NEKTPOMArHUTHbIX MOMEX UMW CHUXEHWID YCTOMYMBOCTU K HUM
nnéo kc6osam B paboTe.

22. NH®OPMALIMNA O CTEPUNTTUN3ALLINN.
MeanunHckoe nagenne ¢ BXOAAWUMM B €ro cocTaB U3genmaMmum nocrasnsetcsa KoM ApEM)ATprutento

HECTEPU/IbHBIM U CTepunnsaynn He NnognexunrT. /

23. VNH®OPMALMA O HEOBXOAMNMOM. HO
AOMNOSTHNTE/IBHOM OBOPYAOBAHUNWN.

Kom6uHaynm ycTpoCTB U NpUHaAEXHOCTEN, KOTOPbIE MOXHO UCTHNb: N | r1Ne; 4N um

NPOAYKTOM, MEePEYNCTIEHBbI HUXE. -
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Camblli nocneagHnii nepeyeHb COBMECTUMbIX YCTPOCTB cMolpute Ha cnegyrowem Beb-cante nnu
CBSI)XXUTECb C BAllMM MECTHbIM CepBUCHbIM LeHTpoM PENTAX Medical: https://pcntaxmedi-
cal.com/pentax/en/92/1/Compatible-Products/

Mepen ncnonb3oBaHWeMm mnagenune caefyet NOATOTOBUTb U NPOBEPUTbL COT/TacHO

Twun Has3saHue mopgenu y TepHoBas mapka
MpuHTEp UP-25MD JONY
MoHuTOp ENDOVUE 24 SURGICAL DISPLAY NDS Surgical Imaging, LLC.
®naw-kapta USB USB 2.0, o6bem: 16 unun 32 I Kingston
BY-reHepaTop OI"MPUSATHii PSD nnun UES [OLYMPUS

BuoncuiiHble wunubl Jlto6ble 3aperncTpupoBaHHbie B P® npu

AYCNoBWW, YTO UX BHELWHUIA anameTp COBMECTUM
(MeHbWe) AMameTpa UHCTPYMEHTaNbHOTO KaHana,
COOTBETCTBYHOL Er0 3HAOCKONA, a paboyas yacTb
[pocTaToOYHO ANWMHHAA, MPUHUMANA BO BHUMaHWe
pa6ouyyl ANNHY COOTBETCTBYLLEro aHAOCKONA.
O6paTnMTecb K MHCTPYKLMMW NO 3KcnayaTauum Ha
GMONCUAHbIE WHNUblI 32 AONONHUTENbHON’

_ MHopmaynei.
OnekTpoxupypruyeck [liobble 3aperncuposaHHbie B PP npu
as netns (ycnoBuu, 4YTO UX BHELWHU AnameTp COBMECTUM ,

(MeHbwe) gnameda nnchymeHTanbHOro kaHanal
COOTBETCTBYHLETO 3HAOCKONA, a paboyas yacTb
JocTaToO4yHO ANIMHHAA, NPUHMUMAA BO BHUMaHue |
pa6ouyl ANNHY COOTBETCTBYLLETO 3HA0CKONA.
O6paTnTechb K MHC YKLMYM NO 3KcnayaTauum Ha
3N1eKTPpOXUpypruycckue neTnm 3a
OONONHUTENbHON MHGOp.Maynei.

NMPEOYMPEXAEHUWE!

PENTAX Medical He rapaHTpyeT COBMECTUMOCTb C OTCYTCTBYHO LW MMM B CIMCKe YCH ONCTBAMH.
Ecnun ycTpoiicTBa HeT B CNWCKe, CBSXWUTeCb C npoussoauTesnem ob6opyaoBaHWA WM akceccyapa, 4YTOObI
noATBEPAUTL COBMECTUMOCTb U NONYUYUb UHCH YKLUN MO UX COBMECTHOMY NMPUMEHEHUI0 ¢ npoaykuunei PEN-

TAX Medical.

24. YCNnoBuAa XPAHEHWA N TPAHCIMOPTNPOBKW.

Ycnosua TpaHCNOPTUPOBKK

*» TemnepaTypa okpyxatuweli cpegbl: oT -40°C go 55@C

e OTHOCUTENbHaAA BNaXHOCTb: 0T 10% fo 95% (6e3 kKoHgeHcaumnmn)
e ATmocctepHoe gaBneHue: oT 500 rMa go 1060 rMa

Ycnosua XxpaHeHund.
MepuunHckoe nagenne NOANEXUT XPaHEHUIO B TOPU3OHTaNIbHOM NonoxeHun (B TpBUST A9»p P 5*L(nakoBke)

B YCNOBUAX CKMAACKUX MOMELLEeHU Npu Temnepasypc OKpyxatu,ero so3ayxa:
>

336BaHus,
no akc!

? /

1

Oanee:
- oTcoeAuHUTe BCE BCnomorarte;uHoe obopyaoBaHne, nofCcoeUHEHHOE K SHLOCKOMMYECKOMY

BUAeonpoueccopy.
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nomMecTuTe ew XpaHeHue obopynosaEEne B ropn3oHTanbHOM NOMIOXEHUUN B YNCTOE, CyXxoe, NnomeleHne 6e3
BMGpayunii, c Co6NAeHNEM pexunma:
- Temnepatypa o1 natwc 5°C go nntoc 40°C;
- OTHOCMTENbHaa BNaxHoOCTb A0 85% (6e3 o6pa3oBaHMsA KOHAeHcATA);
- atmoctepHoe gaBneHue: ot 700rfla go KO60TrMa.

MPUMEYAHWE.

Bxofsilnme B KOMMMEKT MeAMUMHCKOro uegenElsl akceccyapbl, rMofAneXkaT npaBuiaM  XpaHeHus,
npesycMOTPEHHbIM A/151 OCHOBHOMO M3aenusi.

25. CBEAEHWSA OB OXPAHE OKPY>XAILWEW CPEADI.

MaTepuanbl, N3 KOTOPbIX NPOM3BELEHO MEAULMNHCKOE U3Aenne, a Takxe U3Aenns, BXOASWMUe B ero cocTas,
He O0KasbiBalT BpeAHbiX BO3LENCTBMIA Ha okpyxatwwyi cpefy. [ocne OKOHYAHUS CcpoKa CAyXObl
MeAWLNHCKOTO u3aenusa, ero crneayeT yTUNW3MpoBaTb, Kak TOro npeanucbiBaloT npaBwEa ytuausauuu
MeANLNHCKOTO N3AEeNna U BXOAAWMUX B €70 COCTAB akCeccyapos.

26. CPOK C/1Y>Xbbl MEANUMNHCKOIO USAOE/TNA.

Cpok cnyx6bl Bugeonpoueccopa PENTAX Medical EPK-V 1500c npu BbINONHEHWW pPeKOMeHAauuin no
obpalieHuno ¢ n3genvemM, ykasaHHblX MPON3BOANTENIEM B TEXHUYECKOW AOKYMEHTaLUnM U MHCTPYKLMAX NO
akcnnyartauuum 5 neT oT fgaTbl NPON3BOACTBA.

27. NHDPOPMALUWNA o FAPAHTUVHOM PEMOHTE n CEPBNCHOM
OBCNY>XXUBAHUW.

A BHUMAHWE!

PeMOHTHBEE paboThbl 0/MKHbI MPOU3BOAUTLCS TO/TbKO CNELMasMcTOM WL KOMNaHuel, NONYYUBLINMU HA 3TO
paspeweHne PENTAX Medical (mnm B aBTOpM30BaAaHHOM CEPBUCHOM LEHTpE)

MPUMEYAHWE.

Mpon3BoanTENb HEe HECET OTBETCTBEHHOCTM 3a TpaBMbl NepcoHana v NoBpexAeHns n3genuin scneacrene
peMOHTa, KOTOPbIA NPOM3BOAMICA NULOM WK OpraHu3aymneil, He UMEeK WM NoHOMOuUYN (paspeweEENs)
oT PENTAX Medical.

1. Mpu noBpexAaeHNn getanein N 3NeKTPOHHbIX KOMNOHEHTOB n3gennii EEeo6xoanmo Mcnonb3oBaTb TONbKO
3anacHble 4yacTu, noctaBnssemble KomnaHuein PENTAX. lMpoun3BoanTenb He He<;8T-oTBRTBEHHOCTU 3a
yCcTpaHeHne NoBpeXAeHW, Bbl3BaHHbIX UCNO/Ib30BaHMEM 3anacHbiXx yacten cT(MMHu " n6cTh

2. Ecnn HeucnpaBHOCTb He ygaéTca ycTpaHWTb Nocsie MPOBEPKM M cornacHp c A3 n " ;LL)H "guw B
TabauLax BO3MOXHbIX HeMcnpaBHOCTeli, o6paTuTech K Npon3BoAnTento un/s <peAECIIA 4 A cTpAMAATAX
Medical. [ I- " |

3. Mpwn BO3BpaTe n3genuii 4Na pemMoHTa cneayeT npuknagbiBath kak lapalTruitHbliii TanoH, c6oA
UV NOBPEeXAeHNs U KOHTaKTHbI/i HOMep TenedoHa OTBETCTBEHHOrO Nunua. Y /

4, B TeuyeHue rapaHTUAHOTO cpoka oduuManbHbIii CEPBUCHLIA UEHTp, npeag’ctaBna’” 6ep”aTHoe
o6cnyxuBaHue, ecnu 6yneT NOATBEPXAEHO, 4YTO nNofomMka wusgenus npolupuwna~'‘icneacteue 6paka
MaTtepuanoB Uau NPoON3BOACTBEHHOTrO 6paka nNpu co6MlOAeHUN NpaBu akcnayaTaiiH ~"Texo6CcnyxumBaHus.
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BoiweHa3sBaHHOe 6ecnnaTHoe o6CcnyxXuBaHume 6yaeT npegocTaB/ieHO MPU YyC/I0BUK, YTO NpuobpeTéHHoe
n3genue cromanochb NpuM Hagfnexalwmnx ycanoBusax akcnayatauum. B npoTUBHOM c/ayyae CepBUCHbIE YCAYTU
6y YT OKa3aHbl Ha NnaTHOli OCHOBe.

6. MepBOHauvasNbHbIA rapaHTUliHbIl CpOK Ha Npubop NpoAosxaeT AeicTBOBAaTb MOC/e peMOHTa U3AeNnus B
Hawem CepBUCHOM UeHTpe. [locne ncTeyeHWs rapaHrMinHOro cpoka PeMOHT OCYL ecrBaseTca Ha naaTHOWN
OCHOBe.

7. Mpwn obpaweHnn B CEPBUCHbIN LEHTP BaM HEOO6XOAMMO NpPeaoCcTaBUTb rapaHTUNHbLIA TanoH. CepBUCHbIN
LeHTp BNpaBe oTka3aTb B NpeAOoCTaB/eHNN rapaHTUAHbIX YCAYT NPy OTCYTCTBUM JOKYMEHTOB UK B Ciyyae,
eCnn nNpefoCcTaB/IEHHbI rapaHTUHbIA TaNOH OTHOCUTCS K APYroMy U3fenunio.

8. CepBUCHbIV LeHTp BNpaBe OoTKa3aTb B NpeAoCTaB/ieHWN FrapaHTUliHbIX YCNYTl B Cy4yae HenpaBU/IbHOTO
MOHTaxa n3genus unm paboTbl C HApyWeEHNEM yKa3aHUi MHCTPYKLUM MO 3KCnayaTaLun.

9. CepBUCHbI/A LeHTp BnpaBe O0TKasaTb B MNpefoCTaB/eHWW TrapaHTUHbIX yCcAyr B chydae
HecaHKLMOHUPOBAHHOTO BMeLWATeNbCTBA B U3genue.

10. CepBUCHbIW LUEeHTp BNpaBe OTka3aTb B MPefoOCTaB/ME€HWU FapaHTUWHBIX YCNYT B C/y4yae MOBPEeXAEeHUN
BCNeACTBME CTUXUNHBIX 6e4CTBUIA, TAKUX Kak HAaBOAHEHWE M noxap.

Mo BoOnNpocy rapaHTUWHOrIO pemoHTa W CepBUCHOTO o06cnyxuBaHua obpawatbca B agpec
ueHTpanbHoro cepsucHoro ueHtpa PIINTAX Medical: OOO «[eHTakc Megukan Pyc»; 108811, r.
MockBa, BH.Tep.I.

nocesieHne MOCKOBCKMUIi, NOcCenok YnbaHOBCKoro Sleconapka, g. 1. ctp. 1, komHaTta 90,91. Ten.: +7-495-
721-38-59

28. YTUITN3ALINA.

CumBon /'~\H a MegUUUHCKOM W3AEeNuW WM ero ynakoBke O3HAuyaeT, 4TO uU3aenve [O0MXHO 6biTb
YTUIN3NPOBAHO OTAENbHO OT 06bIUHbLIX GbITOBbIX OTXOA40B N0 MeTeUYeHUn cpoka ero cnyx6bl. Moxanyiicta,
MOMHUTE, 4YTO BalWa OTBETCTBEHHOCTb - YTUAW3MpPOBATb 3/M1€KTPOHHOE o6opyaoBaHue B LeHTpax
nepepaboTkM, 4YTO6LI MOMOYb COXPaHUTbL MPUPOAHbIE pecypcbl. Kaxpasa cTpaHa EBponeiickoro Cotosa
uMmeeT CBOM LEHTpbl c6opa Ana yTunusauuu 3/1eKTPUYECKOro M 3/1eKTPOHHOro ob6opyaoBaHusa. Ans
nonyyeHns nHgopmMayum o Bawel TOYKe BbiBO3a OTXOA0B o6paliaiiTeCb B MECTHbI opraH ynpasneHus no
ynpaBfeHU0 0TXo4amMu 31EeKTPUUYECKOro W 3/M1eKTPOHHOTO 060pYyAOBaHWSA WAU B PO3HWYHBLIA NYHKT, B
KOTOPOM Bbl KYNWAM NPOAYKT. YTUNN3NUPYATE 31eKTPpOHHOE 060pyfoBaHMe B COOTBETCTBUM C HOpMaMU U
npakTuKamu, NPUHATBIMU B CTpaHe aKcnayaTauum.

29, TAPAHTUWM MPON3BOAUNTEJIA.

[leilicTBMe rapaHTUM HauyMHAEeTCsA C MOMEHTa WHcTannsuum o6opynoBaHusa. ['apaHTWiitHbIA nepuog,
cocTaBnsieT 12 MecsueB Ha BCe KOMMOHEHTbl u3genus. FapaHTWsi He pacnpocTpaHaeTcs Ha uacTu,
NnoBpeXAeHHble BC/EACTBME MIOXOT0 WAM HENpPaBWU/IbHOTO OGC/YXUBAHUA, 3/IEKTPUYECKUE CUCTEMBbI,
BbiBEJEHHbIE U3 CTPOS WM HEUCNpaBHble BCNeACTBUE TNpeHebpexeHUs WAM HeHagnexawero wux
MCMONb30BAHUA UNW BCEACTBUE UHBIX MPUYUH, HE 3aBUCSALLMX OT MNponsBoanTens.

30. MPETEH3NUN N PEKJTAMALNI.

/
Bce coobw,eHna NpeTeH3NOHHOro M peknamalMoHHOro xapakrtepa, Kacawwmn*a*efg"MHCKC
Hanpas/AaTb B afpec YNo/IHOMOYEHHOTO npeacTtasnutens npoussoautena. 1 ap”.~"as3” Huxe.
npeTteH3nn o06s3aTeNbHO yKka3biBaTb (amMwuin, UMSA U OTYECTBO, a TakKXe~Ac!™ KOHTaKTHbIR"NA

TenegoHa, HaMMeHOBaHWe L PUANYECKOTO NNLLa MU UHAUBUAYANbHOTO NpeanpiifutTens. !
VvV =
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‘LI ABUTEJIb IIPOU3IBO EJA H PUTOPHUU PD.

000 «Ilentakc Meauxas Pyc»
108811, r. Mockaa, BH.Tep.r. moceneHHe MOCKOBCKHIA, NOCENOK Y ILAHOBCKOFO Jleconapka aom 1,

crpoenne 1, komnata 90, 91;
+7 (495) 721-38-59 - Tenedon,
+7 (495) 721-38-59 - dake

E-mail: service.ru@pentaxmedical com
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Mepeson ¢ kuTalickoro ¥ aHFIWACKOrO A3LIKOB HAa PYCCKHIE A3LIK

CEPTHO®UKAT

JloroTun:

[CCPIT
(KKCMT)]

Kuraiickaa Komuccus Conelicrsus Mexxaynapoanoi Toprosne
MexnyHaponHas Toprosas nanata Kuras

Kuraitckas Komuccus Coneficrens Mexnynapoasoii Toproane —
MexnayraponHas Toprosas nanata Krras
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Haknelika-ronorpamva: [CCPIT (KKCMT)]

KuTarickasa Komuccmnsa CogeiicteBua MexxayHapogHow Toprosrie
MexxayHapogHaa Toprosasa nasiata Kntasa
01178741

CEPTUND®UNKAT

[QR kog]
PervcTpaumoHHbIii Ne 223100BO/004088

HACTOALWMM CBUOETEJIbCTBYETCHA, 4YTO: neyars komnaHun [MEHTAKC-Aoxya
Meankan TekHonomkuc Ko., Jita. (Pentax-Aohua Medical Technologies Co., Ltd) Ha
npunoxxeHHoM fokymeHTe VIHCTPYKUNA MO SKCTVTYATALINN - nog/mHHas.

TucHeHas nevatb: Kutaiickasi KOMUCCUS COAENCTBUSI MeXKayHapoaHoM TOproBs/ie.
CEPTUNO®UNKALINA CCPIT. (5)

KuTtalickaa Komuceus cogeinctems
MeXXayHapoAHOM Toprossie

Moanuck

yI'IOI'IHOMO‘-IGHHOFO I'II/ILI.a. [Moanwucs]
Lhkoy MnHgiaHb

Jara: 21 vioHa 2022 T.

Mevatb: Kuravickuia CoBeT Mo COAeUCTBUIO MEXAYHaPOAHO TOproBs/ie.
CEPTUPUNKALINA KCCMT. (05)

Beb6caiT /19 npoBepkm ceptudmkara: http:/mwww.rzeepit.com/validate.html
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PENTAX
MEDICAL

NMHCTPYKUWMA MO SKCNAYATALNU

«Cuncrtema BunaeosHaockonmyeckom smsyanmsaumm PENTAX Medical ans
BEPXHUX U/NN HMDKHMX OTAEO0B >KeyLO0UYHO-KMLLEeYHOro TpaKra»

BUAEOINMPOLUECCOP PENTAX Medical EPK-V1500c
IN3OBPAXKEHVE/

MponssoacTBa KOMMaHU:

PENTAX-Aohua Medical Technologies Co., Ltd., East of 3rd Floor, Block C, Building 1, No. 5
Shenwang Road, Minhang District, 201108 Shanghai, P.R. China

[Hara scryriennst B cwy: 04/03/2020r.

Bepcusa 01-20
[Letictere PO JomKHoCcTb Jata Mognwuck
YTBepann Aptyp [ain reﬂyl' 'eipeOEUKropb' ek 1uoHs 2022 . IMoanmuecs

Mevats: NEHTAKC-Aoxya Meayikan TekHonomkuc Ko., Jia,
(Pentax-Aohua Medical Technologies Co., Ltd.).

2020

TEKCT HA PYCCKOM $A3bIKE COOTBETCTBYET TEKCTY HA AHI/TIMNCKOM A3bIKE
Ha kavkgoli cTpaHuue nevarb KOMMaHum.

Meyars: NMEHTAKC-Aoxya Meayikan TekHonomkc Ko., Jra,
(Pentax-Aohua Medical Technologies Co., Ltd.).
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MepeBoA faHHOI0 TeKCTa BbINO/IHEH NEPEBOSUNKOM |'O,D,I/IHbIM |'OpI/IEM KoHCTaHTMHOBMNYEM.

noAnncCob

Poccuiickasa deaepaums

"opog MockBa.
Bocbmoro wuiona ABe ThbicAYM ABajLaTb BTOPOro roga.
A, [MpokoweHkoBa ErneHa EBreHbeBHa, HoTapuyc ropoga MOoCKBbI, CBUAETENLCTBYHO

MO/ IMHHOCTb MoANMcK NepeBoaurKa KomayHbIM FOoprieM KOHCTaHTMHOBUYEM.
Moanmch cagraHa B MOEM MPUCYTCTBUW.
JIM4HOCTb NoAnMcaBLLErO AOKYMEHT YCTaHOB/EHA.

3aperucl’ pypoBaHo B peecTpe: Ne 21/86-H/77-2022- ~
YriiaueHo 3a coBepLLEHe HoTapuasibHoro aericteus: 400 py6. 00 Kon.

noanncChb | [MpOKOLLIEHKOBA

lepboBas nevyaThb
HOTapuycar.
MocCKBbI
MpokoweHKoBOW E.E.

MpoLLHYpoBaHO, NMPOHYMEPOBAHO U CKPErVIeHo neyaTbio_ 68 nncT(-a,-0B).

noanmcb E.E”pokoLueH1?oBa’

> =t m W o«

Poccuiickast ®epe|rms ry -t

fropogM o c kB a * *

BocbMoro wutona pABe TbicAYM ABajuaTb
A, Mpokouwikosa E.1eHa EBreHbeBHa, HoTapuyc ropoaa Mocksbl,
1't0 BEPHOCTb KOMUK C NpeAcTaB/IEHHOro MHe 10

B peecTpe: Xe 21/86-H/77-2022
B/IbHOTO fielicTB

E.E. NpokoweHKoBa

BaHO, CKpensieHo

) (0B)

rE.MpokolweHkoBa
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China Council for the Promotion of International Trade is China Chamber of International Commerce
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lina Council for the Promotion of International Trade
China Chamber of International Commerce

IE é
CERTIFICATE
223100B0/004085

W -uEBj:

THIS IS TO CERTIFY THAT: the seal of Pentax-Aohua
Medical Technologies Co., Ltd. on the annexed
INSTRUCTION MANUAL is genuine.

China Council for the I”~romoiion
of International Trade

Authorized

. Zhou Pingf
Signature:

Bll- 202272067210
(Date: Jun. 21, 2022)
Website for verifying the certificate; http;//A*"Tv. rzeepilL. coii/validate. html
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PEHTAX
MEDICAL

Instruction manual
"PENTAX Medical Videoendoscopic visualization system for
upper and/or lower parts of the gastrointestinal tract”

Video Gastroscope PENTAX Medical EG27-V10c/EG29-V10c.
Video Colonoscope PENTAX Medical EC38-V10cM/EC38-

V10cL.

Production of the company:
PENTAX-Aohua Medical Technologies Co., Ltd., East of 3rd Floor, Block C. Building 1, No. 5 Shenwang
Road.
Minhang District, 201108 Shanghai. P.R. China

Date of entry Into force: 04/03/2020

Version 01-20

Action NAME Post Date r
Approved Arthur Dal General Man June 1. 20272 :: /
ager
.,;i-\
2020
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Contents
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DECODING OF THE SYMBOLS SPECIFIED INTHIS INSTRUCTION.
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2. Risk class of the medical device.

3. List of international regulatory documents / standards to which the medical devioe oorresponds.
4. Information about the manufacturer of the medical device.
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17. Return of the product for repair.
18. Electromagnetic compatibility (EMC) data.
19. information about sterilization.
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27. Claims and complaints.
28. Representative of the manufacturer on the territory of the Russian Federation.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MAN! \CTURER*S STATEMENTS.

This instruction manual contains the necessary Information on the safe and ef(eottye us.e of the prod-
ucts,in particular, a description ofthe operating procedures andprecautions. fei&fofe a|5iJliMrigmi8 jn~trUctb
and manuals, carefully read this instruction and manuals for all equipment that Is used with this device,
and strictly follow their- instructions.

Do not usethe products for anypurpose other thanthose specified in the purpose. Improper use of the
product can lead to damage to equipment or injury to the patient.inctuding burns, electric shock, perfo-
ration, infection and bleeding.

This instruction does not describe specific endoscoplcprocedures. The progress of specific proce-
duresshould be determined by the m”~ica) staff. Ifyou have any questions or comments regarding the
Information provided herein, please contact your local PEMTAX Medicalservicecenter. The content of
this Instruction is subject to change without notice.

Unauthorized reproduction of any part of this Instfvotion. is prohibited.

Keep this instruction and all other necessary guides Ina sdle, easily accessible place.

DECODING OF THE SYMBOL3 SPECIFIgQ.IW TSliiiHiitBl.CJJI.QM.

Indicates a potenUy diangerobs situation that, if not
prevented, could lead to death or serious injury.
W # WARNING!
Indicates a potentially dangerous situation that, if not
prevented, can lead to mild or moderate Ihjury. Itcan also
1S atTENTION! be used towarn of unsafe practices or the risk of damage
to equipment.

NOTE! Indicates additional useful infomnation.
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1. PURPOSE OF THE PRODUCT

Vif* | 3troscope PENTAX Medical EG27-V10c/EG29-V10c 4)eaigned to work together
wiW\V/ideo Colonoscope PENTAX Medical EPK-V1500c Mo3BonawT BudyannsnpOiiaTb BepxHue
OTAesbl XXeNyAOo4YHO-KNILIEeYHOro TpaeTa nayneHTa.

Video colonoscopes PENTAX Medical EC38-V10cM /EC38-VIOcL - designed to work together with
the video processor PENTAX Medical EPK-V1500c. Allow you to visualize the lower parts of the gas*

(rolntestinal tract of the patient.
Use the devices for any purpose other thanthose specified In the purpose.

2 RISK c,tA$S QF A MPPIffAt-Pfiyjgi

Depending on the potential risk of use (aooprdiM to .Appendix No. 2 to the Order of the Ministry of
Health of the Russian Federation dated OB.b6,20T1 No. 4h) - class 2a.

g .MAT.ar wxw T T low & wn /STANDARDS TQ WHICH
THE M

EDICALDr

MDD 93/42/EEC; IN 1SO 13485; IN ISO 14971; EN1041; EN ISO 16223-1; IN 60601-1; IN 60601-1-

2:
EN 60601-2; ISO 8600-1; ISO 8600-3; ISO 8600-4; ISO 10993-1; ISO 10993-5; ISO 10993-10; ASTM

)D4169;EN ISO 14155; EN 62366.
4. INFORMATION ABOUT THE MANUJFACTIIBE®R QF THE DBVICE

Production of the company:

PENTAX-Aohua Medical Technologies Co.. Ltd.
East of 3rd Floor, Stock C, Building 1. No. 5 Shenwang Road,
MInhang District, 201108 Shanghai. P.R. China

Manufacturinaoraanizatlons:

I, PENTAX-Aohua Medical Technologies Co., Ltd.
East of 3rd Floor, Block C, Building 1. No. 5 Shenwang Road,
MInhang District, 201108 Shanghai. P.R. China

'2. Shanghai Aohua Photoelectricity Endoscope Co., Ltd.;
|No.06, Lane 133, Guangzhong Road, MInhang District. 201108, Shanghai. P.R.China

6. COMPLETE SET OF MEDICAL DEVICE
The medical device is supplied in the following configuration:
Video Gastroscoce PENTAX Medical EG27-V1Qc/EQ29-V1Qc

' 1. Video gastroscope - 1pc.

2. Air/water supply valve (Ifnecessary)- 1 pc.

3. Aspiration valve (ifnecessary)- 1 pc.

4. Cleaning kit (ifnecessary)-1 pc , consisting of:
4.1. Syringe - 1 pc. y
4.2. Connecting tube - 1 pc.

4.3. Adapter - 1 pc,

0. Biopsy canal valve (ifnecessary)- 3 pcs.

6. Cork for cleaning (ifnecessary)- 1 pc.

7. Cork label (ifnecessary)- 1 pc,

8. Waterproof cap (ifnecessary)-1 pc.

0. Cleaning brushes (ifnecessary)-- 5 pcs.

10, Leak callector (ifr*cessary)-1 pc.

11. Water tank (ifnecessary)- 1 pc.
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12. Instruction manual - 1 pc.
Video r onosoopa PENTAX Medical EC38-V100M/ SO3e”V<10cL
v

1.'~.deo colonoscope - 1 pc.

2. Air/water supply valve (ifnecessary)- 1 pc.
3. Aspiration valve (ifnecessary)-1 pc.

4. Cleaning kit (ifnecessary)-1 pc., consisting of:
4.1. Syringe - 1 pc.

4.2. Connecting tube - 1 pc.

4.3. Adapter-1 pc.

5. Biopsy canal valve (ifnecessary)- 3 pcs.
0. Cork for cleaning (Ifnecessary)- 1 pc.

7. Cork label (ifnecessary)- 1 pc.

8. Waterproof cap (ifnecessary)-l pc.

9. Cleaning brushes (ifnecessary)- 5 pcs.

10. Leak collector (ifnecessary)- 1 pc.

11. Water tank (ifnecessary)- 1 pc.

12. Instruction manual -1 pc.

Note: Accessories included In the compoeittofl of coldhoscopes are inter-
changeable and have ldentical sizes and prop”los.

|
e. INFORMATION ABOUT POTENTIAL CONSUMBRS8 PEVICE

Qualified personnel of medical and preventive institutions, who have undergone special training in
working with the product.

7. CONDITIONS OF APPLICATION.
Only by qualified specialists of health and medical laboratories.
6. SCOPE OF APPLICATION.

IHndoscopy. Minimally Invasive procedures.

9. OPERATING CONDITIONS

| can operate the products at ambient temperatures: from +5 “C to +40 ®C, relative humidity from
|30% to 85% (without condensation) and air pressure from 700gPa to O604Pa.

IQ. INDICATIONS FOR USE. CONTRAINOJCATIONa. PftBCAUTIQNS.

10.1.Indications for use for videogastrosoope PIINTAX Medical ~"Q27-VIOc/£E02!9-VIOc.

Video gastroscope PENTAX Medical EG27-V10c/E029-V10c is shown for use in conjunction with the
video processor EPK-V1500c. as well as auxiliary equipment for endoscopic diagnostics forvideoendo-
«100pic imagfng of the upper gastrointestinal tract of the patient.

10,2.Indfcation3 for use for video colonoscope PENTAX Medical EC38-VIOcM/EC38-V10cL.
Video colonoscope PENTAX Medical EC38-V10cM/EC38-V10cL is shown for use In conjunction with
Ihi video processor EPK-V1500c, as well as auxiliary equipment for endoscopic diagnostics for video-
endoscopic Imaging of the lower gastrointestir~al tract of the patient.

10.3. Contraindications to use

These medical devices are contraindicated for use In the following cases;
1 Serious heart disease, Tor example, severe aritmtya, especially witha slowjeily daughter rhyjhm,
eoute myocardial infarction and severe heart failure.

1 Installed heart pacemaker.

3. Confusion or mental disorders.
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4. Other contraindications to endoscopy.

If" *V cautions

»

| WARNING!

After use, treat the appliance and store as directed.

Before performing endoscopy, remove all metal objects (watches, glasses, chains, etc.) from the
patient.

Do not hit, bend, stretch, twist and drop the distal end of the endoscope, the inisert™d the
bending part, the control handle, the universal cord or the connector of the endoschbpe'flb'ir with
excessive force.

Itis forbidden to change the bend sharply or by applying force.

It is forbidden to Insert and remove the iniserted tube of the endoscope when the bending part Is
blocked.

It Is forbidden to adjust the flexibility, drive the bending supply air or perform aspiration, insert
and remove the inserted endoscope tube and use ebabmeiUpy accessories without seeing the en-
doscopic image.

Itis forbidden to adjust flexibility, drive the bendlns Or perform aspiration, insert and
remove the inserted endoscope tube and use en60welllY'ab”~SSorles if the endoscopic image is
frozen.

Do not touch the fiber connector immediately after removing it from the video process, as Itis very
hot.

If the endoscopic image does not appear on the monitor, the image former may be damaged. Turn
off the video pgocessor immediately.

If it is difficult \Uinsert an endoscope, do not force it and stop the endoscopy.

ATTENTION!

Do not pull the universal cord during the study.

Do not touch the electrical contacts inside the electrical connector.

Do not allow impacts on the distal end of the inserted tube, especially on the surface of the lens of
the lens at the distal end.

You can not twist and bend the bending part with your hands.

Do not compress the overly bending part.

Before connecting or disconnecting the video endoscope cable from the electrical connector of the
endoscope, turn off the video processor.

Do not hit and bend the eiectrical contacts on the connector of the fiber.

Electromagnetic interference may occur when operating near equipment marked with the symbol
below, as well as near portable or mobile AP communication devices.

ATTENTION!

K

Contraindications to video endoscopy; patients with diseases of the heart, liver, kidneys, Umgs and
hemorrhagic diseases.

=After use for some time, the distal end of the endoscope can bum the inner surface of the organs,
be careful and attentive when endoscopy.

<When using an endoscope with a strong light source (especiaity a xenon lamp), the instrument
produces powerful light radiation. When the distal end approaches the mucosa, strong fightfocuses
on a very small area. As a result, an increase in temperature in this area and burns are possible. in
addition, the endoscope does not regulate the light automatically, it Is necessary to manually adjust
the brightness during observation.

Circumstances under which the risk of burns increases:
«<Moving the video endoscope along narrow cavities.

* Use of a high+brightness light source (xenon lamp).
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Measures to reduce the risk of burns:

jally reduce the brightness to a minimum level sufficient for full observation (xenOn light
vAiurce).

«Avoid prolonged observation of the same place.
Do not store the video endoscope ina room with high temperature, humidity
<When exposed to X-rays on the video endoscope, the internal image former ahd dtHeHIhsltlve
components undergo aging and change color.
<Do not expose the distal end ofthe video endoscope to strong light (e.g.. sunlight, light source, etc.)
as the image former is a sensitive precision device and is easily damaged.
= Equipment connected to the endoscope, such as a video processor, aspiration pump and electro-
surgical loop, must be connected to the electrical network through a grounded outlet by means of a
three-pin plug with a grounding contact. (If such equipment causes an electric shock, burn or other

Incidents due to violation of the rules of ill falls on the user).

When using a video endoscope with B fSpeplrable to connect a voltage regulator
with a capacity of more than 1000 W with.w UlIStldn function. Do not use a household
voltage regulator for the video endoscope ist®
«Ifa video endoscope fails, stop usdhsl It : htact the after-sales department or the
nearest authorized dealer or PENTAX MedlijSife
= To prevent infections and ensure the safety 6fS ,;bp~ure ip clean and completely
disinfect the video endoscope before sending Itfor g0 in a patient
with confirmed hepatitis A or other infectious diseases, $ 1iS Khibw in advance.

11. DESCRIPTION AND FUNCTIONALITY OF MEDICAL DEVJCES.

Video Gastroscope PENTAX Medical EG27-VIOc/EG29-V10c -designed to work together with the
video processor PENTAX Medical EPK-V1500c. Allow you to visualize the up parts of the gastroin-
testinal tract of the patient.

Video ColonosCbpes PENTAX Medical EC38-V100M / EC38-V10cL - designed to work together
with the video processor PENTAX Medical EPK-V1500c. Allow you to visualize the lower parts of
the gastrointestinal tract of the patient.

These products visualize the studied areas under lighting from the video processor using a CMOS
Image sensor located on the distal end of the video endoscopeand transmit images to observe the
target anatomical region by playing them on a video monitor through a video processor. Video
endoscopes can also be used In cor\Junctlon with endofoopic devices that are inserted through the
Inletof the instrumental channel on their housings, Videpandoscopesalso allow bending of the bend-
ing parts using the bending control knob, air/waler supply from the distal end of the product when
pressing the air/water supply valve and aspiration through the channel at the distal end of the product
using the aspiration control valve.

The PENTAX Medical EG27-VI0c differs from the PENTAX Medical EG29-V10wlith a slightly
mmailer outer diameter of the distal end and the main flexible tube.

The PENTAX Medical EC38-V10cM differs from the PENTAX Medical EC38-V10cL in a shorter
working length.
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Wo.1. Phologtaphi represeritatior of the general view Vidéo Gastroscope PENTAX Medics! EGZ7-V10c.
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|»0.3. Photographic representation of the general view Video Colbnoscope PENTAX Medical EC38-ViOCm/L.

Functionality of video endoscopes,

Aspiration cohnOctor

Connect the video endosiX)p6 to the aspiration tube on the aspiration pump (aspirator).
KpenseHne KOHHeKTopa wHypa S-Cord ’

Connect the video endoscope to the electrosurgical unit via S-cord.

Water tank connector

Connect the video endoscope to the water container using the dontalner tube to supply water to the
distal end of the product. \

Guide

Connect the video endoscope to the output sockfet of the light source to transmit light from the
source to the distal end of the product.

Electrical connector

Connect the video endoscope to the video processor using the video endoscope cable.

UP/DOWN bending knob

Move the bending part UP/DOWN, moving it in motion.

Bending lock UP/DOWN

When the retainer is moved in the direction of ibe bend is unlocked.

Valve aspirations

Pressing.-this valve activates aspiration.

Alr/water valve

The hole in this valve is closed for air insuffleation and the valve is pressed to supply water to flush
(he lens, itcan also be used to supply air to remove fluldorimpuhties attached to the lens ofthe lens.
Insert tube limit mark

The mark shows the maximum point to which an endoscope can be inserted Into the patient's body.
Bendable part

This part moves the distal end when the bending control knobs rotate UP/DOWN and

RIGHT/LEFT.

Bend lock RIGHT/LEFT

When you turn the lock in the direction ol'P the bend is unlocked. Y
BIght/LEFT bending knob

When you rotate the handle in the direction of the symbol "AR”, the bending part moves to the
BIGHT.
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[3. TECHNICAL AND ELECTRICAL

e... Characteristics of Video Gastroscope PENTAX Medical EO27*V10c

Parameter
Vorking length
Xiter diameter of the distal end
Xiter diameter of the main flexible tube
Meximumwidth of the working part
Xitar diameter of the main flexible tube
minimum inner diameter of the tool channel
mininum tool channel width
binding angle
\nole of field of view
Nngle of observation direction
Viter suDDiv volume
supolv volume
SiDiration volume
)iw(h of field
~IM of videogastroscope

Spagmcatiohs
1080 mm
09.0 mm
09.0 mm
. 10.2 mm
09.0 mm
02.8mm

2.8 mm
Up: 210*. Down: 90*. Left and Right: 100"
140*
0* (forward)
a 40 ml/min
a 800 ml/min
r 400 mUmin
3+ 100 mm
1.5kg__

3.2. Characteristics of Video Gastroscope PENTAX Medical EQ29-V10c

Parameter
WOfkina length
Qutir diameter of the distal erxl
Oulir diameter of the main flexible tube
MiKimum width of the working part
Minimum Inner diameter of the tool channel.
Minimum tool chaiinel width
Binding angle
Anoll of fleld of view
Ne li of observation direction
Witir supply volume
yolume of air or gas SUPPLY C02
Miflretlon volume
OIDth of field
Mill of videoQastroscope

Spegcifjsations
mm
09.8 mm
09.6 mm
10.7mm
02.8mm.
2.8mm
Up; 210*. Down; 90*. Left and Right: 100*
140*
0* (forward)
r 40 mli/mtn
a BOO ml/min
ft400 ml/min
3+100 mm
1.5ka

Il. 3. Characteristics of Video Colonoscope PENTAX Medical EC38-V10cM

Parameter
Working length
& | ir diameter of the distal end
fiulir diameter of the main flexible tube
MsKimumwidth of the working part
Mpimum Inner diameter of the toot channel.
Mnimum tool channel width
Rndlng angle
Mfla of fleld of view
AUIi of observation direction
m lir supply volume
| w Te ofair or gas SUPPLY C02
Mplritlon volume
BEvplh of fleld
11iM of video colonoscope

Specifications
1300 mm
.012,8 mm
012,8 mm
14.0mm
03.7mm
3.7mm
Up 180*, down:180*. left and right; 160*
140*
0* (forward)
r I/min
a /min
a 400 ml/min
3 100 mm '
2.0kn

t]i4t Characteristics of Video Colonoscope PENTAX Medical EC38-VIOcL

Parameter
BMIAO length
m|lir diameter of the distal end
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uter diameter of the main flexible tube
axin width of the working part____
i-'mam Inner diameter of the tool channel.
. .num tool channel width

onding angle Up: 180™"'down

012,8 mm

14,0jnm
03.7mm
3.7rnrn__.

17 and fighFiSO"

nflie of field of view *1407

nole of observation direction____ . 0! (forward)

"Bter supply volume S mi/mih

plume of air or gas SUPPLY C02 2800 mil/min

i piratlon volume i 400 mt/min

opth of field 3 ¢ 100 mm"
A

Ibis of video colonoscope

(mctrical parameters:
Mainsvoltage: 100+240VAC.

Frequency: 50/60HZ
Power Consumption: 150 VA
Voltage fluctuations; +10%
Degree of moisture resistance: IPX7
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4.

[ <HE ORDER OF WORK WITH THE PRODUCT.
14.1. Treatment before Ar&l application.

= The videoedoscopes described in this instruction are a reusable device. Since the product is not
sterile packaged, It must be cleaned and disinfected at a high teve), before the first use according
to the "maintenance"” chapterof this instruction.Insufficient processing may increase the risk of
cross-contamination.

NOTE.

The term "high-level disinfection” means in this Instruction manual the disinfection of the endoscope
mnd accessories with a disinfectant with high virucidal capacity.

14.2. Preparation and verification.
6efore each use, prepare and inspect the device as described below.

I WARNING!

*Using an improperly functioning vkleoendoscope can compromise the safety of the patient or user
ind cause serious damage to the equipment.

=Before thepost, the device was not cleaned and disinfected.Before the first use,treat the device
eocordlng to the instructions.

Before use, itis necessary to carefully check the purity andcorrectness of the endoscope, the typeof
oprocessor and endoscopic auxiliary instruments to ensure their suitability for use In patients (see

FIfl. 6 and fig. 6). For more information about the requlrements.see the Instructionsfor the video
processor andmonitor.

NOTE.

PENTAX Medical video endoscopes described Inthls manualare only compatible with pentaX Med-
loti EPK-V1500c video processor.

ATTENTION!

To evold interruption of the endoscopic procedure, keep an additional (spare) instrument in stock.
Thli Is necessary in case unforeseen events or circumstances disable the original Instwmeet and/or
mikt ltunsafe for the patient. .. A
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14,3. Mounting accessories on a video endoscope.
\
ATTENTION) \

Theair/water vaive and the aspiration control valve do not require lubrication. Lubricants Ccause
valve gaskets to swell and valves to deteriorate.

Aepiration valve mounting.

1, Align the two metal protrusions on the underside of the aspiration control valve with two holes in
Iha aspiration cylinder. '
3 Connect the aspiration valve to the aspiration cylinder of the endoscope. Make sure the valve fits

lightly, without protruding the skirt. Also make sure the valve is not rotating.
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~=n1  NOTE.

The aspiration valve makes a whistling sound in a dry state; it doesn't mean a malfunction.

Fixing the air/water supply valve,

1. Connect the air/watersupply valve to the air/water cylinder of the endoscope.
2. Make sure that the valve fits tightly, without protruding the skirt.

(13 Actjon
@ Resutt
' (3) Air Feeding
(M Weier Feeding

Flg7.

NOTE.

At first, the air/water valve may jam. but should work smoothly after a few presses.

ilxIng the biopsv channelvalve.

WARNING!

,>1-|ft\/1a bjopsy canal valve Is incorrectly connected to the instrumental canal port, this can reduce the
Iffleldncy of be endoscope aspiration system and cause the patient's body fluids to teak or spray.

«Connect thebiopsyvalve tothe endoscope instrumental canal port. Make sure the valve sits oer-
ftotly.

14i4. Preparation before aspiration.

* Make sure that the location and performance of the aspiration pump ISnormal.

| Prepare the device for the selection of living tissue.

<Connect the flexible aspiration tube of the vacuum source to the light guide aspiration connector on
lhi endoscope. Turn on the power supply of the vacuum source, then place the distal end of the
VWsoendoscope In the water and adjust the aspiration with the aspiration valve on the vildeoendo-

I0Ope. (see Fig. 8)
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PIfl.8.

14.5. Preparation of alr/water supplysystem.

< Distilled or purified water should occupy 80% of the volume of the container. Tighten the caps and
Place the container In a dedicated location on the video process.

<Connect the capacitance and the fiber connector.

«Turn on the air pump, adjust the alr/water supply valve and make sure the system Is working
properly. (See Fig. 8 (right))

14.6. Preparation of THE TV Image output system.

«The video endoscope is suitable for use with a 19-inch monitor and other proprietary monitors of
more than 450 lines.

«Make sure that the connections between the video processor system and the monitor, printer and
video recorder are made correctly and reliably.

* Simulate and adjust the color and clarity of monitor.

«To adjust the white balance and color, refer to the user manual of thePENTAX Medical EPK-
V1500c video process.

«To connect the TV image output system.refer to the instructions for the operationofihe monitor
and video processor.

14.7. Preparation of eloctrosurgicai loop and RF tool.

» Before use, carefully read the informationon the use of etectrosurgeryloop and RF apparatus to
IVoldacgidents. -

«Try not to use these two components of the equipment at the same time as o”™er electricalequip*
ment. Ifthey are used together with the ECG machine, the electrode of the latter may burnout. Ifyou
ire near a person with a pacemaker,a high frequency cansew hlsslgnal, which can be life-threaten-
Ing. Keep this in mind, . i

«The video endoscope can work with an OLYMPUS RF generator of type PSD, type special
elictrosurgical Instruments for electrosurgical operations, such as removal of polyps local-
iMtion in the gastrointestinal tract (before using electrosurgical loops and RF Instrupwit* of other
brands, obtain confirmation from us).

«Electrosurgical surgery should be performed by a doctor with experience with a video endoscope
tMth due care. Before startir>g the operation, fuHy prepare and inspect the RFtools and accessories
10 that the operation completed without failure.

= Connect the electrosurgical ioop, video endoscope and video processor using the method shown
hFig. 9. For detailed information on how to connect, see the manual to the electrosurgical loop and
Vidoo processor.
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Flo.9.
14.8. Checking the video endoscope.

Clean and disinfect or sterilize the endoscope, then remove the water-resistant cap from the fiber
connector.

1. Inspect the control handle and light guide connector for severe scratches, deformation, wobbling
parts and other violations.

2. Inspect the tension compensator and the tube inserted next to the compensator for bending, twist-
ing and other disturbances.

). Inspect the outer surface of the entire tube being Inserted, including the bertding part and the distal
and, for dents, swelling, scratches, holes, progiba, transformations, bends, withforeign bodies be-
coming, loss of parts, protruding objects and other violations.

4. Slowly actuate the bend control knob to make sure that the bending part, the bending knob and
the bend lock work flexibly, efficiently, reliably and do not jam. Make sure that the bending angle
meets the requirements, (see Fig. 10)

NOTE.

You can not forcibly bend and straighten the hands of the tube of the bent part.
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5. Check the sealing of the videoeof the ndoscope as described in Chapter

8. Inspect the lens of the lens and the lens of the fiber on the distal end of the ihsertw”
vkleoendoscope for scratches, cracks, spots and other disorders. ' A.

7. inspect the air/water nozzle at the distal end ofthe endoscope tube for abnormaisweliing. bulges,
dents and other abnormalities.

«<Press the air/water valve and make sure that the spirit/water is coming out of the distatend of
(he endoscope.Whenreleasing your hand, make sure that the air/water supply has stopped.

< Immerse the distal end in water and press the aspiracvalve; make sure the waterlssucked in. Re-
lease your fingers and make sure suction has stopped.

14.9. Checking biopsy forceps.

<Bend the biopsy forceps into a ring with a diameter of 20 cm. Lightly pressing on the biopsy forceps,
make sure that their head opens and closes smoothly, (see Fig. 11.)

Fl0.11.

«Check the biopsy forceps according to the Instructions for the product.

= If the performance or appearance of biopsy forcepsin do not correspond to the norm, itis manda-
loryto replace them with newones.

< Holding the grip area, lightly Insert biopsy forceps into the instrumental canal and make surethat
thO channel Is notblocked and the forceps can gently extend from the distal end

14.10. Checking endoscopic image.

WARNING!

Y Dnot allow light from the distal tip of the endoscope to enter the eyes directly when the light'source
Il lumed on. This can cause eye damage. n
«Turn on the video processor and video monitor and check the endoscopic image.
= Make sure the light comes out of the distal end of the endoscope.
=Watching the palm of your hand, make sure that the Image is free of noise, blur, v0|go’\nd other
[.Violations.

land the endoscope and make sure that the image does not disappear and other disturbances do
'not appear.

NOTE.

~thare Is MOclear visibility of the object, wipe the lens of the lens with a clean litch-free napkin,
‘Ilitened in 70% ethyl or isopropyl alcohol.
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~ 4.11. Operation.

A WARNING!

<Wear personal protective equipment against hazardous chemicals and potentially infectious chem-
icals

material during the procedure.

= If possible, avoid close observation and do not keep the distalerxl of theendoscope close to the
mucosa for a long time.

«If possible, do riot leave the endoscope lights on before and/or after the examination.

«Ifthere Is an abnormal endoscopic image or function and rapidly normallzeson Its own, the endo-
<oope may have malfunctioned.

=Never adjust flexibility when endotherapy is protruding

from the distal end of the endoscope.

<Make sure cleaning and disinfection are done.

«Check the connection again.

=With a piece of paper for wiping optics, apply a little silicone oil to the observation window

It the distal end and the lighting window.

«lfnecessary, apply grease to the surface of the tube to be inserted in the bendable part and soft
Rifl.

NOTE.

The lubricant should not contain fat. Otherwise.tea may becaused bya rubber tube. Do not apply
much lubricant to the observation window and the lighting window. Otherwise, the clarity and
brightness of the image decrease.

WO-12.
14i11.1. Holding and moving the viewabouttheendoscope.

Thi endoscope control handle should be held in the left hand. The airiwater and aspiration valves
Mn be controlled with your left index finger. You can control the UP/DOWN bend control knob with
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, jur left thumb. The right hand remains free to manipulate the inserted tube and the right/LfePT bend
oonlrol knob, (see Fig.12)

14.11.2. Introduction of video endoscope.

r

I Adjusting the white balance is necessary to reproduce the colors In their original shades.

& ATTENTION!

' Bo that the patient does not accidentally bite the inserted tube duripg the study, itis strongly rec-
ommended to Insert a mouthpiece into the patient's mouth before insdSIr~gi”e endoscope,
= Bo that the patient does not accidentally lose dentures, make sure that hd extracts them before the

study.
< Do not apply olive oil and petroleum-based lubricants. These products can cause stretching and

diterloration of the coating characteristics of the bending part.
«Do not allow the inserted tube to bend at a distance of 10 cm or less from the tension compensator

connection. Risk of damage to the tube being Inserted.
14.11 .3. Introduction and observation.

<Power on the video process.

<Press th.e white balance button on the video process and adjustthe reflected real color, manual for
video processor PENTAX Medical EPK-V1500C.

<Uie the light button and/or the IRIS mode button on the video process to adjust the brightness level
lobemonitored. Instruction for video processor PENTAX Medical EPK-V1500c.

I leotion describing the functions,buttonsand lighting, and the IRIS buttonsand mode.

( Supply the required amount of air and water, turn the bend wheel, adjust the bend for

moving the distal end of the video endoscope to the right place and slowly insert the distal

ind during observation.

«Ifthe Images are fuzzy due to mucus, etc., press the water valve to wash the surface

limes. You can then improve the clarity of the images byslmultaneously supplying air andaspiration.

1411.4. Bending of the distal end.

ATTENTION!

Avodforced or excessive bending, as this creates a load on the cable that controls the bending part.
Thil can cause the cable to stretch or rupture, which will lead to a deterioration in the movement of
bent part.

1i Minipulate the bend control knobs as needed to guide the distal end for the tube to be inserted
ind observed.

li Videoendoscope bending (ocksare used to hold the curved distal end in the desired pas]&m.

NOTE.

IWhtn the endotherapeutic accessory passes through the instrumental canal with a fixed bend, the

0 of the distal end may change. Ifyou want to keep the bend unchanged, hold the bend control

b Inone position with your hand. Ifthe accessory is not entered in a straight line, it can break or
the working channel and cause a leak.

n working with the UP/IXSWN or LEFT/RIGHT bending lock; hold the bend control knob in a

Uonary position with your hand. Ifit's not down, the curve will change.
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, N11.5. Activating H6E Enhancement.

The video endoscope allows you to improve HVE. HVE enhancement is a trea™™nbt?igi®"Wque to
Isolate blood vessels in order to facilitate the observation of tissues with an snricl/1N.A{ 3. LA y-
Press the HBE button on the endoscope handle (see Figure). 13)to ACTIVATE uM

By pressing the HVE button again on the handle of the video endoscope, this function is deacti”ted
(disabled).

Flg.13.

14.11.6. Freeze frame.

The endoscopic image can be captured for ctoser examination.

WARNINGI

if the image is not fixed or does notrlse, press thepower switch to TURN OFF thevideo process.
WIit 8 seconds and then press the power switch again to TURN on the video process. Ifthe problem
mil persists, Immediately stop using the device and remove the endoscope from the patient's body,
following the instructions in paragraph 14.12.2.

1, Press the freeze frame button on the endoscope handle (see Fig. 14) to make a freeze frame.

Freeze bvnop
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Pig.15.

2, Press the play buton on the front panel inthe ideoprocessor (see Figure 15) to see thecaptured
image on the screen inframe-by-frame mode. Only 32 images are saved. When the prooessor is
med off, all 32 savedimages areerased from thememory of theprocessor. To save the desired
imapes, always connect the USB storagedevice.

3. Press the freeze frame button on the endoscope handle again or the freeze frame button on the
front of the video process to restore the real-time image.

14.11.7. Remote printing.

<3
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Thtremote printing function works ifa compatible printer (SONY, UP-25MD) is connected, as shown

It Fig, 16. Press the remote activation button on the endoscope handle (see Fig. 17)to start remote
printing on a compatible printer.

Remote trigger bunor.

]14(12 Use of endoscopic device,

I  WARNING!
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.tle FORBIDDEN to use endoscopic devicethat has signsof damageand / or malfunction. This may
Itid to failures or damage to the endoscope and / or Injury to the patient.
«All reusable endoscopic instruments must be cleaned and sterilized before first use and after each
tubiequent use.

lafore using the endoscopic device,believe its ootrtpatjbility with the endoscopicosprey, as well as

<ooplc devicecan lead to itsdamageand injury to the

«\V/”~en inserting or removing an endoscopic device, egr;e that its distal end is closed or re-
Iraoted into the insertur. Straighten thee-ndoscopic Failure to do so may dam-
lot the inlet valve and/or the broken part(s) of the Inlet body cavity.
<Before working with the endoscopic device, make sure that Sufficiently from
the distal end of the endoscope. Failurato comply With this instrumental
oertil end/or thebroken partfs) of the instrumental canal into

After inserting an endoscopic device into the inlet valve, sOre that the

endoscopic device Is supported by hand and that the inletvalve is not l0%tieS. A" TWise, itis possible
t0 reducethefunctionality and reverse outflow or release of biological fluids of ihe patient with the risk
of Infection.

= Use only compatible endoscopic devices specked by PENTAX Medical. The use.of incompatible
fndoecopic devices NOT specified by PENTAX Medical may result in blockage'ahd/or damage to
(he Instrumental canal and/or endoscopy device. When a liquid, such as sterile water of saline, is
Injected with a syringe into the inlet of the Instrumental canal when itis blocked, the aspiration control
Vllve can be disconnected, which can lead to a reverse outflow or splashing of the patient's biological
fluid! at risk of infection.

I Hop the endoscopic procedure immediately Ifthe endoscopic device cannot be removed from the
endoecope. DO NOT try to force the endoscopic device. Slowly and carefully remove the endoscope
Intowhich the endoscopic device Is Inserted. Failure to do so may result indamage to the endoscopic
Blvice and/or instrumental canal, as well as possible reflow or splashing of the patient’'s bodily fluids
[l rlik of infection.

ATTENTION!

« DO NOT forcefully insert an endoscopic device when the Instrumental kana le isinduced.as this
ffliy damage the endoscope.

Iniert and remove the endoscopic devicecarefully, constantly monitoring the endooscopidmage.
<When Inserting and removing endoscopicdevices. keep the bending part of the video endo of the-
Vprey Inthe most straightened position. Forced Insertion and removal of the endoscopic device may
limege the instrumental canal and the endoscopy device itself and/or Injury to the patient.

NOTE.

Th! minimum width of the tool channel is indicated on the label with the model name.

14i12.1. Introduction and use of endoscopic device. /

1li Mike sure that the distal end of the endoscopic device is closed or drawn Into the insertur. When
Uling biopsy forceps, completely close the cups at the tip. At the first Introduction, some, resistance

MWIHbefelt. Grab the rod at a distance of about 5 cm from the end andpush itinside, (see Fig.18 )
M »
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P10.18.

l. 8low)y Insert the endoscopic device and make sure that the distal end of the endoscopic device
Ineight, (see FIg.19 )

Plg.is.

I. Uie the endoscopic device according to the attached Instruction manual.

H«12.2. Extraction of endoscopic device. (

\
WARNING!

DONOT remove the endoscopic device wilth excessive force or at an angle.
Ilure to comply >vith this rule may result in a decrease in aspiration function due to damage tothe

I valve, the ingress of broken parts of the Inlet valve Into the patient’s body cavity, and the riskof
erial of theoutfiow or splashing of thepatlenfsblo logic fluids at risk ofinfectlon. When remov-
the endoscopicdevice, prevent the patient's biological Suds from being sprayed by closing the

It valve with a clean cloth, and venting Draw the device slowy and directly in the direction of the

valve.
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.mmediately discontinue the therapeutic procedure when avadableand
extraction of the endoscopic device or if the endoscopic device cannot be
icope. DO NOT toftureWith the power to extract endoscopiclts a device.
equipment is possible. Close or slide the distal tip of the endoscopic device and slowI®
| endoscope Into which the endoscopic device is inserted.
I 1, Make sure that the distal end of the endoscopic device is closed or drawn into the insertur.
2. Slowly remove the endoscopic device directly towards the inlet valve, (see Fig. 20)

9.20.
14.13. Use of electrosurgicalloop.

*For the safety of the RF operation, the inserted video endosco pa tubehas an isolated structure,and
IK* inserted tube is separated from the entire electrical part of the endoscope.
*lofore starting the operation, the user and his assistant must wear rubber gloves.
*The outer diameter of the RF instrument should not exceed 2.4 mm. With the introduction of the-
Inlroductlon is described inthe instructions for blopsytongs and RF instrument.
*TOavoid accidents before RF surgery,dig the air valve on the videoendoscope for continuous air
Supply to release the combustion-supporting gas that
fhty be in the patient's abdomen. Inaddition, itis necessary to ensure the supply and suction
IIf for aspiration of aii exhaust gases during RF operation.
1Th-3‘power of the electrosurgical loop should not exceed 100 W (peak output value
Ihl volta” of the broken circuit should not be more than 1800 V).
*TOperform an RF operation using a video endoscope, the operator must select an output
Mpecity to achieve the expected goal according to actual ciinical need end
ilfferent tricks (for example, the size of the polyp and the size of the bleedfrig source).
I NRF surgery using a video endoscope, the coagulation time may be inci~asad due to
elon or use of a charged electrode during traditionalion RF surgery. Ifthw is a tetokofaccurate
putpower, the patient may be injured or damaged to the surrounding tissue - N
to overheating. Be especially careful when setting up the output power {Read more
the manual for the electrosurgical loop and RF instrument).

4.14. Extraction of video endoscope.
I blood accidentally stuck to the surface of the inserted tube of the extracted endoscope, carefully

Ok the patient's condition.
Aspirate accumulated air, blood, mucus and other contaminants by pressing the aspiration valve.
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Rotate the BEND lats UP/DOWN and RIGHT/LEFT in the direction of the "Fv " symbol to release
(hem.
3. Carefully remove the endoscope while observing the endoscopicimage.

Release the up/down bend lock and the lefl/rigbt.behd lock and make sure the video endoscope

I» extracted from the patient's mouth after part.

1, After using the video endoscope, be of the image former

on the video process and disconnect the fiber cdhhi~p~bivt video process.

* Since the video processor causes the surface of at the front end of the fiber
=bove4l °C to heat up. you cannot touch Itwith your jbrwTh Ithrhedlately after removal

fiber from the endoscope; you can touch itonly after a \n"ile (at least two

minutes).

14.16. Rules for moving avideo endoscope.
14.16.1. Transportation by LPU.

*Trensfer the inserted tube to the most flexible state.
*When carrying the endoscope manually, roil up the universal cord and hold the fiber connector

iMlhthe control handle with one hand, and hold thedistal end of the inserted tube securely, but
without pinching, with the other hand.

14116.2. Transportation outside the power to the public.

Tfiniporl the endoscope in the carrying case.

pl WARNING!

Always clean, disinfect the videoendoscope after removal from the case.
If the endoscope has not been cleaned or disinfected, it may represent
HKk of Infection.

ATTENTION!

*Tht carrying case cannot be cleaned, disinfected orsterilized. Clean and disinfect the videoen-
tefoope before placing Itin the case.

*T0 avoid damage to the videoendoscope due to changes In air pressure, do not wear a water-
flUatant cap when transporting the endoscope.

11tfore placing the videoendoscope in the case, be sure to make sure that the inserted tube Is
tatalled Inthe mostflexible state. When placing the videoendoscope ina case with an inserted tube
111 rigid state, thevideoendoscope may suffer.

MAINTENANCE.

Itanence of videogasfroscopes and video cobnoscopes Is reduce<M64”Eiai™n”™ ani™>ti”nfection
| products after each of their applications, as well as special prooet*ISATof8>e45”uct before
llquent storage.

'= «ch study, itis necessary to clean and disinfect the endoscopes, especially if mucus sticks to

end and instrumental canal. Ifendoscopes are not cleaned for a long time, cross-contami-
Ift between patients may occur and the work of er>doscopes may be disrupted.
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I\ WARNINGI

After each clinical tria), clean and disinfect imniediatel/.

NOTE.

<The method of cleaning and disinfection Is determined by the operating surgeon, the committee
fiiponsible for infection control in the hospital, etc.

= Cleaning and disinfection can be done automaticaity or maatiaily. It describes only the manual
malhod of cleaning and disinfecting the video endoscope’ bfofhiation about the automatic
fhithod, refer to the operating Instructions for the appropriate equipment.

lij. Processing.

V Before disconnecting the endoscope from the videoprocessor, remove all visible impurities with a
dllposable, pile-free cloth dipped in detergent.

I. turn on the air pump on the video process and set the air supply pressure to maximum, close and
frais the air/water supply valve to supply water to the airAvater channel for 30 s, release the air/wa-
{riupply valve to supply air to the air/water channel for 10 s.

I™= Turn on the suction pump. Install the biopsy valve. Immerse the distal end of the videoendoscope
INDthe detergent and press the aspiration valve to suck the detergent into the instrumental canal for
101 Then remove the distal end from the detergent solution and press the aspiration valve to suck

Inthe air for 10 S.

NOTE.

During aspiration, carefully monitor the level of fluid Inthe aspiration tank in
Ivelding overflow that may damage the suction pump.

4t Remove the suction hose from the endoscope, disconnect the endoscope from the video process
Ind disconnect the tank hose, air/water valve, aspiration valve and biopsy valve from the endoscope.

il Puta waterproof cap on the endoscope, place the endoscope, airAvater valve, aspiration valve
ind biopsy valve in the shipping container and send them to the room for cleaning and disinfection.

L 4. Onthe externality of teaks.

endoscope is fully waterproof and allows immersion and thorough jo
inlng under water. However, before diving, it is necessary to check th” seiai of

mnect theflowing slope (optional) to the endoscope as described bett»™.
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Boaocroiikuii konnayok

LTekep cBETOBOA,)

Pl10.21

9. Stop pumping the leak finder when the gauge needle reaches lhe red line.

1. Ifthe arrow slowly descends, continue to slowly pump the endoscope (do not exceed the pressure
of 30 kPa, otherwise the video endoscope will fail), place the video endoscope in the water and
Obierve whether a continuous stream of air bubbles comes out of the endoscope surface (3 or less
bubbles per minute are allowed). Ifthe arrow of the leak detector does not move, then the video
indoecope is sealed and can be cleaned.

IL L Manual cleaning.

~Ully Immerse the endoscope, air/water valve, aspiration valve and biopsy valve in
Wishing solution.
I. Wipe the outer surface of the entire endoscope in the detergent solution with a clean, vlili-free
noth, especially the Inserted partand the control handle. Make sure the exterior surface is completely
illined.

Follow the steps below to brush the aspiration duct, aspiration cylinder, instrument channel port,
ilr~ater valve, aspiration valve, andto the biopsy lapan. (see Fig. 22.)

n NOTE.

Thi cleaning brush should not work in the opposite direction, itshould be pulled back so that
Kfid completely comes out of the distal end. Otherwise, itwill damage the inner surface olNe #
«flinnel. Once cleaning is complete, disposable cleaning brushes Should be discarded.

ttlQIQSL of the aspiration channel from the control handle to the distal end faVv

1) Itrilghten the bending part of the endoscope. \ V

hi Insert the cleaning brush at an angle of 45. into the aspiration cylinder, slov”™ mov~'fbe”~rush until

In head appears from the distal end.

It RInee the cleaning brush with your fingertips in a washing solution and then gently pull the brush
tof the aspiration cylinder.

fRinie the cleaning brush again with your fingertips in a washing solution.

li Repeat the procedure at least 9 times to completely remove all contaminants.

Jo
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a b cand d Use Cleaning Brush

Rice. 22. Schematic Image of endoscopes cleaning with cleaning brushes.
ftiinln  the aspiration channel from the control handle to the light guide cor)nector fb).
Il Insert the cleaning brush at right angles into the aspiration cylinder, slowly TauT ttls”*«ush until

= head appears from the aspiration connector.
Rinse the cleaning brush with your fingertips in a detergent solution and then gefitly puifj*~O | h

M Of the aspiration cylinder. - \%\

Rinse the canal cleaner again with your fingertips. j ;

Ropeat the procedure at least 9 times to completely remove ail contamieankv” -nl?o*
iQof aspiration cylinder (c). \5( " ’67: ’ /

Hirt the channel hole brush into the aspiration cylinder until half of the brush reache”~™e:~nder.

Tunthe brush once for the channel hole.
intove the channel hole brush and rinse with your fingertips in a washing solution.

Ipeat the procedure at least 9 times to completely remove all contaminants.

If the tool channel port fd).
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=, Insert the chanr”l hole brush into the tool channel port until half the brush reaches the port,
b. Turn the brush once for the channel hole.
0. Remove the cleaning brush for the hole of the channel and rinse with your fingertips In the deter-

gent solution.
U Repeat the procedure at least 9 times to completely remove all contaminants.

4, Clean the air/water valve, aspiration valve and biopsy valve.

f, Thoroughly clean the air/water valve and aspiration valve with a brush to hole the channel to

rimove all contaminants.
If Brush thoroughly the inner surface and the hole of the biopsy valve to remove all contaminants.

1, Insert the detergent solution into each channel.

I. Close the aspiration cylinder, alr/water cylinder and tool channel port with plugs; close the water
link connector with a plug: Connect the injection lube to the endoscope and make sure that the

tndoscope Is completely immersed in the washing solution.
b, Using 50 ml of syringe, sequentially insert the washing solution into the airAvater channel and the
Slplratlon channel of the endoscope through the Injection tube at least 15 times(750 ml)

shown in Fig. 23).
S Disconnect all channel plugs and the Injection tube from the endoscope and immerse them in a

Wishing solutkDn.

Feeding inlet
Deiergent/
Disinfeciani

solution ]
Cleaning $uclion channe

Ftg.23. Schematic image of the introduction of detergentsd u ~ ..
~ s r the manual cleaning container with a lid to reduce the evaporation of the detergent.solulion.
HyImmerse the endoscope, air/water valve, aspiration valve, biopsy vatve andjAauxUiary com -

fits In the detergent solution, observing the exposure time, temperature ano'bonoentration of
Utlon recommended by the detergent manufacturer.

t (he purified endoscope, airiwater valve, aspiration valve and biopsy valve to

IOntainer.
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aspiration valve the
Wiltarjet and place them in a sterile container.
l. Using 50 ml of syringe, sequentially enter the air/water channel and the a8plralA6n'LUi/nii df the
endoecope through the injection tube at least 15 times (750 ml).
li Disconnect ail auxiliary components from the endoscope.
f. Wipe the outside of the endoscope, alr/water valve, aspiration valve and biopsy valve with a .clean,
pit*-free cloth, replace the used napkin.

WARNING!

I DDnot immerse the endoscope for too long, as frequent or prolonged immersion in the disinfectant

I0IUtlon will increase the humidity inside the endoscope end disable the imaging system, which will
to blurring of the lens and even damage to the sensor.

* |l Is strictly forbidden to disinfect the endoscope with ultrasound or autoclave.

1. Move dried endoscope, air/water valve, aspiration valve and biopsy valve

It | disinfection container and immerse them in a disinfectant solution.

li_CIose the aspiration cylinder, air/water cylinder and tool channel port with plugs; close the water
_Il‘kconnector with a plug; Connect the injection tube to the endoscope and make sure the endo-
||\/b$‘ Is completely immersed in the disinfectant solution.

li Using 50 ml of syringe, sequentially Insert the disinfectant solution into the air channel/

IHter end aspiration channel of the endoscope through an injection tube at least 15 times (750 ml);

Mite sure that bubbles do not come out of the case.

NOTE.

ke sure that the connector of the injection tube syringe is completely immersed in the disinfectant
lon: all channels of the endoscope should be completely filled with a disinfectant solution.

piBOonnect all channel plugs and injection tube from the endoscope and Immerse them in a disin-
lint solution.
appear on the surface of the endoscope or accessories, wipe them off with a clean, piie-
Oloth.
ir the disinfection container with a lid to reduce the evaporation of the disinfectant solution,
immerse the endoscope, air/water valve, aspiration valve, biopsy valve and all cleaning and
fiotlon accessories, observing the exposure time, temperature and concentration of the solution
amended by the manufacturer. Pc
llace the gloves and use 50 ml of syringe to sequentially enter the air/water,channel and the
lllon channel of the endoscope through the injection tube at least 1Sflmes (750ml)rv

M rinse.

the endoscope, air/water valve, aspiration valve and biopsy vdlye to the final rinse Container.
Il the aspiration cylinder, airAvater cylinder and too! channel port With plugs; dose the water
innictor with a plug: Connect the Injection tube to the endoscope.

BOml of syringe, sequentially enter sterile water Into the air/water channel and the aspiration

of the endoscope through an Injection tube at least 15 times (750 ml),

the outside of the endoscope, air/water valve, aspiration valve and biopsy valve under the
[l ind place them in a sterile container.

BO ml of syringe, sequentially enter the alr/water channel and the aspiration channel of the

ipi through the injection tube si least 15 times (750 ml).
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. Disconnect the injection tube and connect the sterile aspiration tube of the aspiration pump to the
lipiration connector on the endoscope, turn on thp aspiration pump to suck air for at least 15 s.
7. Turn off the aspiration pump and disconnect the pump and ai) auxiliary components from the en-
doscope.
0. Wipe the endoscope surface, air/water valve, aspiration valve and biopsy valve with a clean sterile
plle-free cloth, replace the used napkin.

10.6, Drying.

1 Place the endoscope, air/water valve, aspiration valve and biopsy valve on a sterile towel; sterile
lowel should be changed every 4 hours.

2. Close the aspiration cylinder, air/water cylinder and tool channel port with plugs; close the water
link connector with a plug; Connect the injection tube to the endoscope.

0. Using 50 ml of syringe, sequentially inject alcohol into the air/v p.tsdhfhnel and the aspi-
fitlon channel of the endoscope through the injection tube at least 15 times (TBO ml).

NOTE.

Alcohol is a flammable liquid - handle carefully.

4. Using 50 ml of syringe, sequentially enter the air/water channel and the aspiration channel of the
oscope through the injection tube at least 15 times (750 ml).
Wipe the outer surface of the endoscope, air/water valve, aspiration valve arkl biopsy valve with a
lletn sterile villi-free cloth, replace the used napkin.
I. Dry the Inner surface of the air/water cylinder, aspiration cylinder and Instrument channel port with
| Itorile swab.
r. Connect the air/water valve, aspiration valve and biopsy valve to the endoscope.

liL Preliminary remarks on endO!SCOPe_dj»Infftctlon.

llindard detergents and cleaning methods cannot perform disinfection tasks; for disinfection of the
Ifidoscope, it is necessary to study various methods and materials of disinfection and choose the
Neait suitable from the point of view of a professional health worker and taking Into account specific
al conditions.
me disinfectants can damage certain materials (e.g. synthetic resin, artificial rubber, etc.) used
Inthe video endoscope. Before disinfection, make sure that the video endoscope is safe.
|i According to long-term trials and clinical use, the following detergent and disinfectant are safe for
lit video endoscope when used correctty:
<N18rpenl: medical low-foam enzyme detergent
illinfectant: glutaralydegid

The following disinfection methods lead to serious failures of the video endoscope and are prohib-
from p
llloatlon! N
fOO-disinfection in conditions: high temperature and pressure. At a preefeur™fi*“her y-
=tmospheric and at temperatures above 40*C. f ' Vo
reionic cleaning and disinfection J
tiding A - - f
linfectlon by drying - '/
lim disinfection
infection with creso! solution or formaldehyde
lining with chlorobenzene and disinfection with undiluted disinfectant
luring disinfection or if (he video endoscope is not used, wear a water-resistant cap on
Irloal connector on the fiber connector to prevent water from leaking and humidity.
time of immersion of the endoscope during disinfection should not exceed one hour, since
Itid Immersion of the endoscope in a disinfectant solution for a long time can increase the
lity Inside the endoscope, lead to clouding of the lens and even damage to the sensor.
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To avoid serious damage and costly repairs due to water penetration, check the tightness of the
indoscope before cleaning and disinfection.

INFORMATION ABOUT POSSmLg PXIiBY8M8 AND SOLUTIONS.

Vw may experience the following issues with a video eiJjStesbpp;©: Ifthey cannot be eliminated by
llteie measures, immediately stop using the video endosdope ~hd contact the PENTAX Medical ser-

VIM center.
Defect Solution.
The image Is fuzzy or has interference Make sure the Voltafle is stable and the lens is clean.
Drops or strips of water Contact your focal service center
PENTAX Medical.
No lighting or dim light Make sure that the video processor and fiber con-
nector
Connected.
Improper bending or bending Is not adjustable Contact your local sen/ice center
PENTAX Medical.
Lock failure. Defect, Contact your local service center
PENTAX Medical. .
mno! possible to enter biopsy forceps and other inc  Make sure that there are no foreign bodies inthe in-
struments strumental channel.
Poor air/water supply or air/water supply Make sure that the connection between the video pro-

cessor, the water tank unit and the water tank con-
nector, as well as the fiber connector, is normal and
the air pump Is serviceable.

Aspiration Is weak or absent Check the aspiration pump, aspiration tube, asplra-
tion connector and tool channel port.
yifdlt protrusions, damage or dents on the surface Contact your local service center
of the inserted tube PENTAX Medical.
In the observatlo™n window and the lighting Contact your local service center
window PENTAX Medical
ATTENTION!

lindications to video endoscopy: patients with diseases of theheart” liver, kidneys, lungs and hem-

llodleeases.
use for some time, the distalendoscope can bum themoming surfac”v~t” organs, be careful
[itiintive when endoscopy. mm

using an endoscope with a strong light source (osobenno xenon lamp), thelRstrumanlproduces
Itlight radiation. When the distal end approaches the mucosa, stronglight is focused on a very
iraa. As a result, the temperature may Increase In
la and bums. In addition, the endoscope does not regulate the light automatically, itis necessary
Uy
Ilht brightness during observation.
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V.

17. RETURN OF THE PRODUCT FOR REPAIR

To repair the video endoscope,contact the authorized
NENTAX Medical service center.

f\ WARNING!

Any repair by unauthorized personnel will void the warranty.

1» ELECTROMAGNETIC COMPATIBIUTY (gM(S) DATA-

13 PRYMECHANYE.

The characteristics of the interference mission of this equipment allow Itto be used in industrial areas
ind hospitals(CISPR 11 Class A).When used in the residential sector (which usually requires CISPR
11 Class B),the device may not provide adequate protection against the effects of high-frequency
OOmmunicatlons. The user may need additional measures, for example, changing location or orienta-

tion of the device.

Table 1: Radiation

o CISPR 11 . N
RF radiation A Conditions of the health care institution
_ Group 1, Class A .

IEC 61000-3-2 . N
ic di i Condrtions of the health care Institution

Harmonic distortion ANAClag3 A
Voltage fluctuations and flicker’ IEC 61000-3-3 Conditions of the health care institution
noises n Correspondence

Table of compliance on noise Immunity
Table 2: Chaeeie Port

+ 8kV contact
+

Electrostatic discharge IEC 61000-4-2 2KB, +4KW, +8KW. +1,5kB—
) ] 3Vim =

Emitted RF electromagnetic IEC 61000-4-3 80 MHZ-2.7 GHz

field

80% AM at 1kHz

Fields In the near zone from

) . IEC 61000-4-3 Cm. Table 3 \ sT/-.
wireless RF devices

Magnetic fields of noml- I 30A/m

. IEC 61000-4-8
nii frequency of the net- 50Hz or 60Hz

work

Table 3: Fields in the near zone from wireless RF de-
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380-390 Pulse mbduiiftlop 18Hz, 27V/m

430-470 mFM,6kHz+. 1kHz sine, 28V/m
no
745 704-787 < Pulse modulation 217Hz, 9V/m
7HO0
810
870 800-960 | Pulse modulation 18Hz, 28V/m
930
1720
1845 1700-1990 Pulse modulation 217Hz, 28V/m
1970
2450 2400-2570 Pulse modulation 217Hz, 28V/m
6240
5500 5100-6800 * Pulse modulation 217Hz. 9V/m
5785
Table 4: AC VolUKid Input
Nanosecond pulse Interfer- IEC 61000-4-4 +2kW
ence o Repetition rate 100kHz
Line-to-(Ine pulses _ L IEC61000-4-5  J +0,5kW, +1kW_
Line-to-ground pulses 4 IEC 61000-4-"™ ~N+0.5kW. tIkW,
Conductive interf . IEC 61000-4-6 . 3V.0.15MHz-80MHz
don ;‘; 'V;:]':_elrderence o 6V I1SM bands 0.15MHz to 80MHz 80%
tced by R Tields AM at 1kHz
0% Ut; 0.5 nepuogos
Mpun oR. 45®, 90R. 136®. 180R. 225®, 270® 1
Voltage dips IEC 61000-4-11 3151 _.___
0% Ut; 1
nepvog v
70@"™ 1T;25/30 peri-
ods One phase: at
i
ectrostatic discharge -4-
Q d IEC 61000-4-2 | 42kB, Ky, BN, t15kB
Conductive Interference in- IEC 61000-4-6 3V. 0.15MHz-80MHz

i 6V ISM bands 0.15MHz to 80MHz 80%

duced by RF fields
I AM at 1kHz
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t 8kV contact

Electrostatic discharge IEC 61000-4-2 +2KB, £41W . 48KYY. +16tA~
3V, 0.15MHZ-80MH?2
6V ISM bands 0.15MH2to80MMz 80%

AM atlkHz

Conductive interference In- IEC61000-4-«
duced by RF fidds

WARNING!

1. Portable RF communication devices (includirtg perlpberale such as antenna cables and exter-
nal antennas) should be used at a distance of at le"iJt any part of the video endo-
6cop>eb5.includtng cables specNeed by the manufacturer. Othen/vise, the performance of these de-
vicesmaydeterlorate.

2. A medical device Is intended for use in a health care institution. 3. An essential characteristic
of a medical device is that the image on the display screen is displayed normally when the
device works together with the video processor and a cold light source.

4. To avoid malfunctions, do not use this device side by side or in a rack with other devices.

6. The use of accessories, convertersand abels in addltiontothose specified or pre deliveredby
the manufacturer ofthis product may lead to increased radiation of electromagnetic interfer-
ence or a decrease in resistance to them or to malfunctions.

19. INFORMATION ABOUT STERILIZATION.

A medical device with its constituent products is supplied to the final consumer
carrledterilnym and sterilization Is not subject.

20. INFORMATION ABOUT NBCESeARY BUT NOT SUPPUKO ADPITIONAU EQUIP-
MENT,

Combinations of devices and accessories that can be used with this product are listed below.
For the most recent list of compatible devices, see the following website or contact your local
PENTAX Medfcalservicecenter: https://pentaxmedical. com/pentax/en/92/1/Compatible-Prod-
ucts/

Before use. the product should be prepared and checked according to its Instructions.

.Printer 1UP-25MD

IMonitor___ LAY

{USB Flash Card USB 2.6,capa” 16o0r32GB [{K]JWKA /P

tRF generator PSSorU|S7.1,. . Ji

, Biopsy forceps registered in file Etesian Federation, provided 7\ ¢ "/c"
dut their outer diameter is compatible than the ! \ Lo e
idiaroeter of fte instmmental canal of the correspond- \
ing endoscope, and the working part is sufficienUy /n "

long, taking into account the working length of the
correndiog endoac<”.
IRefer to the instruction manual for biopsy forceps for
snoit inforatatioo,

Bisctrosurgical loop  Any registered in the Russiah Feduratiou, provided
ithat f i~ ov??r is compatible (less) than the
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idiRntter of the nsirumcnital canol of the coiruspond-'
ing endoscope, and the working part is sufltciently  }
long, taking into account the working length of the
icorresponding endoscope.

jRefer to the instruction manual for elcctro-surgical
loops for Lwuore

|\ WARNING!

PENTAX Medical does not guarantee compatii®iNty .with devices that are not listed.
Ifthe device is not listed, contact the hardware oreco”~sory manufacturer to confirm compatibility and
Instructions on how to use ltwith PENTAX Medlcalproducts.

21. STORAGE AND TRANSPORTATION CONDITIONS.

Transportation conditions.

<Ambient temperature: -40X to 55*C

<Relative humidity: 10% to 96% (non-condensing)
<Atmospheric pressure: 500 hPa to 1060 hPa

Storage conditions.
After application, the medical device should be placed in storage, having previously performed
the cleaning and disinfection procedure specified Inthe instructions for endoscopes.

ATTENTION!

When storing endoscopes, accessories and devices, follow these precautions: Failure to comply
P PRYMECHANYE.

With them can lead to material damage.

<The inserted part of the endoscope, the connecting cord and endoscopic devices should be
=tored in the most straightened state.

- Storage should be carried out away from chemicals, direct sunlight and ultraviolet rays.

* It is necessary to observe the proper distance between the endoscope, its accessories and
Other devices so that they do not hit each other.

Hie recommended to store PENTAX Medical videogastroscopes and video cfonoscopes ina
<Heightened hanging state, in a well-ventilated room (In the absence of ina
epedal cabinet for storing endoscopes. ‘ n

Storage conditions:

<Ambient temperature; 5“C to 40*C

<Relative humidity: up to 80%

<Atmospheric pressure; 500 hPa to 1060 hPa

INFORMATION ABOUT ENVIRONMENTAL PROTECTIQN.

The materials from which the medical device is made, as well as the products that make up its
<Omposition, do not have harmful effects on the environment. After the end of the service life of
Ihi medical device, it should be disposed of, as prescribed by the rules for the disposal of the
Inedical device and its accessories.

S
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23. SHELF LIFE OF THE MEDICAL DEVICE.

Shelf life of the video gastroscope PENTAX Medical EG27-V10c¢c/ EG29-V100

oscope PENTAX Medical EC38-V10cM / EC38-V10cL, when implementing the

tions for handling the product specified by the manufacturer In the technical docurhentkBdni and
operating instructions 2 years from the date of manufacture.

24. INFORMATION ABO W IJMARRAMtY RgPAIR AND SERVICE.

ATTENTION!

Repair work should be carried out only by a specialist or a company authorized by PENTAX
Medical (or at an authorized service center)

NOTE.

The manufacturer is not responsible for injuries to personnel and damage to products due to
repairs foat were made by a person or organization that does not have the authority (permis-
sion) from PENTAX Medical.

1. Incase of damage to parts and electronic components of products, only spare parts supplied
by PENTAX should be used. The manufacturer is not responsible for the repair of damage caused
by the use of spare parts of third-party suppliers.
2. If the fault cannot be resolved after Inspection and according to the instructions given in the
tables of possible malfunctions, contact the manufacturer or pentaX Medical service center.
3. When returning products for repair, a warranty card, a description of the failure or damage and
the contact phone number of the responsible person should be attached.
4. During the warranty period, the official service center provides free service if it is confirmed
that the breakdown of the product occurred due to defective materials or manufacturing defects
Incompliance with the rules of operation and maintenance.
6. The above-mentioned free service will be provided provided that the purchased product has
broken under proper operating conditions. Otherwise, services will be provided on a paid basis.
6. The initial warranty period for the device continues to operate after the repair of the product in
our service center. After the expiration of the warranty period, repair Is carried outon a paid basis.
7. When contacting the service center, you must provide a warranty card. The service center has
the right to refuse to provide warranty services In the absence of documents or if the provided
warranty card refers to another product.
6. The service center has the right to refuse to provide warranty services in case of improper
Initallation of the product or work Inviolation of the instructions for operation.
0. The service center has the right to refuse to provide warranty services in case of unauthorized
Interference with the product.
10. The service center has the right to refuse to provide warranty ser~rfces fo case <ffdamage due
tOnatural disasters, such as flood and fire. '

q!
(Mthe issue of warranty repair and service, please contact the cedtrateervisny center FAN-
TAX Medical: LLC Tentax Medical Rus":108811, Moscow, inttter.b, Moskovsky settle-
WA, Ulyanovsk Forest Park settlement. 1, bid. 1, room 90,91. JAL.: ~7“495-721-"8-59,

-r

pn 0™
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25. RECYCLING.

After using pentax medical EG27-V10c/ EC329-V10c video gastroscope: PENTAX Medical EC38-
V10cM/EC38-V10cL video colonoscope and ddatilrtg brushes included with the products pose a
potential biological hazard. Handlirtg of p/~dUot$ and their disposal must be carried out in
accordance with the norms adopted in'medldal prd'otice, as welt as the relevant local, state and
federal legislative acts and Instructions.

The symbol on the medical device or Its packaging Product must be disposed of
separately from ordinary household waste at the remember that it is
your responsibility to dispose of electronic equipmenti n ¢ o n s e r v e natural
resources. Each country of the European Union has its the disposal of
electrical and electronic equipment. For information on your ~PMnt. please contact
your local electrical ar>d electronic waste management authority Or where you

purchased the product, Dispose of electronic equipment In accordance w b the norms and prac-

tices adopted In the country of operation.

26. MANUFACTURER’S WARRANTY.

The warranty starts from the moment the equipment is installed. The warranty period is 12 months
for all components of the product. The warranty does not apply to parts damaged due to poor or
Improper maintenance; electrical systems that are disabled or faulty due to neglect or Improper
use of them or due to other reasons beyond the control of the Manufacturer.

27. CLAIMS AND COMPLAINTS.

All messages of a claim and complaint nature relating to a medical device should be sent to the
authorized representative of the manufacturer. The address is listed below. In the letter - claims
must specify the surname, name and patronymic, as well as your contact phone number, the
name of a legal entity or an individual entrepreneur.

28. REPRESENTATIVE QF THE MANUFACTURER ON THE TERRITORY OFTHE RUS-
SIAN FEDERATION.

PENTAX Medical Rus
108811, Moscow, int.ter.g. psettlement Moskovsky. settlement of Ulyanp»(/".Forest Pffrk™ house

1, building 1. room 90,91;

47 (495) 721-38-59 - TenedoH.

+7 (495) 721-38-69 - hakc

g-Mail: Service. ru@Dentaxmedical.com
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PENTAX
MEDICAL

NHCTPYKUMA NO 3KcnayaTauum

«Cuctema BMAe03HA0CKoNMYecKon Busyanmzauym PENTAX Medical gns
BEPXHUX H/WIN HYKHUX OTAE0B YKeslyA0HHO-KULLEYHOr0 TpaKTay

Bupgeoractpockon PENTAX Medical EG27-V10c/EG29-V10c.
BungeokonoHockon PENTAX Medical EC38-V10cM/EC38-V10cL.

EG27-V10C
EG29-V10C

EC38-V1 OcM
EC38-V1 OcL

W~ R ~P—

MponssoacTea KOMNaHUN:

ENTAX-Aohua Medical 'lI'echnologies Co., Lid., East of 3rd Floor, Block C, Building 1, No. 5 Shenwang Road,
Minhang District, 201108 Shanghai. P.R. China.

[Aata BctynneHuna B cuny: 04/03/2020 r.

2020 r.
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Or'«aBneHune
3n 4yMNTEHUA NPOUM3BOANTENA.
PACWNO®PPOBKA CMMBO/OB, YKA3BAHHbBIX B HACTOHU.I,EVI MHCTPYKLUWNW.

1. Ha3HauyeHne nsgennga.

2. Knacc pucka MeAULUHCKOTO U3genus.

3. lMepeyeHb MexXAYHapPOAHbIX HOPMAaTUBHbIX AOKYMEHTOB / cTaHAapTOB, KOTOPbIM cooTBeTcTBYE!
MeaULUHCKOe u3genuve.

4. NHhbopmaumsa o nponssoamnTesie MegULUHCKOTO U3genuns.

5. Komnnektaunsa MmeguuLnMHCKOro nsgenus.

6. NHdopmaumna o noTeHUuManbHbiX NoTpeb6uTenax (nonb3osarensix) MeauLLMHCKOro M3genus.

7.YCcnoBuA npuMeHeHus.
8. O6nacTb NpMMeHeHMUA.

9. Ycnosua akcnnyartauumn.

10. NMoka3aHuAa K npumeHeHuto. NpoTueBonokasaHnsa. Mepbl NPefOCTOPOXHOCTHU.
11. OnucaHue N PYHKLNOHAN MEeAULNHCKUX U3LeNnii.

12. CumBONbI, NPUMEHAEMbIE MPU MapKUpPOBKeE.

13. TexHnyeckme N aneKTpuyeckne xapakTepucTUKN MegULUHCKOTO u3genus.
14. Mopspaok paboTbl C U3gENNEM.

15. TexHn4yeckoe ob6cnyxmBaHue.

16. N"Hchopmauma 0 BO3MOXHbIX Henonagkax u cnocobax yctpaHeHus.

17. Bo3spart usgenus gna pemMoHTa.

18. laHHble 06 3aneKTpoMarHuTHoO coBmecTumocTtn (AMC).

19. Hdpopmauma o cTepununsayunn.

20. NHdopmaumna o He06X0AMMOM, HO He NocTaBAAEMOM AONOMHUTE/NIbHOM 060pyA0BaHUN.
21. YcnoBna XxpaHeHUs n TpaHCNoOpPTUPOBKN.

22. CBefeHnsa 06 oxpaHe okpyxatu,eli cpeabl.

23. Cpok rogHoOCTM MeAULNHCKOTO N3nesnus.

24. Hcbopmaumsa o rapaHTUIiHOM PEMOHTE U CEPBUCHOM 06CAYXMNBaAHUN.

25. YTunusauyus.

26. FapaHTU¥ Npon3sBoANTENS.

27. NpeTeH3un n peknamauuu.

28. MpepcTaBuTeb NponsBoauUTENSA Ha Tepputopun P,
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SAABNEHWA MPON3BOOUNTENA.

[aHHaa WHCTPYKUMA MO I3Kcnayatauuum COAEPXMUT HeobXoAMMYK WHpopmauuiw no 6Ge3onacHoOMY MU
3h(PeKTUBHOMY UCNONb30BaHWKW  M3Aenuid, B YacTHOCTM, onucaHue pabouux npoueayp U Mep
npefocTOPOXHOCTK. MNepes NPUMEHEHUEM BHUMATENIbHO M3y4yuTe 3Ty UHCTPYKLUIO U PYKOBOACTBA KO BCEMY
o6opynoBaHUio, KOTOPOE MCMNOJIb3yeTCcsl BMecTe C flJaHHbIM Npu6opoM, 1 CTpOro cobnfaiiTe Mx ykaszaHus.

He wcnonb3yiiTe usgenns AN Kakux-nmbo ApPYrux ueneii Kpome ykaslaHHbIX B Ha3HauyeHuu. HenpaBunbHoe
NCcnonb3oBaHWe M3[eNnMs MOXET NPMBECTU K MOBPEXAEHWI 060pygoBaHUS WanM TpaBMWPOBaAHUK NauueHTa, B
TOM 4ucCrie 0XOoram, afieKTpuyeckomy yaapy, nepdopauun, MHPEKLUN U KPOBOTEUYEHUID.

B 4aHHON MHCTPYKUWWM HE ONUCAHbl KOHKPETHbIe 3HAOCKONMYeckme npouenypbl. Xo4 BbINOMTHEHUA KOHKPETHbIX
npouenyp QAOO/DKEH onpefensitbcs BpavyebHbIM nepcoHanom. [pu Hanuuum BOMPOCOB WM 3amMeyaHul
OTHOCUTE/NIbHO NpPUBEAEHHON 34ecb MHpopMayun obpaTuTecb B MECTHbIN cepBUCHLIN LeHTPp PENTA X Medical.
CopepxaHue faHHON MHCTPYKLMUM MOXET 6bITb M3MEHEHO 6€e3 NpeaBapuUTeIbHOr0 YBeAOM/IEHUSA.
HecaHKLuMOHMpPOBaAHHOE BOCMpoM3BeAeHne NGO yacTu HacToaWweld MHCTPYKLUN 3anpeLLeHo.

XpaHuTe 3Ty MHCTPYKLUMIO 1 BCE ApYyrne HeEOOGX04UMbIe pyKOBOACTBA B 6€30NacCHOM /IeTKOAOCTYNHOM MecTe.

PACW M®POBKA CMMBOJ/IOB. YKA3AHHbBIX BHACTOAWEW MHCTPYKLLNWN.

YKa3biBaeT Ha NOTeHLUuManbHO OoMacH> cuty'ayunw, kotopasd,
ecnn eé He nNpeaoTBpPaTUTb, MOXET NPUBECTU K CMepTU unu

A N TMPEAYNPEXAOEHWME! Cepbé3HOil TpaBMe.

YKa3blBaeT Ha NOTeHUManbHO ONacHyw cuTyauuto, kotopas,
/ K ec/in eé HC NpeAoTBpPaTUTb, MOXET NPUBECTU K TpaBMe /TETKOW
BHUMMAHWE! WNn cpegHein cteneHn. TakXe MOXeT MCNOMb3oBaTbCA AN
npeaynpexaeHns o Hebe3onacHOW npakTuUke uWAM pucke

nospexpaeHusa obopygosaHus.

1— MNMPUMEYAHUE! YKka3blBaeT Ha AONONIHUTE/IbHYIO MOJIE3HYI0 UHJOpPMaLNIo.
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1. HASBHAYEHWME MMKTNA

Bupeor”"tpockonsl PEHTAX Medical EG27-V10c/EG29-VIOc - npefgHa3Ha4vyeHbl 415 COBMECTHOW paboThl C
Bnaeol” peccopom PEHTAX Medical EPK-V 1500c. Mo3BoNSAT BU3yanm3npoBaTb BepxXHUe oTAENbI
XeNnyaoyHO-KALW EeYHOro TpakTa naumeHTa.

BupgeokonoHockonsl PEHTAX Medical EC38-V10cM/ EC38-V10cL - npegHa3HauyeHbl A1si COBMECTHOW
pa6oTbl ¢ Bugeonpouyeccopom PEHTAX Medical EPK-V 1500c. Mo3BoNSAOT BU3yannsmpoBas b HUXHuE
OTAeNbl XeNyA0UYHO-KULIW EYHOT0o TpakTa naumeHTa.

Hc ncnonb3yinte npubopbl AN Kakux-nnbo gpyrux uesen Kpome ykasaHHbIX B Ha3Ha4YeHUW.

2. KJTIACC PUCKA MEOAVUINHCKOIO N3AESTNA

B 3aBMCMMOCTM OT NOTEHUMANBbHOTO pUcka NnpuMeHeHusa (coracHo npuaoxeHuto Ne2 k 11pHkasy MuHuctepcTBa
3apaBooxpaHeHus P® o1 06.06.2012r Ne 4H) - knacc 2a.

3.NMEPEYEHb MEXAYHAPOAHBbIX HOPMATUBHbLIX AOKYMEHTOB/CTAHAOAPTOB.
KOTOPbIM COOTBETCTBYET MEANUMHCKOE U3AOEJINE.

MDD 93/42/EEC; EN ISO 13485; EH ISO 14971; EH1041; EH ISO 15223-1; EH 60601-1; EH 60601-1-2;
EH 60601-2; ISO 8600-1; ISO 8600-3; ISO 8600-4; ISO 10993-1; ISO 10993-5; ISO 10993-10; ASTM D4169;
EH ISO 14155; EH 62366.

4. NHPOPMALNA O MPON3BOOAVNTENE MEANUMHCKOIO USAENTNA
Mpon3BoACcTBO KOMMAaHWNW;

PEHTAX-Aohua Medical Technologies Co., Ltd.
Eastof 3rd Floor, Block C, Building 1, Ho. 5 Shenwang Road,
Minhang District, 201108 Shanghai, P.R. China

OpFaHI/I3aLI,I/II/I-I/I3FOTOBI/ITe}'II/IZ

1. PEHTAX-Aohua Medical Technologies Co., Ltd.
East of 3rd Floor, Block C, Building 1, Ho. 5 Shenwang Road,
Minhang District, 201108 Shanghai, P.R. China

2. Shanghai Aohua Photoelectricity Endoscope Co., Ltd.;
Ho.66. Lane 133, Guangzhong Road, Minhang District, 201108, Shanghai, P.R.China

5. KOMMNNEKTAUNA MEOWTTNMHCKOIO NSAOENINA
MepguunHckoe n3genne nocTaensieTca B CAeAyloWweid KOMnaekTayum:
Bupeoractpocko!! PEHTAX Medical EG27-V10c/EG29-V 10c

. Bupgeoractpockon - 1 wT.

. KnanaH nogauu Bo3gyxa/sogbl (npn Heobxoanm(KTu) 1 wrT.
. KnanaH acnupauuun (npn Heo6.4yoaMMoOCTK) - 1 wr.

4. Habop ansa ouncTkn (Npu Heob6xogumocTun) - 1 WT., B cOCTaBe:
4.1. Wnpwuy - 1wr.

4.2. CoeguHuntenbHaa Tpybka - 1wT.

4.3. Agpantep - | wr.

5. KnanaH 6uoncuiiHoro kaHana (npu Heo6bxogmmocTtun) 3 wWrT.
. Mpobka gna ouncTkn (Nnpnm HeobxoanumocTKn) - 1 wrT.

. DTuUKeTKa Npob6kn (Npn HeobxoaAMMOCTKU) - 1 WT.

. BopgocTonkuin konnavyok (npn Heo6xoa4MMOCTH) -1 WT.

. Unctawme wéTtkm (Nnpu HeobxoanMmMocTu) - 5 wr.

W N

© 00 N O

10. TeueunckaTtenb (Nnpn HeobxogumocTmn) - 1 wWT.
11. EMKOCTb N4 BoAbl (Nnpun HeobxogumocTun) - 1wrT.
12. NHcTpyKumMa no akcnayartayumum - 1wr.
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Bupacokononnockon PHNTAX Medical EC38-YIOcM/ EC38-V10cL

1. BugeokonoHockon - 1 wT.

2. Jnogaun Bosgyxa/soabl (Mpun HeobxoammocTn) - 1 wr.
3. KnanaH acnupauun (npun HeobxoammocTtun) - 1wr.

4. Ha6op gna ouyncTtky (npun HeobxoammocTn) - 1 WwT., B cOcTase;
4.1. Wnpwuy - 1wt

4.2. CoegnHutenbHasa Tpybka - | wT.

4.3. AganTtep - 1 wT.

5. KnanaH 6unoncuitHoro kaHana (npun Heo6xogumocTun) - 3 wWT.

. Mpobka gnsa ounctkm (npm HeobxogmmocTn) ~ 1 WwT.

. 9TuKeTka Npob6kn (Npnm HeobxoanumMocCTK) - 1 wWwT.

. BopgocToliknii konnavok (Nnpn Heob6xoaMmMocCTK) -1 WT.

. Unctawme wWeéTkn (npm HeobXxoAMMOCTKM) - 5 WwT.

10. Teueuckatenb (Npn HeobxogumocTm) - 1 wT.

11. EmkoOCTb ang Boabl (Npn HeobxogumocTum) - 1 WwT.

12. MHcTpyKuKnA no akcnnyartayum - 1 wr.

© o N O

MpumeyaHune: akceccyapbl, BXoAfwWwune B cOCTaB racTpoCKONOB M KO.IDHOCKOMOB B3auMmMoO3aMeHsseMbl W
obnagalo T ULEHT MYHbIMM pa3MmepaMmn U CBOMCTBaAMMU.

6. MH®OPMALUWMA O TNMOTEHUWAJNIbHBLIX TIOTPEBUTENAX (MOJZIb3OBATEJ/IAX)
MEOVNLUWMNHCKOIoO N3AENUNA

KBanntuunpoBaHHbIli NnepcoHan neyebHO-NpoMNaKTUHECKNX YUpexaeHuli, npoweawnii cneumanbHoe
ob6yyeHne no paboTe C U3genIMem.

7. ycnopumd nPMMEHEHWA.
Tonbko KBanununpoBaHHbiMu cneymnanuctamm JINY.
8. OBJTACTb NMPUMEHEHWA.

3Haockonus. ManouHBasWBHbie NPOLEAYPbI.

9. YC/TOBUNA SKCIMJNIYATALUUNN

N3penns gonyckaeTcsa aKkcnayaTupoBaTb NpW Temnepatype okpyXxawu el cpeabl: oT +5°C go +40®C,
OTHOCUTEeNbHOI BRaxHocTn oT 30% fo 85®/0 (6e3 KOHAEeHcaTa) n gaBneHun sosgyxa ot 700rMa go KO60rMNa.

10. MOKA3AHVA KMNMPUMEHEHWNIO. MPOTUBOINMOKA3AHWA. MEPbDI
MPEOOCTOPOXHOCTWN.

FOJ1. Moka3zaHusa K npuMeHeHUo ana sHAcoractpockona PENTAX Medical EG27-V10¢/EG29-V10c.
Bupgeoractpockon PENTAX Medical EG27-V10c/EG29-V10c nokasaH pAgnsa WCNonb30BaHUA COBMECTHO C
Bugeonpoueccopom EPK-V 1500c, a TakKxe BCnomMoraTesibHbIM obopypaoBaHuem npu nposefeHuun
9HAOCKONMYECKOW AMArHOCTUKM AN BUAEOIHAOCKOMMYECKON BU3yanusauunm BEepPXHUX OTAESNI0B XenyAoYHO-
KWW e4yYHOro Tpakta nayneHTa.

10.2. MokasaHuAa K NpuMeHeHno ans smngeokosioHockorna PENTAX Medical EC38-V10cM/EC38>-VATAL.

BupgeokonoHockon PENTAX Medical EC38-V10cM/EC38-V10cL nokasaH gns ucrionbabsaH*U c
Bugeonpoueccopom EPK-V 1500c, a TakKxe BCNOMOraTes/ibHbIM obopypoBaHumem' .Mpn npp ' QOHHM

9HAOCKONUYECKON AMarHOCTUKWM AN BUAEO3HAOCKONUYECKOW Bu3yanusauunm HUXHUK oTaenoB xepyapp-
KWW eYyHOoro TpakTa nayuneHTa.
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10.3. MpoTuBONOKa3aHWa K NPUMEHEHMUIO

[aHHbIl' Megnunnckme nsgennmsa NpoTuBonoKasaHbl K NPUMEHEHWI0 B CNeAYWnx c.3yvyasax:

1. jHbie 3aboneBaHus ceppgua, Hanpumep, Tskénas aputMusa, 0OCO6EHHO C MeA/IEHHbIM XeNyAOo4YKOBbIM
pUTMOM, OCTPbI MHMAPKT MMokapaa u Taxénas cepaedyHas He0CTATOYHOCTb.

2. YCTaHOB/IEHHbII pUTMOBOANTENDL cepaLa.

3. CnyTaHHOCTb CO3HAHMSA UM NCUXUYECKME pacCcTpolicTsa.

4. ipyrne npoTuBOMNOKa3aHMA K 3HLO0CKOMNUN.

10.4. Mepbl NPefOCTOPOXHOCTH
MPEAYTTPEXOEHWE!

Mocne ncnonb3oBaHus ob6paboTaiiTe NpUGOP U XpPaHUTE COMMACHO yKa3aHUsM.

Mepen npoBeAeHWEM 3HAOCKONMWU CHUMUTE BCe MeTaT/iMdeckue npegmeTbl (4achbl, OUKW, LETOYKM U 4p.) C
naumeHTa.

Henb3s ypapsitb, nepern6atb, pacTarMBaTb, NepekpyuMBaTb W POHATbH AWUCTaNbHbIA KOHeLl 3HAockKona,
BBOAMMYI TPyO6KYy, U3rn6aemMyw 4acTb, PYKOATKY YynpaB/ieHUs, YHUBEpPCAaNbHbI/i LWHYP WIN KOHHEKTOp
CBETOBO/JA 3HAO0CKONA C YPE3MEPHBLIM YCUITUEM.

3anpewaeTca U3MEHATb U3rM6 pesko UauM NpuknagbiBas cuny.

3anpeuiaeTcs BCTaBAATb W U3BMEKaTb BBOAMMYK TpyGKy 3HAockona npu 3a6/0KMpPOBAHHOW M3rnGaemoi
yacTu.

3anpeuiaeTcs perynupoBaTb rM6KOCTb, MPUBOAUTL B ABUXEHUE U3TMbGaemMyk 4acTb, nogaBaTb BO3AYX UNu
BbINOMIHATL  acnupauyuto, BCTaBNATbL U M3BAeKaTb BBOAMMYK Tpy6Ky 3HAockoma W Mo/b30BaTbCS
3HAO0TEepaneBTUYECKUMMN MPUHAAIEXHOCTAMM, HE BUAS 3HL0CKONMUYECKOEe M306paxeHue.

3anpeuiaeTcs perynupoBaTb rM6KOCTb, NPUBOAUTL B ABUMXEHWE nU3rnbGaemyl uyacTb, nofaBaTb BO3AYX UMu
BbINOMIHATL acnupauyuto, BCTaBNATb U U3BJekaTb BBOAMMYK Tpy6Ky 3HAOCKONMA W UCMNONb30BaTh
3HAO0TEepaneBTUYECKUMMN NPUHALIEXKHOCTAMM, €C/IM IHA0CKONUYECKoe n306paxeHne 3acTbino.

He npukacaiiTecb K KOHHEKTOpPY CBeTOBOAAa cpa3y MNocfie ero u3BfeYyeHnss U3 Bupeonpoueccopa, Tak Kak OH
OYeHb ropsAyunii.

Ecnu aHgockonuyeckoe n3obpaxeHue He MOsSIBNAETCA Ha MOHUTOpe, chopmupoBaTesib M306GPaXeEHUsT MOXeET
6blTb NOBPEXAEH. HEMEANEHHO BbIKOUYNTE BUAEONPOLECCOP.

Ecnu TpyaHO BBECTW 3HAOCKON, HE BBOAMTE €70 NPUHYANTENILHO U OCTAHOBUTE 3HAOCKONULD.

BHVNMAHWE!

He TAHWTe 3a yHMBepCca/ibHbI WHYP BO BPEMSA WCC/eA0BaHUSA.

He npukacaliTecb K 3/1€KTPUYECKUM KOHTaKTaM BHYTPU 3/1EKTPMYECKOTO pasbema.

He ponyckaliTe ygapoB no AgucTaZlbHOMY KOHLY BBOAWMOW TPYyOGKM, OCOBEHHO NO MNOBEPXHOCTU JINH3bI
06beKTMBa Ha ANCTalbHOM KOHLUE.

Henb3a nepekpyunBaTtb 1 crubaTb pyka.mu nsrnb6aemyto yacTb.

He cxumaiite ypesmepHo narnbaemyt 4acTb.

Mepen noacoefnHeHWeM WM OTcoefUHEHMEeM kabens BuAeOdHAOCKONA OT 3/1EKTPUYECKOrOo pasbema
aHjocKona Bblk/lOYaiTe BugeonpoLeccop.

Henb3a yaapaTte n crnbaTb 3/1eKTPpUYECKME KOHTAKTbl HA KOHHEKTOpEe CBE343BOAA.

Mpu pabote npnbopa B6AM3N 060pyAOBAHUA, OTMEYEHHOrO0 yKa3daHHbIM HUXeEe CMMBO/IOM, a Takxe B6AM3N
NMOpTaTUBHbIX UAW MOBGUAbHBIX YyCTPONCTB PY-CBA3M MOTyT BO3HUKATb 3eKTpoMarHnTw<le "M « |.

JOf- *
A BHUMAHWVE!

[MpoTnBONnoKasaHUa K BUAEO3HAOCKOMHWU; nNauneHTbl C 601€e3HAMM cepgua, neyeHu, noyek, NETKNX U

reMopparn4yeckumu 3a6osneBaHUAMMN.
» Mocne MCNONb30BaHUA B TeuyeHUE HEKOTOPOro BpeMeHW AuCTaflbHblii KOHel 3HAOoCcKOna MOXeET 06Xeub

BHYTPEHHIOIO NOBEPXHOCTb OPraHoB, 6yAbTe OCTOPOXHbI M BHUMATE/IbHbI MPU 3HAOCKOMUN.

* TlpM WUCNOMb30BaHWKU 3HAOCKOMA C CUNbHBIM WCTOYHUKOM cBeTa (0COGEHHO KCETHTOBOW fnamnoii)
WHCTPYMEHT BbiAAET MOLLHOEe CBETOBOE u3nyyeHue. Korga guctanbHblii KOHEW Npub6anxaeTcss K CAU3UCTON,
CUNbHBIV CBET (POKYCUPYeTCS Ha OYEeHb Manoi rmwouiaan. B pesynbtate BO3MOXHO NOBbIWEHWE TeMnepaTy pbl
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B 3TOl 06/1acT M 0XOTn. Kpome Toro, aHAO0CKON He peryiupyeTt cBeT aBTOMaTU4YeCckn, HEOGXOAUMO BPYUHY IO
perynumpoBaTtb pKOCTb BO BpeMs HabnwaeHus.

0(1”™ ysaTe.lbcTBa« NMpu Ko pbl X iioBbiiilaeicH puck oXxoros:
e MepemelleHne BUAE03HA0CKONA BAO/b Y3KUX NOMOCTENA.
* icnonb3oBaHne NCTOYHNKA CBeTa BbICOKOW APKOCTU (KCEHOHOBOW Namnbl).

Mepbl ;blsl CHH/KEHUS PUCKA 0XOTO0B:

e CHMXaiTe APKOCTb BPYUYHYIO A0 MWHMMAaNbHOIO YPOBHA, ,0CTATOYHOrO AN1A MOSTHOLEHHOro HabnwaeHus
(KCEHOHOBbLIA UCTOYHUK CBETA).

* N36eraiite gNNTENbHOTO HabOAEHNA OAHOTO M TOTO Xe MecTa.

e He xpaHuTe BMWAEO3HAOCKON B MNOMEL,EHWW C BbICOKON TemnepaTypoli, BAaXHOCTbD W BbICOKUM
coAepxaHuem nbiau.

e Mpu BO3JENCTBUN PEHTTEHOBCKOrO W3/Iy4YeHUA Ha BWAEO3HAOCKON BHYTPEHHWIA dopmupoBaTenb
n3obpaxeHna n apyrne YyBCTBUTE/IbHbIE KOMMNOHEHTbI NOABEPratTCA CTApeHUo U MEHAIOT LBeT.

* He nopasepraliTe AucTanbHbIl KOHeL BWAeO3HAOCKONa Bo3jelcTBui cu;lbHOro ceeTa (Hanpumep,
CONIHEeYHOro cBeTa, WCTOYHMKaA CcBera W pfAp.), Tak Kak dopmupoBaTtenb unU3ob6paxeHua aBnsetcs
YYBCTBUTE/IbHbIM MPELN3NOHHLIM YCTPOMCTBOM U NErKo noBpexaaeTcs.

 CoefnHAemMoOe C 3HAOCKONOM ob6opyAoBaHMWe, Takoe Kak Kak BuAeonpoLeccop, acnMpaunoHHbI Hacoc u
3MeKTpoXmpypruyeckas neTns, 4O/MKHO NOAKNIOYATHCA K 3N1€KTPUYECKON ceTn yepes po3eTKy C 3a3eMIeHneM
nocpeAcTBOM TPEXKOHTAKTHON BUAKM C 3asemnswuwmm koHTaktom. (Ecnu Takoe ob6opypoBaHue Bbi30BET
9N1eKTPUYECKMn yaap, 0XOr Wan Apyrne UHUWAEHTbl BCAeACTBME HapylWweHWs npasBun akcnayartauuu, BcA
OTBETCTBEHHOCTb JIOXNTCA Ha NoJsib30BaTens).

e« Mpu uncnonb3oBaHMM BULCOI»LLOCKONA C BUAEONPOLECCOPOM >XefnaTesibHO NOAKNIUYNTbL cTabunmsartop
HanpsXeHnss MOoWHOCTb 60osiee 1000 BT ¢ (pyHKUMEN aBTOMATUYECKOTO perynnposaHusa. He ncnonb3sylite
6bITOBOW CcTabunmnsaTop HanNpsXeHua ANs8 BUAEOIHAOCKONA M npoueccopa.

e« Mpyn BO3HWKHOBeHUN cboa B paboTe BUAEOIHAOCKONA HEMEANEHHO npekpaTuTe ero Ucnonb3oBaHue u
obpaTuTecb B OTAEN NOCAENPOAAXHOI0 06CNYy XKMBAHUA AN K GaunxalilwemMy aBTOpM30OBaHHOMY aunepy nnéo
B cepBUCHbIN LeHTp PENTAX Medical.

« OnAa npepoTBpaleHnns unHdekunini n obecneyeHns 6e30MacHOCTM CEPBUCHOIO nNepcoHana 0643aTesibHO
NPOBOAUTE OUYUCTKY M NONHYH Ae3nHeKunio BULE03HA0CKONa nepeg oTNpaBKol ero B peMoHT. B cnyuae
MCNONb30BaHUA 3HAOCKONA y nauuveHTa C NOATBEPXKAEHHbIM renatutom A WUAWM APYTUMU UHM EKLUOHHBIMU
3aboneBaHnaMMN coobLW MTe HAM 3apaHee.

11. OMNCAHWVE N ®YHKUMNOHAN MEOAVWUMNHCKUNX N3OENUNIA.

Bupgeoractpockonsl PENTAX Medical EG27-V10c/EG29-V10c - npegHasHa4vyeHbl AN COBMECTHON paboThl
c Bugeonpoueccopom PENTAX Medical EPK.-V1500c. NM03B0ONSIOT BU3ya/iM3npoBaTb BEpXHUe OThebl
XenyALoUYHO-KMNILIEeYHOTo TpakTa nauueHTa.

BupgeokonoHockonsl PENTAX Medical EC38-V10cM/ EC38-V10cL - npegHa3Ha4yeHbl 418 COBMECTHOW
pa6oTbl ¢ Bugeonpoueccopom PENTAX Medical EPK-VI500c. Mo3BonsA0T BM3yannanpoBatb HUXKHUE
oTAeNbl XeNyao4YHO-KULW eYHOT0o TpakTa naymneHTa.

[aHHble un3genua Bu3yanusunpywT wuccregyemble ob6nactu noj ocBeuieHnem OT Buaeonpoueccopa c
mcnonb3oBaHnem KMOT-gaTumka n3obpaxeHusi, pacnosioXXeHHOro Ha AUcTasbHOM KOHL e BMAeOo3HAocKona,
n nepepawT usobpaxeHua Ans  HabnwAeHUsa 3a UeneBoli aHaTOMWYecKOW o6nacTblo NYyTEM KX
BOC[|pon3BeAeHns Ha BUAEOMOHMTOpPE uYepe3 Bupeonpoueccop. BuaeoaHaockonbl MOXHO WCMOMb30BaThb
TakXe BMeCcTe C 3HAOCKOMMYECKMMMK yCcTpoicTBaMu, KOTOpble BBOAATCHA 4epes oxpeTtue
MHCTPYMEHTaA/IbHOTO KaHasa Ha MX Kopnycax. BuaeoaHpgockonbl fonyckalT Takxe crubatllé marno!»” bix
yacTeil Npu NOMOLULM PYUYKM ynpaBaeHus nrmbom, nogady Bo3gyxa/Boabl ¢ gUcCTanbHOro koXX »

HaXaTuu Ha knanaH nogayv BO3Ayxa/BoAbl M acnupauuio yepes KaHasa Ha AUCTallbHOM KOHLUe u3genisa njri
nomMoL M KnanaHa ynpaBieHus acnmpaumne. "Ir- m
Mopgens PENTAX Medical EG27-V10c otnmyaetca o1 mogenun PENTAX Medical EG29-VI6c
MEHbLW UM HapyXHbIM ANaMeTPOM AMNCTaNbHOI0 KOHLA U OCHOBHOW TMGKON Tpy6bKU.

Mogens PENTAX Medical EC38-VIOcM oTtnunuyaetcsa oT mogenm PENTAX Medical EC38*V10cLmeHblwell
pa6oyeint 4NNHOI.
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PHc.1. doTorpaduyeckoe nsobpaxeHue obuwero snga sngeoractpockona PENTAX Medical EG27-V10c.

Punc.2. ®oTorpadgurueckoe nsobpakeHme obuero snga sugeoractpockona PENTAX Medical EG29-V10c.
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Puc.3. doTtorpacdhmueckoe n3obpaxeHme obwero suga sugeokonoHockona PENTA X Medical EC38-V10cL.

®YyHKUMOHAN BUAE03HA0CKONOB.

KoHHeKkTOp acnupauyumn

MopcoegnHnTe BUAEO3HAOCKON K acNMpaLMoOHHON TpybKe Ha acnupauyMoHHOM Hacoce (acnupartope).
KpenneHue koHHekTopa wHypa S-Cord

CoeanHNTe BUAEOIHAOCKOMN C 3/1EKTPOXMpypruyeckum 610kom vyepes S-cord.

KOHHeKTOp EéMKOCTU ANA BObI

MoacoeanHUTe BUMAEO3HNOCKON K KOHTEHepy ANA BOAbl C MOMOLW b TPpy6KM KOHTeliHepa, 4To6bl nogaBaTtb
BOAY K AMCTanbHOMY KOHLY n3genus.

CeeTOBO/

MopcoeanHNTe BUAEOIHAOCKON K BbIXOAHOMY THE34Y UCTOYHMKA CBETa ANA nepefayun cBeta OT UCTOUYHMKA Ha
OVNCTanbHbIl KOHEL M3genus.

DneKkTpuyeckunii pasbém

MoacoeanHnTe BUAE03HIOCKON K BUAeONpoLeccopy € noMolwbio kabensa BugeoaHgockona.

Pyuyka ynpaBneHuns nsrn6om 6 BEPX/BHWNS3

MepeBeaute narnbaemyto yactb BBEPX/BHW3, npusens eé B ABnxeHue.

dnkcatop msrmnba BBEPXYBHWN3

Mpun nepemeweHnn oukcatopa B HanpasneHun «F T » n3rnb gebnoknpyertcs.

KnanaH acnupauunnu

HaxaTne Ha 3TOT kflanaH akTMBUPYeT acnupayuto.

KnanaH Bo3ayxa/Bopgbl

OTBepcTue B 3TOM K/janaHe 3akpbiBaeTca ANA WHCyddNauMm BOo3gyxa, WM KnanaH HaxumaeTcsa, 4YTo6bl
nogasaTb BOAY AN MPOMbIBKM JIMH3blI. [aKke ero MOXHO Wcnonb3oBaTb ANA nopga*n‘®”"yka, c ULenbto
yAaneHna XUaKocTu unun 3arpa3HeHunii, npuctaBwmx K inH3e obvektuea.  --m-eee- ~oho
OTmMeTKa orpaHMyeHns BBOAUMOWN Tpy6KM

OTMeTKa nokasbiBaeT MakCUMasbHYI TOUYKY, 4O KOTOPOW MOXHO BBOAWTb 3HAOCKON B Teno nau>"elrNe \
M3rmbaemas yacTb

OTa yacTb nNepemMelLaeT AUCTalbHbIi KOHEL NPU BPalLeHUN pyyvyek ynpaBneHUs msrubell BBEPX/BHWN3/A
BMNPABO/BNEBO.

dunkcatop nsrmnba BNMPABO/BNEBO

IMpu noBopoTe hmKcaTopa B HanpaBaeHUU «F ¥ » n3rnd aebnoknpyetcs.

Pyuka ynpaBneHunsa narnom BMPABO/BNTEBO

Mpu noBOpOTe pPy4Ykn B HanpasneHun cumsosia « AR » nsrmbaemasn yactb nepemewjaetrca BMPABO.
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Kpbsama
OuxCTOP HIrnis SBEPVBHII

Pywa ynpaaneinm narntos BBEPUBHUS

WTGoM
P Y BSRIR0

Owxcarop nsmbta BAESOBNPABD

Puc.4, CxemaTiueckoe n3o6paxeHne sHACOIHAOCKONOB: BHAcoracTpockona PENTAX Medical EG27-V10¢/EG29-
V10c » enacoxononockona PENTAX Medical EC38-VI10cM/EC38-V10cL ¢ ykazanneM OCHOBRBIX GYHXUMOHANLHKX
INCMEHTOB,
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np[iMb:unnur,.

npoussogutens: PKN FAX-Aolwa Medical Technologies Co., Ltd.

13. TEXHWYECKUE W 3NEKTPUUYECKUE XAPAKTEPUCTMKM MEJ UMHCKOIO
N3OENNSA.

13.1. XapakTtepuctuku sugeoractpockona PENTAX Medical EG27>V10c

MapameTp TexHnyeckune xapakrepucrakm
Pa6bouan anvHa 1050 mm
HapyXHblli gnameTp AUCTasIbHOTO KOHLA 09,0 mm
HapyXHbln guameTp OCHOBHOW rMGKO Tpy6KK 09,0 mm
MakcumanbHas wupuHa paboyei yacTtu 10,2 Mm
HapyXHblli AnameTp OCHOBHOW rM6GKON TpyoOKK 09,0 mm
MWHUManbHbI BHYTPEHHWI anameTp 02,8mm
WHCTPYMEHTa/IbHOro kKaHana
MWHMMaNbHasA WWPUHA UHCTPYMEHTaIbHOro kaHana 2,8 Mm
Yron mnsrnba Beepx: 210°, BHM3: 90°. Bneso n snpaso: 100°
Yron nons 3pexHus 140°
Yron Hanpas/ieHns HabnoaeHus 0° (snepepn)
O6bEM nogaun BoAbl > 40 mA/MuH
O61BbEM nogaum rasa > 800 mn/mMuH
O6bEM acnupaummn > 400 ma/mMmuH
Fny6buHa peskoctn 3+ 100 mm
Macca BugeoracTpockona 1,5kr

13.2. Xapaktepuctukun supgeoractpockona PENTAX Medical EG29-V10c

MapameTp TexHuyeckne xapakTepucTukm
Pa6boyasn gnvHa 1050 mm
HapyxXHblii AnameTp AUCTaNIbHOTO KOHUa 09.6 mMm
HapyXHblli guameTp OCHOBHOW TMOKOW TpyOKM 09,6 MM
MakcumanbHasa WwupnuHa padboyein yacTtu 10.7Mm
MUHUManbHbIN BHYTPEHHNII anametp 02,8mm.
WHCTPYMEHTANbHOIO KaHana.
MWHUMaNbHasA WWPUHA MHCTPYMEHTAIbHOI kaHana 2,8MMm
Yron mnsrnba Beepx: 210°, BHu3: 90°, Bneso v snpaso: 100°
Yron nons 3pexHus 140°
Yron HanpaBneHus HabnogeHns 0° (Bnepepg)
O6bEéMm nogauun Boabl > 40 mn/MuH
O6béMm nogauun Bosgyxa wmnm rasza C02 > 800 ma/MuH
O6béMm acnupauumn > 400 mn/MuH
Fny6uHa peskocTu 3+ 100 mm
Macca BupgeoracTpockona 1,5kr

13.3. XapakTepuctuku sugcokonoHockona PENTAX Medical EC38>V10cM

MapameTp Texllnyeckne xanakAnYMran? \
Pabouas a3nHa 1300 mii \
HapyXHblii guameTp AMCTanbHOro KoHua 012,8 MM m-
HapyXHblii guameTp OCHOBHOW TMOGKON 3py6KM 012,8 mm e T
MakcumanbHas wupnHa paboyei yactun 14,0mm N'- / A
MUHUManbHbI BHYTPEHHWII ouamertp 03,7mm ' J
WHCTPYMEHTa/IbHOIO KaHasa.
MuHUManbLHasa WupuHa MHCTPYMEHTa/IbHOTO KaHasia 3,7vm '4d;L..
Yron unsrnéa Beepx: 180°, BHMb:180°, Bneson Biip~b: 160°
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Yron nons 3pexHus

Yron HanpasnexHus HabnwogeHus
O6BbEM nogayun Boabl

O6bel  paum Bo3gyxa unum rasa C02
O61BEM acnupaummn

[ny6uHa peskocTn

Macca BnaeokonoHockona

1400
0" (snepepn)
> 45 mMA/MuH
> 800 mn/MuH
> 400 mn/mun
3 : 100 mm
2.0kr

12.4. XapakTtepucTtukm sugeokonoHockona PENTAX Medical EC38-V40cL

MapameTp
Pa6oyasa gnuHa
HapyXHblli gnameTp AMCTasbHOro KOHLUa
HapyXHblli guameTp OCHOBHOM TMBGKON Tpy6KM
MakcumanbHasa WwupuHa paboyeli yactu
MUHMManbHbIN BHYTPEHHWIA
WHCTPYMEHTa/IbHOr0 KaHasa.
MuHUManbHasa WUpUHa MHCTPYMEHTaNbHOI0 KaHana
Yron unsrmnba
Yron nons 3peHus
Yron HanpaeneHus HabnwogeHus
O61BbEM nogaumn Bogpl
O6bEém nogaumn Bosayxa unam raza C02
O6bEém acnupauyumn
rny6uHa peskocTn
Macca BugeokonoHockona

anameTp

neKkTpuyeckne napaMmeTpsbl:

TexHn4yeckme xapakTepucTukn
1650mMm
012.8 mm
012,8 Mm
14.0mMm
03.7mMm

3,7MM

Beepx: 180®. BH13: 180®. B/IEBO 1 BrNpaso:

140®
0®(Bnepen)
> 45 MA/MuH
> 800 MIN/M/MH
> 400 ma/MuH
3 + 100 mm
2,2Kr

HanpsxeHue anektpocetu: 10072408 nepemeHHoe.
YacTtoTa: 50/60 Iy,
MoTpebnaemasa mowHoCcTbL: 150 BA
Koneb6aHusa HanpsxeHunsa: £10%
CTeneHb BnarosawmueHHoctu: 1PX7
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14. 11 AO0OK PABOTbI C N3OAE/TMEM.
14.1. O6paboTka nepen nepBbiM MPUMEHEHUEM.

n Buaeo3aH[OCKOMNbI, OMUCbIBAEMble B [AaHHOW WHCTPYKLWKM, npeacTas;ldloT coboii MHOropasoBoe
ycTpoiicTBO. Tak Kak n3genune ynakoBaHo HeCTEPUIbHO, OHO NOAJMEXUT OUYNCTKE U AEe3UH(EKL NN BbICOKOTO
YPOBHSA, Nepej NepebiM NPUMEHEHUEM COrNacHo rnaBe «TeXHMUYeckoe 06CNyXnuBaHme» faHHOW MHCTPYKLUN.
HepoctatouHass 06paboTka MOXeT NOBbICUTbL PUCK NEPEKPECTHOW KOHTAMUHAL KK,

npumMAynnLL:.

FepMuH «ae3nmHpekyns BbICOKOTO YPOBHS» 0603Ha4YaeT B [AaHHOW MHCTPYKLMM MO 3KcnayaTtauuu
Ae3nHp ekynto aHAocKkona M nNpuHagiexHocTeid npyu nomowmn Ae3nH@eKTaHTa C BbICOKOW BUPYAULULHOIN
CMNOCOBGHOCThIO

14.2. TloaroToBKa v NpoBepkKa.
Mepepn KaXxAblM NMPUMEHEHUEM BbIMOMIHANTE NOATOTOBKY M OCMOTP npubopa, Kak ONMcaHo HUXE.

A MNMPEAYNPEXOEHWE!

e ilcnonb3oBaHne HenpaBuJbHO paboTalLWwero BUAE03HAOCKONA MOXeT HapylWnTb 6e30MacHOCTb NnauneHTa
Uy Nosb30BaTeENS U NPUBECTU K CEPbE3HOMY NMOBPEXAEHUID 060pPYyA0BaAHUS.

* Mepepn nocTaBKkoOn Npn6GOP HE NPOXOAWNS OUUCTKY M Ae3nHdekunn. Meped nepBbIM UCNONb30BAHUEM
obpaboTainTe Nnpubop cornacHo ykazaHusam.

Mepen npumeHeHvem Heo6XOAMMO TwW,aTe/NlbHO NMPOBEPUTb YUCTOTY U MNpPaBUNbHOCTbL paboTbl 3HAOCKONa,
BMeonpoueccopa U 3HLOCKONUYECKWX BCMNOMOraTeslbHbIX WHCTPYMEHTOB, 4TO6bl yAOCTOBEPUTLCH B UX
NPUroAHOCTUN ANA NPUMEHEHMNA Y nayneHToB (CM. puc. 5 n puc. 6). MoapobHee o0 TpebOBaAHNAX CM. MHCTPYKUNYN
K BUAEONpOLeccopy u MOHUTOPY.

MPUMEYAHWE.

BupgeoaHgockonsl PENTAX Medical, onncaHHble B JaHHOW UHCTPYKLUU, COBMECTUMbI TONTbKO C
Bugeonpouyeccopom PENTAX Medical EPK-V1500c.

A BHUMAHUWE!

Bo u3bexaHue npepbiBaHUSA 3HAOCKOMMYECKON NMpoueaypbl AepXUTe B 3anace LONOMHUTENbHbIN (3anacHoit)
WHCTPYMEHT. DTO HE06X0AMMO Ha cnydyail, ecnu HenpeaBuieHHble co6bITUS UAM 06C305TMbC A BbiBEAYT
OpPUTUHANbHbIA WMHCTPYMEHT U3 CTPOS /MU caenatwT ero He6es3onacHbIM 415 nayneHTa.' M
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Pwnc.5.

BoaocTolikuii Konnasuok

LLiTekep ceeToBCLL,

Punc.6.

14.3. KpenneHune akceccyapoB Ha BHAEO3HAOCKUNC.

A BHUMAHWE!

KnanaH Bo3ayxa/BoAbl U knanaH ynpaBfieHus acnupauveil He TpebyioT TA3BAT
HabyxaHue NpokK/afoK KnanaHoB U yxyaweHne paboTbl knanaHoB.

- A
KpenneHune knanaHa acnupauum.

n-\

1. CoBMecTuUTe ABa MeTaN/InYeCcKNX BbICT) Na C HUXXHEN CTOPOHLI KanaHa ynpasaeHubl.abnup”pim 1 c-AByms
OTBEPCTUAMMU B acNUpaLMoOHHOM LuUAnHgpe.
2. MpuncoenunHUTe KnanaH acnMpaumm K acnupaymMoHHOMY LUIUHAPY 3HAOCKONA. Y6e,ql7l*!"4+:-HT*FKnanaH
caauTca NNoTHO, 6e3 BbinAYMBaHMA OOKN. Takxe ybeanTtecb, YTO knanaH He BpauiaeTcs.
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MPUMEYAHWNE.

ACNUpaLVOHHbIA KnanaH M3gaéT CBUCTSALW NI 3BYK B CYXOM COCTOSHWU; 3TO HEe TOBOPMUT O HEUCMPABHOCTH.
KpenneHue knanaHa nogayun Bo3nyxa/Boibl.

1. NMpucoeanHNTe KNnanaHa nogayun Bo3ayxa/Boabl K LMNUHAPY BO3ayxa/BoAbl 3HAO0CKONA.
2. Yb6eantechb, UTO K/anaH cagutca NAoTHO, 6e3 BbiNAYNBaHUA 10 OKN.

(1) AelicTBNe

(2) Pesynbtar

(3) Mogaya Bo3gyxa
(4) Nopava BOAbI

Pwnc.7.

MPUMEYAHWE.

MoHayvany knanaH BO3,IJ.yX&/BOp'bI MOXeT 3aeflaTb, HO A0JIXXEeH Bap860TaTb NaaBHO NOC/Ie HECKO/TbKUX HaXaTum.

KpenneHne knanaHa 6MONCUNHOI0 KaHana.

A NMPELYMNPEXAEHUE!

e Ecnn knanaH 6moncuinHoro kKkawva;la HenpaBW/IbHO COEAUHEH C MOPTOM WHCTPYMEHTaNbHOrO KaHana, 3To
MOXeT MNOHW3NTb I3PPEKTUBHOCTb acnMpaLMoOHHON CcuUCTEMbl 3HAOCKONA W Bbi3BaTb BbiTEKAHWE WK
pacnbineHne 6MONOTMYECKUX XNUAKOCTEl nayneHTa.

e MoacoeAnHNTe knanaH 6MONCUMIAHOTO KaHana K NOPTy UHCTPYMEeHTanbHOro kaHana"sa™)gal|"in>"egutecs,

4YTO K/anaH cen NpaBUIbHO. "
. "k/ = *
14.4. NoparoToBKa nepeg acnupauunei. Zi
I
* Y6enuTechb, UTO pacnosiokeHne v NpouM3BoANTENIBHOCTb acCNUpaLMOoLWro Hacoch B HOPMeE. /

e MoarotoBbTe annapart K 0T60PY XWBOW TKaHMW.

= MNoacoeanHNTE TUOKYHO acnUpaLVoHHY TPYO6KY MCTOYHMKA BaKyyMa K KOHHEKTOPY acnsipiumm cBeToBoda
Ha 93Hpockone. BkawyuTe nuTaHne WCTOYHMKA Bakyyma, 3aTeM MNOMecTuTe AucCTalbHbili  KOHeW
BMAE03HA0CKONA B BOAY W perynupyite acnupawmnio knanaHom acnupauum Ha BugeoaHgockone, (cM. puc. 8)
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145. MoaroTtoBKa cCUCTEMbI Nofjayn BO3ayxa/Bofbl.

e incTnnnnpoBaHHas MNn ounleHHasa Bofa A0/HKHaA 3aHUMaTb 80% 06bEMA eMKOCTU. 3akpyTUTe KOonayku u
nomecTuTe EMKOCTb B Bble/leHHOe MeCTO Ha Buaeonpoueccope.

e CoefiHNnTE EMKOCTb U KOHHEKTOp CBeToBO/A.

* BkAwunTe BO3AYWHbLIA Hacoc, knanaHoM nojauyu BO3AyxaYBoAbl perynupyite nogayvy Bo3gyxa/Bofbl K
ybeautecb B npaBunbHOW paboTe cuctembl. (Cm. puc. 8 (cnpasa))

14.6. MoptoTOBKA CUCTEMbI BbiBOLA TB-n306paxesuns.

- BupgeoaHpgockon noagxoAauT ANA UCNONb30BaHWA € 19-A0AMUBBIM MOHUTOPOM U APYTMMU DUPMEHHBIMU
MOHUTOpamMun 6onee yem Ha 450 cTpoK.

- Yb6epuTecb, 4TO cCOeAMHEHUS CUCTeMbl Buaeonpoueccopa U MOHWTOpa, NMPUHTEpa U BuAeoMarHuTodoHa
BbIMO/IHEHO MPAaBU/IbHO U HaAEéXHO.

- Cmogenupyinte n HacTpoiTe LBET M YETKOCTb MOHMTOpPA.

- Onsa HacTpoiikn 6anaHca 6enoro u uBe3a o6paTm3ecb K MHCTPYKLMM MO 3KcnayaTauuum Bugeonpoueccopa
PENTAX Medical EPK-V1500c.

- Ana nogknw4yeHms cuctembl BbiBoAa [B-uszobpaxeHunsa obpaTuTecb K MHCTPYKLUM NO 3kcnayaTauuu
MOHMTOpPA U BUAeonpoLeccopa.

14.7. TloATOTOBKA 3N1CKTPOXUPYPIHYECKOW neTanm n BU-uncrpymeHTa.

. Mepepn Mcnosib3oBaHneMm BHUMATE/NIbHO 03HaKoOMbTecCb c nHpopma nMeEseHnn
3M1eKTpoXupypruyeckoii netnm u BY-annaparta Bo ns6exaHme NnponcLiecTBuil.

« CTapaliTecb He UCNONb30BaTb 3TN ABa KOMNOHEErra o60pyfoBaHMs 04HOBPEMEHHOM CKUM
obopypoBaHmem. Ecnu oHM ncnonb3ytoTca Bmecd'e ¢ annapatom KT, anektpopg n6/6.;¢44)E¥ero ,fobeTsb.
Mpn HaxoxpgeHunm nob6aM30CTV Nuua ¢ puTMOBOAUTENEM cepAua Bbicokasd "~CT3”3"'MOXeT H ei'o
CUTHasn, 4To MOXeT 6bITb ONACHO AN8 XU3HU. IMein3e 3To B BUAY.

e BugeoaHgockon moxeT pa6otatb ¢ BU-reHepatopom OLLYMPUS Ttuna PSD” n cnembanwbsimu

3/IEKTPOXUPYPTUYECKMMH WHCTPYMEHTAMU NS NPOBEAEHNS 3/1eKTPOXUpyprunus«kHx<l|lepaldil; TmMax kak
ygasieHne Mo/INMAOB pas/IuyHOM JIOKa/IM3aunun B HKeNyAouyHO-KULWEYHOM TpakTetuepén wvcnoglosaHmem
3N1EeKTPOXUPYPTMYECKMX NeTeNb U BU-MHCTPYMEHTOB APYIMX Mapok nonyuynte noarsep MEgaTiné’'y Hac).
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. CKTPOXMPYPIMUEecKylo onepauuio [AO/DKEH MNPOBOAMTbL Bpay, WMelWuidt onblT paboThl C
BUAEO03H/A0CKOMNOM, C Haasexalleil oCTOPOXHOCTb0. Mepen Hayanom onepauunm NOMHOCTbIO NOATOTOBbLTE U
oCMOTpUTE BYU-UHCTPYMEHTbI M NPUHAANEXHOCTU, YTO6LI onepayus npouia 6e3 c60es.

e MoAcoeAUHUTE 3/IEKTPOXUPYPIMYECKYO MEeTN0, BUAEO3HAOCKON M BUAEONPOLECCOP METOLOM, KOTOPbI
nokasaH Ha puc. 9. Ans nonyyeHuss noApo6HOH MHoOpMauum o cnocobe NMOAKIHOUYEHUS CM. PYKOBOACTBO K
3NeKTPOXUPYPIrMUecKoil netne n BUAEONPOLLECCOPY.

14.8. lMpoBepka BuaeoaHgockona.

BbINOMIHUTE OUUCTKY W AE3MHMDEKLMNIO UM CTEPUNMN3ALMI0 SHAOCKONA, 3aTEM yaannuTe BOAOCTOMKNIA
KONMavyoKk ¢ KOHHeKToOpa cBeToBo/a.

]. OcmoTpuTe pyKOSAITKY ynpaB/fieHUs U KOHHEKTOP CBeTOBOAa Ha MpeAMeT CUAbHbIX LapanuH, gedopmanuu,
waTtarlwmnxeca getanen n Apyrux HapyweHui.

2. OcMOTpUTE KOMNEHCATOpP HaTAXEeHUss 1 BBOAMMYI 3py6KY psfOM C KOMNEeHCATOpPpOM Ha npeamMeT n3rnbos,
nepekpyuynBaHus n 4pyrux HapyleHui.

3. OcmOoTpMTE HAapYXHYI NOBEPXHOCTb BCeli BBOAMMOW Tpy6OKM, BKAOYAA n3rmbaemyto 4acTb U AUCTasbHbIN
KOHel, Ha BMSATUHbI, B34yTusi, HabGyxaHue, LapanuHbl, OTBEPCTUSA, NPOruMbbl, TpaHcopmaumu, uU3rubsl,
npucTaBllMe NHOPOAHbIE TeNa, BbinageHune getanei, BoicTynawlmne npeagmMmeTbl U Apyrne HapylweHus.

4. MeaneHHO nNpuBeuTe B felicTBUe py4yKy ynpaBrieHna narmbom, 4tobbel ybeanTtbcs, 4yTo nsrnbaemas yacTtb,
pyyka ynpasneHua uslnbom un cdukcatop mirnba paboTatoT rmbkKko, apdekTUBHO, HAAEXHO N He 3aepdaloT.
Y6eanTtecb, 4To yron mnsrnba coorseTctByeT TpeboBaHusam, (cm. puc. 10)
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5. MpoBepbTe repmeTusaLmnio BUAE03HA0CKONA, Kak onucaHo B rnaBe 15.2. «O6HapyXeHue yTeuek».

6. OcmoTpuTe nMH3y o06BEKTMBA W JMH3Y CBeTOBOAa Ha [AWCTanbHOM KOHUE BBOAWMOW Tpy6kM
BMAEO03HA0CKONA Ha LapanuHbl, TPeWNHbI, NATHA U ApYTMe HapyleHns.

7. OcmoTpuTe BO3AYWHbIN/BOASAHON naTpybok Ha AgucTanbHOM KOHLEe BBOAWMMON TpyOGKM 3HAOCKONa Ha
HeHopMasnbHOe B3AyTWE, BbIMYKAOCTU, BMATUHbLI U ApYyrue HapyLweHus.

* HaxmMunTe Ha knanaH nogauyu Bo3gyxa/BoAbl n ybegnTechb, 4TO M3 AUCTANbHOTO KOHLA 3HAOCKOMNA BbIXOAWT
Bo3ayx/Boga. OtTnyckas pyky, ybegmTtecb, 4To nogada Bo3g>xa/Bosbl npekpatunacs.

e Morpy3unTte AnctanbHblli KOHEL B BOAY U HAXMUTE Ha knanaH acnupayuun; yéeaumtechb, 4To BoAa BcacbiBaeTcs.
OTnycTuTe nanbubl M ybeauTechb, 4HTO BCaCbiBaHMe NPeKpaTnaoCh.

14.9. MpoBepka GMONCUAHBIX WHNLOB.

e CorHnTe 6mMonNcuilHble WKUNLbl B KONbLO AHame3poM 20 cm. Crerka Haxummas Ha 6uoncuiiHble UWNLbI,
ybegntechb, UTO X TONOBKa NMaBHO OTKpbiBaeTcsa M 3akpbiBaeTcs, (cm. puc. 11)
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14. .MpoBepKa 3HOCKOMNHYCCKOTO HIOGPaXeHHS.

A NMPEAYNPEXAEHWE!

*He gonyckaiiTe nonagaHnsa cBeTa H3 MCTANbHOTO KOHYMKA 3HAOCKONA NPSIMO B 1as3a, Korga UCTOYHUK cBeTa
BK/OUYEH. DTO MOXET NMPUBECTU K MOBPEXAEHUNIO rNas.

e BkNounTe BMAEONPOLECCOP M BULEOMOHUTOP M NPOBEPLTE 3HAOCKONMMYECKOE N306paxXeHune.

* Y6eputechb, UTO CBET BbIXOAUT N3 ANCTANIbHOTO KOHLA 3HAO0CKONA.

* Ha6niopas 3a najoHblo CBOel pyku, y6eauTecb, YTO Ha M306paKeHUM HeT WYMOB, Pa3MbiTOCTW, Byanm u
OAPYTUX HAapPYLWEHWA.

* 130THUTe aHAOCKON 1 y6eauTtechb, 4To N306paxeHne He nNponajae i‘u He NOSABNASAKTCS APYIMEe HapyWeHUs.

MPUMEYAHWNE.

Ecnun HeT YETKOWN BMAUMOCTM 06beKkTa, MPOTPUTE NINH3Y 0O6bEKTMBA YMCTOW 6E3BOPCOBON candeTkoi,
CMOYeHHOoW B 70% 3TU/IOBOM WMAU M30NPONWIIOBOM CRupTeE.

14.11. SkcnnyaTtaynsg.

A MPEAYNPEXOEHWE!

* HageBaiiTe nHaMBMAyanbHble cpeAcTBa 3alNTbl OT OMACHbIX XMMMWKATOB M NMOTeHUMna:lbHO MH( EKLMOHHOTO
martepuana BO Bpemsa npouenypbl.

e [lo BO3MOXHOCTU u3berainte HENOABUXHOIO HabnwaeHus ¢ 6GNM3KOT0O pPacCTOAHUSA U He JepxuTe
AVCTanbHbIA KOHeL 3HAOCKONA B TeYeHUe A/IMTENIbHOT0 Bpe.MeHn B6/AM31n OT CAN3NCTOM.

* 10 BO3MOXHOCTW He OCTaBnAlTe OCBELleHNe 3HAO0CKONa BKAYEHHBIM A0 U/MAn nocne nccnepoBaHus.

« Ecnu HabnwgaeTcs HEHOpManbHOe 3HAOCKONMYecKoe n3obpaxeHne nnu yHKuMa n 6bICTPO HOpMannlyeTtcs
camo no cebe, aHpockon mor pabotaTb co cb6osamu.

* Hukorga Hc npoBoaunTe pPerysimpoBKy rmMOKOCTH, KOrga armoTcpanceBTHYecKasa nNpuHag/iexXHoCTb BbicTynaeT
M3 ANCTaNbHOTO KOHUa aHAoCcKoNa.

* Y6eantechb, 4HTO OUNCTKA U AE3NHMDEKLNA BbIMOSTHEHI.

* EWé pa3 npoBepbTe COefUHEHMNE.

* Kycoukom 6ymaru gns npoTUPKN ONTUKU HAHECUTE HEMHOTO cuNMKoHoBOl0 macna Ha OkHO HabnwaeHuns
Ha AMCTalbHOM KOHLLe Y OKHO OCBeLlleHUs.

e [1pn HEOBGXOAMMOCTN HaHECUTE CMa3Ky Ha NOBEPXHOCTb BBOAMMOI TPY6KN B n3rnbaemon yactm m MATKOWN
yacTu.

MPUMEYAHWNE.

Cmaska AoJ/IXHa He [OJIXHA COLepXaTb XWPOB. B MpPOTUBHOM c/lyyae BO3MOXHO MOBPEXAEHWEe PEe3UHOBOI
TPpy6KM. He HaHOCUTE C/AMWKOM MHOIO0 CMa3KW Ha OKHO HabGNlOAEeHWs U OKHO OocCBewekus. B
c/lydae CHUXalTCA YETKOCTb U APKOCTb M306paxeHus.
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14.11.1. YpepxXaHue H nepemMelw,eHne BUAEIHAO0CKOHA.

PyKoaTKky ynpaBieHusa aHAockona cnejyet gepxaTb B 1eBOM pyke. YNpaBnATb KnanaHamu Bo3A>Xa/BoAbl U
acnumpauMm MOXHO IeBbIM yKasaTesibHbIM NajibuemM. YNpaBnATb PYyUYKoW ynpasneHusa narn6om BBEPX/BHUN3
MOXHO NneBbiM 60NbWKM nanbuem. MNpaBas pyka ocTtaérca cBo60AHOM, YTOO6bl MaHunynampoBaTb BBOAMMOW
Tpy6KOW 1 pyykoin ynpasneHusa nsrméom BMPABO/BNEBO. (cm. puc.12)

14.11.2. BBefeHne BugeosHgockomna.

HacTpoiika 6anaHca 6enoro Heo6xoaMMa A1 BOCNPOM3BEAEHNA LIBETOB B UX UCXO/AHbIX OTTEHKAX.

A BHUMAHWE!

* YT06bl NauueHT cfAydyailHO He 3aKycun BBOAMMYI Tpy6KYy BO BpPEMs MCCNeAO0BaHUs, HaCTOSTEeNbHO

pekomeHAyeTcs nepej BBe4EeHMEM 3HAOCKONA BCTABUTb B POT NaLMeHTa MYHALW TYK.
* YT06bl MauMeHT cnyyaitHo He noTepsan 3y6GHblie nNpoTesbl, npocieauTe, 4Tobbl OH WM3BNEK WX Nepep

nuccnepoBaHuemM.

* He HaHOCMTe O/IMBKOBOE MAac/io M CMa3kiM Ha HedTAHOW OCHOBE. TN NPOAYKTbHI MOTYT Bbi3BaTb pacTsaXeHue
M yXyalweHne xapakTepucTuK NOKPbITUS M3rnbaemoit yacTu.

* He gonyckaiite usrnéa BBoaumoii Tpy6knm Ha pacctosHum 10 CM M MeHee OT coefuHEeHUs KomneHcaTtopa
HaTsXeHusa. PUcK NoBpexaeHus BBoAUMONM Tpy6GKN.

14.11.3. BBegeHue n HabnwpgeHue.

*« Bknounte nutaHune sugeonpoueccopa.

¢ HaxmuTe KHONKy 6anaHca 6en10ro Ha BWAEONPOLECCOPE M HACTPOWTE OTPaXEHHbI peanl»iibl er.
Mopgpo6Hee cM. MHCTPYKUUIO K Buaeonpoueccopy PENTAX Medical EPK-V1500c. /!

« KHonkoli ocseweHnsa n/mnm kHonkoi pexuma IRIS Ha Bupgeonpoueccope HacTpollife ypoeeiib apll)cTtn,
noaxoaAawunii ans Habnwgerns. CM. MHCTPYKLUIO K Bugeonpoueccopy PENTAX bl.elcalllu”r~15pHic,
pasgen c onnucaHmem (PyHKLMA, KHOMKW OCBELLLEHUS 1 KHOMKK pexuma IRIS.

e MNopaliTe Heo6Xx0AMMOE KONIMYECTBO BO34yXa U BOAbI, MOBEPHUTE KOeco usrnba, HacTponte n3rnbé .onsa
nepeMeLw,eHna AUCTanbHOro KOHUa BUAE03HA0CKONA B HY)XHOE MeCcTOo U MeAJ/IeHHO BBOAUTE AUCTallbHbIA
KOHeLl BO BpeMs HabnwaeHus.
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*b | un306paxeHns HeYETKME M3-3a CIN3M W T.M.. HAXXMUTE Ha KnanaH BOAbl, YTO6bl NPOMbITb MOBEPXHOCTb
JINH3bI. 3aTeM MOXHO MNOBbLICUTb UYETKOCTb W306paXeHWin nNyTEM OJHOBPEMEHHOW nojauu BoO3fgyxa W
acnupayum.

14.11.4. WN3rnbaHne gNcTasnibHOro KoHua.

A BHVIMAHME!

N36eraiiTe NPUHYLUTENBLHOTO WM 4Ype3MEpHOro u3rmbaHusa, Tak Kak 3To cO34aéT Harpysky Ha Tpocuk,
ynpasnawwmnit nsarné6aemoii yactblo, ~ 0 MOXET Bbl3BaTb PACTAXEHWE UM pa3pbiB TPOCUKA, YTO MPUBELET K
YXYALWEHWIO ABUXEHUS u3rn6aemoii yacTu.

1. MaHunynupyliTe pydykamMmu ynpaBieHus n3rn6omMm no Mepe Heo6xoAMMOCTH, YTOObl HAaNpPaBNATbL AUCTaIbHbIN
KOHeLl ANns BBOAUMONW TPybKn 1 HabnwgeHus.

2. dukcaTtopbl M3rnb6a BMAEOIHAOCKONA UCNOMbL3YKTCA A5 YAEepXaHUa M30THYTOro AUCTANbHOTO KOHLA B
HY)XHOM MOMOXEHUN.

MPAMEYAHWE.

e [puM NpoOXOXAEHWW IHAOTepaneBrMYeckoi NPUHALMNEXHOCTU UYepe3 WHCTPYMEHTaslbHbI KaHan npwu
3ahukcMpoBaHHOM n3rnbe yron aucta;lbHOro KOHLAa MOXeT N3MeHuTbCcs. Ecnm Heo6Xxo4MMOo coXpaHsaTb U3rn6
HEU3MEHHbIM, yAepXuBaTe pyuky ynpaBieHns nsrnbom B 04HOM NOMOXEHUN PyKOW. Ecnu npuHagnexHocTb
BBOAUTCA HE MO MPAMOI, OHA MOXET CoOMaTbCA UAN NPOTKHYTb pabouynii KaHan 1 Bbl3BaTb MPOTEUKY.

e [pn paboTe ¢ pukcaTtopom n3rn6a BBEPX/BHN3 unnu BNEBO/BMPJ/IBO yaepxuBanTe pyuyky ynpaBneHus
M3rn6om B HEMOABMXHOM MOMIOXEHUUN pyKoli. Ecnu oHa He BHU3Y, U3rnb6 mameHuTcs.

14.11.5. AKTmBauug ynyyweHusa VNBE.

BupgeosHpockon no3sBonseT BbINOAHUTL ynydyweHne HBE. YnyyweHne HBE - 3To TexHuMka o6paboTku ans
Bbl4e/IEHNA KPOBEHOCHbIX COCY0B C Lie/iblo 06neryeHna HabnwogeHna TkaHei c oboraw,éHHol nogayeli KpoBM.
Haxmute Ha kHonky MBE Ha pykoaTke angockona (cm. puc. 13), yuto6bl AKTUBMUPOBATb ynydweHue
HBE. TlloBTOpHbIM HaxatmeM KHonkm HBE Ha pykodATke Bupcoangockona npoumcxoauT peakTuBauus
(BbIKNKOYEHME) faHHOW YHKUUN.
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14 6. Cton-kagp.

JHAO0CKoNMYeckoe n3o6paxeHme MOXHO 3adpMKCMpoOBaTh Ana 6osiee NPUCTabHOIO PaccCMOTPeHUS.

A NMPEOAYMNPEXOEHWE!

Ecnn n3obpaxeHne He YMKCUPYeETCA WM He BOCCTaAHaB/IMBAETCHA, HAXMWUTE Ha BblKAoYaTeNb NUTaHna Ana
BblKNTIKOYEHWNA Buaeonpoueccopa, nogoxaute 8 cCekyHA W 3aTeM CHOBa HaXMUTe Ha Bblk/4yaTenb
nutauna gna BKAKYEHWA Bupgeonpoueccopa. Ecnm npobnema BCé paBHO HC ycTpaHseTcs, Heme;uleHHO
npekpaTtute MCnosib3oBaTb NPMGOP M N3BAEKUTE IHAOCKON U3 Tena nauneHTa, cnefysa ykasaHuam B n.14.12.2.
1. HaxmwuTe Ha KHOMKY CTOM-Kajpa Ha pykoaTke aHAockona (cm. puc. 14), ytob6bl caenatb CcTon-kagp.

Pwnc.14.

KHonka Bocnpou3BefeHus  KHonka cTon-kagpa

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



2.\~ XMUTe Ha KHOMKY BOCNpou3BeAeHUs Ha nepegHe! naHenu Bupgeonpoueccopa (cm. puc.1l5), uTob6bI
npocMartpueaTb 3adUKCUpOBaHHOEe M306paXeHNe Ha aKpaHe B NOKaAPOBOM pexume. CoxpaHaeTcsa TONbKO 32
n3obpaxeHua. Mpu OTKNIOYEHUM npoueccopa Bce 32 COXPaHEHHbIX M306paxeHus cTuparwTca W3 namaTu
npoueccopa. Ana coxpaHeHUs HYXHblX M3006paxeHnin Bcerga nogknwyante USB-HakonuTenb.

3. Ewé pa3 Haxmute KHOMKY CTOM-Kagpa Ha pyKoATKe 3HAOCKona MAM KHOMKY CTon-kagpa Ha nepegHen
naHenun sugeonpoueccopa, 4HTo6bl BOCCTAHOBUTL M306paxeHne peasbHOIo BpEMEHM.

14.11.7. Y paneHHas neyartsb.

Knemma Bxoga MonuTOop

PHC.16.

PYHKLMA yaanéHHol neyatn paboTaeT, ecniM NOAKAOYEH COB.MeCTUMbIA npuHTep (SONY, UP-25MD). kak
nokasaHo Ha puc. 16. Haxm»rre Ha KHONKY AWCTaHLMOHHON aKkTuBaLMmn Ha pykoaTke aHgockona (cm. puc. 17),
4YToObl 3aNyCTUTb yAanéHHY0 neyaTb HA COBMECTUMOM MPUHTepe.

Puc.17.
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14 .Mcnonb3oBaHWe 3HAOCKOMUYECKOTO ycTpolicTBa.

A MPEAYNMPEXOEHMWE!

* BAMPEWAETCHA ucnonb3oBaTb 3HAOCKONMMYECKOE YCTPONCTBO, MMeEK W MEe NMPU3HAKN MOBPEXAEHUS NYWUIn
HapyweHus paboTbl. DTO MOXET NMPUBECTU K CO0AM WM MOBPEXAEHMUIO 3HAOCKONA WU/MAW TpPaBMUPOBAHMWIO
nayneHTa.

* Bce MHOropa3oBble 3HAOCKONMYECKME NUHCTPYMEHTbI HEOBXO0AMMO oUmnLLaTb U CTEPUAN30BATL Nepes NepBbIM
NPUMEHEHMEM W NOC/ie KaXA0oro nocaefyLwero nCnob3oBaHus.

» Mepea ncnonb3oBaHWeEM 3HLOCKONMYECKOTO YyCTPONCTBA MPOBEpPbTE €r0 COBMECTUMOCTb C 3HAOCKONOM, a
Takxe npouuTaiiTe U yAacHUTEe coAepXaHne PyKOBOACTBA K 3HAOCKONWYECKOMY YyCTpOlCcTBY. HenpaBunbHoe
npMMeHeHne 3HAOCKOMMWYECKOro yCTPONCTBA MOXET NPUMBECTM K €ero MOBPEeXAEeHWI0 W TpaBMUPOBaHWUIO
nauneHTa.

e Mpn BBEAEHUN UM WU3BIEYEHWN IHAOCKOMUYECKOTo ycTpoicTBa ybeamTecb, 4TO €ro AMCTalbHbIi KOHeL,
3aKpbIT AN BTAHYT B UHTpOAblocep. PacnpAMuTe 3H40CKONMYECKOe YCTPOMNCTBO U MEA/IEHHO N3B/IEKUTE €rO0.
Hecob6nwgeHne 3Toro npasusa MOXeT NPUBECTU K MNOBPEXAEHWI kKianaHa BXOA4HOTO OTBepPCTUA U/nnau
nonagaHui oT/IOMaHHO(-bIX) YacTu(-ein) KNanaHa BXO4HOTO OTBEPCTUSA B NONOCTb Tena nauueHTa.

e Mepen Havyanom paboTbl C 3HAOCKONUYECKMM YCTpPOWCTBOM ybeaumTecb, YTO €ro0 AUCTallbHbll KOHel B
[OCTaTO4YHOl cTeneHW BbiCTynaeT M3 ANCTa/IbHOTO KOHLA 3aHAockona. HecobnwgeHne aToro npasuaa mMoxeT
NPUBECTN K MOBPEXAEHUK MWHCTPYMEHTANbHOrO KaHasa u/unu nonagaHuiw OT/IOMaHHON(-bIX) YacTu(-ei)
WHCTPYMEHTaA/IbHOTO KaHasia B MOMI0CTbL Tefna nayueHTa.

e NMocne BBeAeHNA 3HAOCKOMMYECKOTo ycTpoiicTBa B ownaH BxogHoro oreepctua HUKOT LA HE paBalite
emy npoBucaTtb. Yb6eautecb, YTO 3IHAOCKONUYECKOe YCTPOMCTBO NOAAEpXMBaAETCHA PYKON, M Ha knanaH
BXOLHOr0O OTBEPCTUSA He oOKasblBaeTca Harpy3ka. B npoTuBHOM c/nlyyae BO3MOXHO CHUXEHWe
PYHKLNOHANBbHOCTM W 06paTHbIAi OTrOK WAM BbIGPOC GMONMOTMYECKMX XWUAKOCTEW nauumeHtTa C PUCKOM
NHMUMpPOBaHUS.

e Mcnonb3yinTe TONbKO COBMECTUMble 3HAOCKONUYeckme ycTpolicTBa, YykasaHHble PENTAX Medical.
Micnonb3oBaHne HECOBMECTMMbIX aHAOCKONUYeckux yctpoincte, HE ykaszaHHbix PENTAX Medical, moxeT
NPUBECTU K 3aKynopuBaHWK W/MAM NOBPEXAEHU WHCTPyMeHTa;1bHOIO kaHana wu/wnu ycTtpoiicTBa Ans
aHpockonuu. MNMpu BBEAEHUN XUAKOCTU, HANPUMEP, CTEPUNBLHON BOAbl UM (DM3NOOTMYECKOTO pacTeBopa, C
NOMOLULbI LWNpuULa BO BXOAHOE OTBEPCTUE WHCTPYMEHTa/IbHOTO KaHana npu ero 3akynopke knanaH
ynpaBneHus acnupaumein MoXeT OTCOEAWHUTLCHA, 4YTO MOXeT MnpuBecTMn K 06paTHOMY OTTOKT WAun
pa3bpbi3rMBaHNo GMOTOTMYECKUX XUAKOCTEN nayneHTa ¢ pUCKOM MHULMPOBaHUS.

* HemeaneHHO npekpatute 3HAO0CKONUYECKY0 Npoueaypy, ec/im 3HA0CKONMMYEeCKoe YCTPONCTBO HEBO3IMOXHO
n3Bneyb M3 3aHpgockona. HE nbiTailTecb € CuUNOi u3BNeYb 3IHAOCKOMMWYECKOE YCTPOWCTBO. MeANIEHHO U
OCTOPOXHO MW3BNEeKUTEe 3HAOCKOM, B KOTOPbIA BCTaB/IeHO 3HAOCKONMYeckoe ycTpoicTtBo. HecobnwopeHue
3TOro MOXeT NPMBECTU K NOBPEXAEHUIO SHAOCKOMMYECKOTO YCTPOMNCTBA U/MAN MHCTPYMEHTaNbHOTO KaHana
a Takxe K BO3MOXHOMY 06paTHOMY OTTOKY WMAU pa36pbi3rMBaHuio 6MONOTMYECKUX XUAKOCTelW nayneHta ¢
PUCKOM MH(ULMPOBAHMUA.

A BHUMMAHWE!

« HE BBOAUTE C CWU/IOA 3IHAOCKOMMYECKOE YCTPONCTBO NMPW 3aKyNMOPEHHOM WHCTPYMEHTanbHOM KaHane, Tak
KaK 3TO MOXeT NnoBpeauTb 3HA0CKON.

« BBOAWTe W uW3BMekaine 3JHAOCKONMYECKOe YCTPOMNCTBO OCTOPOXHO, TMNOCTOAHHO KOHTPOMUpYSA
JHAOCKONMYyecKkoe nsobpaxeHue.

*Mpun BBEAEHUM N N3BNIEYEHUN IHOAOCKONUYECKOTO ycTpoicTBa gepxute H3rH6aeMyf9 «cTS eTnopaHAOCKOHA
B MakCuMasbHO pacnpssM/ieHHOM MNOJI0OXeHUU. dopcupoBaHHOoe BBeAeHWE U U3BAC.YCAMAHIEA<A)(wM}Iyeckoro
ycTpoiicTBa MOXeT MPMWBECTM K MNOBPEXAEHWI0 WHCTPYMeHTaNbHOro KaHana u ansa

' '

aHAoCKonunn ninnn TpaBMUpoOBaHUK NauUneHTa. ,

MXMEUYITHWE.

MnHUManbHasa WUPUHA NMHCTPYMEHTANILHOTO KaHasia ykasaHa Ha 3TUKeTKe C HasBaHuemM MOAenu.
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14.12.1. BBegeHue 1 NCMNOJIb30BaHME SHAOCKOMMYECKOrO yCTpoMCcTBa.

1. CneauTe, 4To6bl AUCTaNbHbIA KOHEL, 3HAOCKOMWYECKOTro YCTpoWcTBa O6biN 3aKpbiT WAW BTAHYT B

MHTpoAablocep. Mpn ncnonb3oBaHUn OGUNOMCUAHDBI.X WNNLOB NOJIHOCTLID COMKHUTE YallKnm Ha KOHYuKe. Mpwu

nepBoM BBefEHWW MNOYYBCTBYETCS HEKOTOPOE COMNPOTMB/IEHME. BO3bMUTECb 3a CTEPXEHb Ha PaccTOoAHUM

0KOMO 5 CM OT KOHLA M NMPOTONIKHUTE ero BHy3pb. (cM. puc. 18)

2. MepneHHo BBeAUTE 3HAO0CKONMYECKOE YCTPONCTBO M y6eanTech, UTO AUCTaNlbHbI KOHeL,
9HA0CKOMMYECKOT 0 YCTPOCTBA HaXoaUTCca B nose 3peHus, (cm. puc. 19)

Puc.19.

3. Mcnonb3yiiTe a3HAOCKONMYECKOE YCTPOMNCTBO COrlacHO npunaraemoi K HemMy UHCTPYKL MUK No

akcnayatauum.
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14.12.2. N'3BneveHne 3HOAO0CKOMMNYECKOIO YCTPOMCTBA.

A NMPEAYNPEXAOEHWE!

* HE n3BnekaiiTe aHA0CKONMYeCcKoe YCTPOWCTBO C Ype3MepHbIM YCUNUEM UMK NOA YINIOM.

Heco6ntiogeHne 3Toro mnpaBuia MOXET MNPUBECTU K CHUXEHUI (YHKLMKU acnupauuu BCAeAcTBUe
NMoBpeXAeHUs KnanaHa BXOAHOTO OTBEPCTUA, MonajaHuio OTIOMaHHbIX YacTei knanaHa BXOAHOIO OTBEPCTUS
B MOMIOCTb Te/fia nauneHTa u onacHoOCTM 06paTHOro OTTOKa MK pa36bpbi3rMBaHna 6MONOTMUYECKUX XUAKOCTeI
nauueHTa ¢ pUCKOM MHMUUMPOBaHUS. Mpyu U3BNEYEHUN IHAOCKOMMUYECKOTo ycTpoiicTBa npegoTBpalainte
pa36pbi3rMBaHne 6MONOTMUYECKMX XUAKOCTE nauueHTa, 3aKpblB KAamaH BXOAHOTO OTBEPCTUS YUCTON
candeTkoii, n n3BnekaihTe ycTpoiicTBO MEA/IEHHO U NPSIMO B HaNpaB/IeHUW KianaHa BXO4HOT0 OTBEpPCTUS.

* HemeaneHHO NpekpaTuTe TepaneBTUYECKYIO Npoueaypy NPU NOSABAEHUN 3HAUYUTENIbHOTO CONPOTUBNEHUS BO
BpemMsa W3B/eYeHUss 3HA0CKOMMUYECKOro yCTpoicTBa UM eCN 9HA0CKOMUUYECKOe YCTPOWCTBO HEBO3MOXHO
n3Bnedb U3 aHgockona. HE nbiTaiiTechb ¢ CU/Oi M3BNEeYb 3HAOCKONMUYECKOE YC TPOMCTBO. B NpOTMBHOM criyyae
BO3MOXHO NoBpexaeHne o6opynoBaHusa. 3akpoiTe UNn 3aiBUHbTE AMCTaNIbHbIA KOHYUK 9HAO0CKOMUUYECKOTO
yCTpoicTBa U MeAJIEHHO M3B/IEKMTE 9HA0CKOMN, B KOTOPbI/i BBEAEHO 9HAOCKONMWUYECKOe YCTPOMCTBO.

1. Cnegute, uT06bl [AUCTalbHbIA KOHEL, 39HAOCKOMMYECKOro ycTpoicTBa O6biN 3aKpPbiT WAU BTAHYT B
MHTpoOAabloCEp.

2. MepneHHO K3B/AeKMTE 3IHAOCKONMYECKOe YCTPOWNCTBO MNPAMO NO HampaB/leHWK K KaanaHy BXOAHOTO
oTBepcTuA, (cm. puc. 20)

Pwnc.20.

14.13. icnonb30BaHUe 3/ICKTPOXUPYpPruyeckoin nernn.

AN?2cbr
« B uensx 6esonacHocTM BY-onepauuu BBOAMMas Tpy6Gka BugeoaHgockona wumeeT TpsAlLipoHaHHytO
KOHCTPYKUWIO, N BBOAMMAsA TpybKa oTAaeneHa OT BCel 31eKTPUYECKON yacTu aHaockoT1a!C3>"N k Vv \

* Mepen Hayanom onepaunn NONb30BaTE/b M €70 ACCUCTEHT AO0/IXKHbl HAaLeTb PE3MHOBbIE nepyaTin|*15 \

* HapyxHbli gnametTp BU-mHCTpyMeHTa He p[onXxeH npesblwatb 2,4 mMm. Cnoco6 BBefeHus onucaH B
WHCTPYKLMUMN K GUONCUAHBIM Wunuam n BU-MHCTPYMEHTY. '

e Bo usbexaHume npoucwecTBuin nepeg nposegeHvem BU-onepauunnm OTKpoinTe Bp3AYWHbIA >efian™H Ha
BMAEO03HAOCKONEe ANA HenpepbiBHOW nogayn BO3gyxa, 4Tobbl BbiNyCTUTb No;lpepxHBawwmnuy«ririperte ras,
KOTOpbI i

MOXeT HaxoAuTbCA B 6POWHON NonocTy naymeHTa. Kpome Toro, Heo6xoanmo ob6ecneynTb nogady n oTcoc
BO34yXa A4/1a acnmpauumn Bcex oTXO4ALWNX ra3oB BO Bpema BY-onepayuu.

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



. LHOCTb 3N1EKTPOXUPYPrnyeckoli netnm He Ao/mkHa npesbiwaTs 100 BT (TMkoBOe 3Ha4YeHUe BbIXOAHOT
HanpsXeHss pasopBaHHON Uenu JOKHO 6bITb He 60nee 1800 B).

e Ana nposefeHns BY-onepaunu ¢ ncnosib3oBaHnem BUAEO03HAOCKONA onepaTop A0JIXEH Bbl6paTb BbIXOAHY 10
MOLLHOCTb AN AOCTUXEHUA OXMAAEeMON Luenm cornacHo akTMyeckon KAMHNYEeCKOW Heo6Xoa4UMOCTM 1
pasnuyHbie hoKycbl (Hanpumep, pasmep nonvna v pasMep UCTOYHMUKA KPOBOTEUYEHMUSA).

e Mpn BY-onepaunm c ncnonb3oBaHMEM BUAEOIHAOCKONA BP>eMA Koarynsaumm mMoxeTt O6blTb YBE/IMYEHO U3-3a
paspesa WAM  WUCNONb30BaHMA 3apsXKEHHOro 3nekTpoga nNpu  rpaguuyumoHHoin BY-onepauyuun. MMpu
HefOoCTaTOUYHOMW BbIXOAHON MOLWHOCTN BO3MOXHO TpaBMUpOBaHUe nayue|rta WX NoBpexaeHne okpyxatwei
TKaHu

BcneacTBne nepedgeBa. byabte 0CO6EHHO OCTOPOXHbI MPU HAcTpoke BbIXOAHOW mouwHocTa. (MoapobHee
CM. PYKOBOACTBO K 3/1€KTPOXNUPYPrMYEeCcKOn netie n BU-MHCTPYMEHTY).

14.14. A\3BnevyeHne BHAEO3HAOCKONMA.

Ecnun kpoBb CnyyainHo npuctana K NOBEPXHOCTU BBOAUMON TPpyOKM M3BNEUYEHHOTO aHAOCKONA, BHUMATENbHO
npoBepbTE COCTOAHME NaumneHTa.

1. AcnupupyinTte CKONMBLW NIACA BO3AYX, KPOBb, C/IN3b U ApYrune 3arpsA3HeHns, Haxas Ha knanaH acnupauuu.
2. NMoBepHute dukcatopbl m3rmba BBEPX/BHN3 n BMPABO/B/IEBO B HanpaBneHun cumBona «F T»,
4TO6bl OTNYCTUTL UX.

3. OCTOPOXHO U3BMEKUTE 3HAOCKOMN, Habnwaaa 3a 3HALO0CKONUYECKUM N306paxeHnem.

OTnycTtute cdunkcatop nslnba BBepx/BHM3 1 omukcaTop nsrnba Bieso/BnpaBo nybegnutechb, 4To BUAEO3HAOCKON
n3BJsieKaeTcsl U3 NOMOCTM pTa NaymeHTa nocse pacnpsimaeHus nsrubaemoi yacTu.

1. Tlocne ucnonb3oBaHWs BUAEO3HAOCKONA 06A3aTeNlbHO BbIK/IOUYMTE NUTaHne QopMupoBaTens M3o06paxeHuns
Ha Bufeonpoueccope n oTcoeAMHUTE KOHHEKTOpP CBETOBOAA OT BuAeonpoLeccopa.

e Tak Kak BUAeOoNpoLeccop Bbi3biIBAET HATPEB NMOBEPXHOCTU BbIXOAHOTO OKHa Ha NepefiHEM KOHLLe KOHHeKTopa
cBeToBOAa Bbile 41 °C, HeNb3A NpuKacaTbCa K Heli pykaMu Uan Koxei cpasy nocse uM3BieyeHus

cBeTOBOJA U3 3HA0CKONA; MPMKacaTbCA K HEN MOXHO IMWIb Yepe3 HeKoTopoe BpeMs (He MeHee ABYX

MWHYT).

14.15. MpaBuna nepemMeLweHna BHAE03HA0CKOMA.
14.15.1. TpaHcnopTuposka no Jify.

* NepeBeauTe BBOAMMYI Tpy6KY B HamGosnee rm6koe cocTosiHME.

e [py py4yHOil NnepeHOCKe 3HAOCKONA CBEPHUTE YHUBEPCasbHbIW WHYP N AepXUTe KOHHEeKTOp cBeToBOAA
BMECTE C PYKOATKOV ynpaB/eHnsa O4HOM PYKON, a AucTasnbHblli KOHEL BBOAWMOU TPYOKN AEPXUTE HALEXKHO,
HO He nepexumas, 4PYyro pyKow.

14.15.2. TpaHcnopTupoBKa BHe JIMY.

FpaHcnopTMpyinTe 3HAOCKON B Keilce ANA NEePEeHOCKH.

A MPEAYMNPEXAEHUE!

Bcerpga ounwaiite, ae3anHUUVPYIATE BMAE03HAOCKOM MOC/e U3BMEYEHUN 13 Kelica.
Ecnn 3HA0CKON He MPOLUEN 0YUCTKY WK Ae3MHAEKLMIO, OH MOXKET NPeAcTaBNsATb
PUCK MHAeKUMIN.

/ \ BHMMAHWE!

e Keiic pna nepeHoOCKU Henb3s  ounwiatb, Ae3VHGUUMpoBaTh LN CTEPUIM3C
Ae3NHpUUMPYINTe BUAEOSHAOCKON nepes NOMELLEHNEM B KEAC.

e Bo u3beXXaHWe MOBPeXAEHUSI BWAEO03HAOCKOMA M3-3a M3MEHEHWs [aB/ieHMs1 BO3fyxa He HajgeBaiTe
BO/IOCTOMKMIA KO/INAaY4oK Mpuv TPAHCMOPTUPOBKE 3LLHOCKONMa.
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o ef nNoMelleHeM BH/IEO03HAOCKOMA B Kelic 06a3aTesibHO y6efuTechb, YTO BBOAMMAsA TpybKa ycTaHOBeHa
B Hanbonee rnbkoe coctossHue. Mpu nomeu,eHN BUAEO3HAOCKONA B KENC C BBOAWMOW TPYOGKON B XECTKOM
COCTOSIHUMN, BUAE03HAOCKON MOXeT nocTpajaTthb.

15. TEXHUNYECKOE OBC/TY>XVNBAHWE.

TexHuyeckoe o06CNyXuWBaHMe BUAEOTacCTPOCKONOB W BUAEOKONIOHOCKOMNOB CBOAWUTCA K OUYUCTKE MU
Ae3Hp ek n3aenns nocnie Kaxpaoro Ux NpuMeHeHus, a Takxe cneuuanbHoil o6pa6oTke u3genus nepeq
nocneaylwmm xpaHeHuemM.

Mocne kaxAoro uccrefoBaHuss HeoGXOAMMO ouulaTh M AEe3WH(PUUMPOBATL 3HAOCKONbI, OCOGEHHO ecnun K
AMCTaNbHOMY KOHLY UM MHCTPYMEHTANIbHOMY KaHany npuaunaa cnmsb. ECAM 4ONTO HE ounllaTh 3HA0CKOMbI,
MOXeT BO3HWUKHYTb MNepekpEcTHOe 3arpsisHeHWe MexpAy nauueHtTamu u paboTta 3HLOCKONOB MOXET 6biTb
HapyuweHa.

A NMPEAYNPEXAOEHWE!

[MTocne KaXx[oro KNMHNYECKOro uccaefoBaHUA HEMeEA/TIEHHO BbIMOMHUTE OYUCTKY U ,Cl,e3VIHq3eKLI,I/H0.

MPAMEYAHWE.

* Cnocob6 O4YNCTKM N Ae3nHpekunmn onpesensaeTca onepupyowmuMm XMpyprom, KOMUTETOM, OTBETCTBEHHbLIM 3a
WHM EKLNOHHbIW KOHTPOAb B 60bHULE, 1 AP.

e OuucTtka W p[gesvHdekyna MOryT nNpou3BOAUTLCA aBTOMaTUUYECKMM WAM pYydYHbIM cnocobom. 3paech
onncbiBaeTCcsA TONbKO PY4YHOW cnocob OYMCTKM W Ae3nHpekyuun BugeosaHgockona. 3a mHopmauunein o6
aBToOMaTM4yecKoM MeTofe o6paTuTecb K MHCTPYKLMM NO aKCnayarauny cooTBeTCTBYO LW €0 060pya0OBaHUS.

15.1, O6paboTKa.

1. Mepepn oTcoefMHEHNEM 3HAOCKONA OT BUAeonpoueccopa yaganmte Bce BUAUMbIe 3arpsa3HeHUs 04HOPa3oBoii
6€e3BOpPCOBON candeTkol, CMOYEHHON B MOKLULEM CpeacTBe.

2. BkiounTe BO3AYLWHbI HACOC Ha BUAeonpoueccope nycTaHOBUTE faBfeHe Nogayun Bo3gyxa Ha MakCuMym,
3aKkpoliTe M HaxMuTe knanaH nogayu Bo3gyxa/Bogbl. 4TO6GbI NogaTb BOAY B kaHan Bo3gyxa/Boabl Ha 30 c,
oTnycTuTe knanaH nofauyun Bo3ayxa/Boabl, YTOGbI NogaTh BO3AYX B KaHan Bo3ayxa/Boabl Ha 10 c.

3. Bknwunte BcacbiBawWMUii Hacoc. YCTaHOBUTE OMONCUAHBLIN knanaH. Morpysute AWUCTanbHbIA KOHeL
BMAEO3HAOCKONA B MOlLU,ee CpeAcTBO M HaXMUTE Ha kfanaH acnupauuu, 4ToGbl BcacbiBaTb Moikouee
CPeACTBO B MHCTPYMEHTasNbHbIli KaHan B TedyeHue 30 c. 3aTeM M3BEKUTe AUCTasibHbIi KOHEL M3 MOKLETO
pacTBopa U HaxumaliTe Ha knanaH acnupauuu Ans BcacbiBaHUs Bo3ayxa B TeyeHue 10 c.

MPUMEYAHWE.

Bo Bpemsa acnupaumn BHMMATENIbHO cneauTe 3a ypoBHEM Xxugkoctu B acnHpaL*oHMoHiiMktricAM
n3bexaHwe nepenosiHEHNsI, KOTOpPOe MOXeT NOBPeAUTb BCacbiBalLW Uil Hacoc. A s |7
i

o L' .
4., CHMMUTe BcacbIBAKLWMA WAHT C 3HAOCKONA, OTCOeANHUTE 3HAQO0CKOoN oT BugéoOpouneccopa n otoflgliHnte

OT 3HAOCKOMNA WJ/aHr EMKOCTK, KnanaH Bo3Ay.4ya/Bofbl. icianan acnupauyumn n knananm gars uonc»in”™  ?

5. HageHbTe BOAOCTOWKMIA KONMAayoK Ha 3HAOCKOM, MOMeCTUTEe 3HAOCKOM, knaruH BosgyXa“oag™iC knanad
acnupauumm n knanaH Ans 6MoncunM B TPAHCNOPTHbIM KOHTEHEP U OTNpaBbTe UX B NOM« UL el *e™a O4YUCTKU
n fesnHgekynu.
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15»2» O6HapyXeHue yTeyek.

OHAO0CKON MMeeT NOSTHOCTbIO BOAOHENPOHMLLAEMOE UCMOJTHEHNE U AONYCKaeT NOTPyXeHne n TwaTebHYI0
O4YMCTKY noj BoAoin. OaHako nepej NnorpyxeHnem Heo6x0AMMO NPOBEPUTHL YNNIOTHEHUE BUAEO03HAOCKONA.
1. MNMopacoepuHuTe TeycuckaTesnb (NOCTaBNsAeTCA ONUMOHANbHO) K 3HAOCKONY, KAK onnucaHo Huxe. (cm. puc. 21)

Teueunckartesnb

BopocToiiknii konnayok

LLiTekep cBeToBOfa

PHc.21.

2. OcTaHOBUTE Haka4yky Tedeuckatens, Korga cTpesika MaHoMerpa 4OCTUTHET KPacHOM NUHUN.

3. Ecnu cTpenka MefAneHHO onyckaeTcs, NMPoAo/XaiTe MenfieHHO HakadMBaTb 3HAOCKON (He MpeBblWaTh
fasneHne 30 kMa, MHaye BWAEO3HAOCKON BbIAET M3 CTposA), NOMECTUTe BUAEO03HAOCKON B BOAY W
Ha6nwopalite, He BbLIXOAUT NN HENPEPbIBHbIH MOTOK MNy3blpbKOB BO3A4yXa C MOBEPXHOCTW 3HAOCKONA
(aonyckawTca 3 M MeHee Ny3bipbkOB B MUHYTY). Ecnu cTpenka TeuyeuckaTenss He [ABWUraeTcs, 3HauuT
BUAE03HA0CKON repMeTUUYEH 1 MOXeT NoABepraTbCsa 04YUCTKE.

15.3. PyuyHaa o4yucTKa.

MonHOCTbI NMOrpy3nTe 3HAOCKON, kanaH Bo3Ayxa/BoAbl. knanaH acnupauuy n knanaH gns 6uoncuun B
MOKLLKNIA pacTBOp.

2. YucTtoii 6Ge3BopcoBOW cangeTkoll Nporpute HapyXHYyK MNOBEPXHOCTb BCEro 3HAOCKOMA B MOHKLWEM
pacTBope, 0CO6eHHO BBOAMMYIK YacTb W PYKOATKY ynpaBneHus. Y6epautecb, 4TO HapyXHas NOBEPXHOCTb
NOMHOCTbLIO OUMLLEeHa.

3. BbinoNHUTE yKa3aHHble HUXeEe wWarn ANnsi OYUMCTKM WETKOW acnupauyuoHHOro KaHana, acnuMpauuoHHOro
uMnuMHApa, nopTa MHCTPYMEHTaNbHOTO KaHana, knanaHa Bo34yxa/BoAbl, klanaHa acnupauun v knana>w Ang
6uoncuun, (cm. Puc. 22.) -

W 'V

MPUMEYAHWME.

A
YucTtauiaa weTka He Ao/XHaA paboTaTb B 06paTHOM HanpaB/ieHUun, eé crefyeT NOTSHET», Ha3ag, YTpobl *

rosloBKa NOSIHOCTb BbiWNa U3 AUCTa/IbHOTO KOHUa. B NnpoTMBHOM cnyyae oHa noBp”™;» BHS5IT|58HTA
NOBEPXHOCTb KaHana. locne 3aBeplleHns OUYUCTKM OAHOPa30Bble YncTaume WETkN cnayel;nabp<)buts.
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Ouunctka acnmpaynmoHHOro KaHasia oT PyKOATKM ynpaB/ieHNA 10 INCTa/ibMOro KoHua (a)

a. PacnpsamuTte nsrn6aemMyto 4yacTb 3HAOCKONA.

b. BcTaBbTe UNCTALLYO WETKY Nofg yrnom 45. B acnuMpaumo»blii UMANHAP, MEeA/IEHHO NpoaBUraiTe W ETKY,
noka rosloBKa He NoKaxeTcsl U3 AUCTallbHOro KoHua.

c. MpomoiiTe YyncTAWYI0O WETKY KOHYMKAMMW NafbLEB B MOKILEM pac3BOpe W 3aTeM OCTOPOXHO BbITAHUTE
WETKY M3 acNMpaynoHHOro UUAMHApa.

d. CHoBa NpoMoOiiTe YNCTSALLY0 WETKY KOHYMKAMW NaTbLeB B MOKLWEM pacTBope.

e. MoBTopuTe Npoueaypy MUHUMYM 9 pas, 4TOGbl MOHOCTbLIO YAANUTL BCE 3arpsi3HEHUS.

a. BcTaBbTe uMcTAWY WETKY NOA NMPSMbIM YI/TOM B acnuMpayuMOHHbIA LUAUHAP, MEeASIeHHO npofBuraiite
W ETKY, MoKa roflIoBKa He NOKaXeTcs U3 KOHHeKTopa acnupauum. N> 2
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b. OMOWTE YMCTAW YO WETKY KOHYMKAMU NasbLUeB B MOIKL,EM PacTBOpe W 3aTEM OCTOPOXHO BbITAHUTE
WETKY M3 acnMpaumuoHHOTo LUANHApPA.

c. CHoBa NpOMOIiTe YNCTSALLYO WETKY ANA KaHana KOHYMKAMMW Nanbles.

d. MoBTOpPUTE Npoueaypy MUHUMYM 9 pas, UyToObl NOMTHOCTLIO YAA/IUTb BCE 3arpsA3HEHuUs.

OuncTKka acnupaynmoHHoro yunuuapa (c.

a. BBoauTe WETKY AN OTBEPCTUA KaHana B acnMpauuoHHbIA LUAWHAP, NOKa NOMOBWHA WETKU He LOCTUTHET
uunuHapa.

b.OAWH pa3 NoOBEepHUTe W ETKY AN OTBEPCTUSA KaHasa.

C. 3BnekuTe WETKY 419 OTBEPCTUS KaHasa M MPOMOITe KOHYMKAMMW Nas3blLeB B MOKL,EeM pacTBope.

d. MoBTOpuTe Npouesypy MUHUMYM 9 pas, UuTo6bl NOMHOCTLIO yAa-3UTb BCE 3arpPsA3HEHMU.

OuncTka nopTa MHCTPYyMeHTanbHOro kaHasa (dv

a. BeoauTe WETKY AN OTBEPCTUA KaHana B MOPT MHCTPYMEHTA3bHOrO KaHana noka MoMoBMHA LW ETKU He

[OCTUIHET nopra.
b. OAWH pa3 NnoBepHUTe WETKY AN OTBEPCTUS KaHasa.
c. N3BnekuTe umcTsAulyl UWETKY A0S OTBEpPCTUS KaHal M NPOMOKTe KOHYMKAMW MasblLeB B MOULEM

pacTBope.
d. MoBTOpPMTE NpoLEenYypPyY MUHMUMYM 9 pas, 4TOGbl NOMTHOCTLIO YAANUTL BCE 3arpsA3HEHUS.

4. OuyucTuTe KnanaH Bo3ayxa/BoAbl, kanaH acnupauuy u knanaH gasa 6Moncum.

a. TuwatenbHO 04YMCTUTE KnamaH BO3Ayxa/BoAbl M KnamaH acnupauun W eTKol ANd oTBepCTUS kaHana Ans

yhaneHus Bcex 3arpsisHeHui.
b. TwaTenbHO OUNCTUTE WETKOW BHYTPEHHIO MOBEPXHOCTb M OTBEpCTMe kianaHa 6uoncuu ana yganeHus

BCEX 3arpA3HEeHNiA.
5. BBegnTe MO LWUIA pacTBOP B KaX bl kaHan.

a. 3akpoliTe 3arnywkamunm acnupaumoHHbIA LUAWHAP, UANWHAP BO34yXa/BoAbl M NOPT MHCTPYMEHTA/IbHOIO
KaHana; 3akpoiTe 3arnywkoli KOHHEKTOP E&MKOCTW AN BOAbl; NOACOEAWHUTE MHBEKUWOHHYK TPYyOK*y K
aHAOCKONy 1 yb6eanrecb, 4TO 3HAO0CKON MOJTHOCTbLIO NOTPYXEH B MO WK pacTBop.

b. C nomowibto 50 Mn wnpurua nocsefoBaTesibHO BBEAUTE MOKLMIA pPacTBOp B KaHasl BO34yXa/Bogbl H
acnypauyioHHbIM KaHan 3HA0CKOoMNa Yepe3 MHBLEKLMOHHY TPYOKy He MeHee 15 pa3 (750 mn)

(KaK nokasaHo Ha puc. 23).
c. OTcoeguHuTe BCe 3arnywWKkN KaHano0B N MHBEKLMOHHOK TPYyOGKY OT 3HAOCKOMA M NMOTPy3nTe UX B MO LW KA

pacTeop.

7J
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3arnyLika

LWnpuy,

MotoLumia/

Ae3vHhump, toLumii
pacTeop

OuucTka acnmpaumoHHOro KaHasia

Pnc.23. CxemaTnyeckoe n3obpakeHne BBeeEHNA MOKOLLEr0 pacTeopa.

6. HakpoiiTe EMKOCTb AN PYYHOW OUMCTKU KPbILW KO, YTOGLI CHM3UTL UCMAPEHMe MO LULero pacTeopa.

7. MonHOCTbLIO MOTPy3nMTe 3HAOCKON, KNanaH BO3Ayxa/BoAbl, KnanaH acnupauumn, knanaH gna éunoncun n Bce
BCMNoOmMoOraTesibHble KOMMOHEHTbl B MOKLWMWUA pacTBOp, cobnwgas Bpemss BO3AelCcTBUA, TemnepaTypy w
KOHLEeHTpauu pactesopa, peKkoMeH40BaHHble NPON3BOAUTENEM MOKLLEro cpeacTBa.

15.4, OnonackuBaHue.

1. MepemecTuTe oYM EHHbIE 3HAOCKON, KanaH Bo3ayxa/Boabl, knanaH acnupaynun n knanaH gns éuoncuun B
€MKOCTb 471 ONO/laCKUBaHUA.

2. 3akpoliTe 3arnywkamum acnMpauuoHHbIA UMANMHAP, LWWHAP BO34>Xa/BoAbl U NOPT MHCTPYMEHTANbHOIO
KaHana; 3akpoiTe 3arnywkoil KOHHEKTOp EéMKOCTM ANA BOAbl; NOACOEAMHUTE WHBEKUUOHHYK TpyG6KYy K
aHAOoCKOoMy.

3. C nomouwb 50 mn wnpuuya nocnegoBateslbHO BBeAUTe CTepPUIbHYK BOAY B KaHas Bo3jyxa/Boabl u
acnumpaunoHHbI KaHan aH[0CKoMa Yepe3 NHbEKLNOHHY Tpy6Ky He meHee 15 pas (750 mn).

4. MpoMoliTe HapPYXHY MOBEPXHOCTb 3HAOCKONA, kKnanaH Bo3ayxa/BoAbl, «.3anaH acnmpaunn v kaanaH ans
6uoncuun nof cTpyéi BoAbl U NOMECTUTE UX B CTEPUNbHbLIA KOHTENHEP.

5. C nomoubo 50 ma wnpuua nocnefoBaTtenbHO BBeAUTE BO3AYX B KaHan BO3Ayxa/BoAbl U acnuMpaLUOHHbBIRA
KaHan aHAocKona yepe3 MHbEKUNOHHY Tpyb6ky He meHee 15 pa3s (750 mn).

6. OTcoeAnHNTEe BCe BCNOMOraTe/ibHble KOMMOHEHTbLI OT 3HAOCKONA.

7. BbITpUTE HapyXHY NOBEPXHOCTb 3HAOCKOMNAa, KianaH Bo3Ayxa/BoAbl, knanaH acnupauun v knanad gns
6uoncum ymcton 6e3BopcoBoOli candeTkoli, 3aMeHNTe NCNOoNb30BaHHY candeTky'.

A MPEOYNPEXAEHWME!

* He norpyxaiiTe 3HAOCKOM Ha CAUWKOM [ONAT0oe Bpems, Tak Kak yactoe unu ,awtrégbHoe norp)*4Hu«
Ae3nHMunpywmnii pacTBop MNOBbLICMT BJ/IaXHOCTb BHYTpPWM 3HAOCKONa W n3 CTpojrinn
opMUpoOBaHMA M306paxeHns, 4To NPUBELET K pasMbITUIO IMH3bI U faxe noBpeun~oe: g rrumka.

e CTporo 3anpeuiaetcs ge3MHpunumpoBatb 3HAOCKON C NoMoLL bl ynbTpa3dByka HJut'aBftigraBa.
y v/
y

;,2erhno,"Ne

y
1. MepemecTUTe NPOCYLWEHHble 3HAO0CKOMN, KNnanaH Bo3ayxa/Bogbl, knanaH acnupauyun n kTAnon a/1a 6uoncumn

B EMKOCTb ANa Ae3UH(EeKLNN 1 NOTPY3UTE UX B Ae3NHMDULUPYIOLW KA pacTBop.
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2.y ,<poiTe 3arnyuwkamMmy acnmpauunoHHbId LMAUHAP, UWNWHADP BO3AyXa/BoAbl U MOPT UHCTPYMEHTANIbHOTO
KaHasna; 3akpoiTe 3arnywkoli KOHHEKTOp E€MKOCTW ANA BOAbl; NOACOEAVHUTE WUHBEKLWOHHYH TPYOKY K
sHpgockony um ybeamtechb, 4TO 3HAOCKON MOSTHOCTbIO NOTPYXEH B Ae3MHp ULMpYyOLWNA pacTeop.

3. C nomowbto 50 mMn wnpuya nocnegosaTtesibHO BBeAMUTE Se3nHpMUMP) O LWKUIA pacTBOp B KaHan Bo3gyxal
BOAbl M acnNMpaLWOHHbIN KaHan 3HA0CKONA Yepe3 NHbEKLNOHHY 0 Tpy6KYy He meHee 15 pas (750 mn); cnegute,
4YTOO6bl M3 KOpPNyca He BbIXOAUAN NY3blPbKU.

MPAMEYAHWE.

Y6eauTecb, UTO KOHHEKTOp wWnpuiia MHBbEKUMOHHOW TPY6KM MONHOCTbIO MOTPYIKEH B AE€3MHMULUPYIO L KNI
pacTBOp; BCe KaHasbl 3HAO0CKONA AO/KHbI 6biTb MOMHOCTHLIO 3aMNOMHEHbl AE3UHPULUPYIOLW UM PACTBOPOM.

4. OTcoeAuHUTe BCe 3arflyWKU KaHanoB U WHBbEKUWOHHYK TpybKy OT 3HAockona u norpysute ux B
ne3nHuumpylowmnii pacteop.

5. ECNM Ha NMOBEPXHOCTW 3HAOCKOMNA WMAW NpUHafnexHocTeld NOABUANCL MNYy3blPpbKW, COTPUTE WX YUCTOWN
6€e3BOpPCOBON candeTKoi.

6. HakpoiiTe éMKOCTb AN Ae3nHMeKuUn KpbIWKOW, 4Y4TOOGbl CHU3UTb uUCMapeHue A[e3nHPUunpyloLlLero
pacTteopa.

7. MonHOCTbIO NOrpy3nTe 3HAOCKON, KianaH BO3Ayxa/BoAbl, knanaH acnupauuu, knanaH gna 6uoncun u Bce
npuHagnexHocTn Ana o4YucTkn u  gesumHdekynn, cobnwogad Bpema BO3[LeNCTBMA, TemnepaTypy u
KOHUEHTpauu pactsopa, peKOMeHA40BaHHble NPONU3BOANTESEM.

8. 3ameHnTe nepyaTtkm M ¢ NnoMoubo 50 mMA wnpuua nocnegosatesbHO BBeAUTE BO3AYX B KaHan Bosgyxal
BOAbl M acnupaunoHHbIl KaHan saHgocKona Yyepe3 UHbEKLNOHHYI0 TPY6KY He meHee 15 pa3 (750 mn).

15.5. 3aBepuwatuiee onosiacknsaHune.

1. MepemecTute aHAOCKON, kKNnanaH Bo3ayxa/Boabl, knanaH acnupaunn un laianaii gna é6noncum B EMKOCTb ;bllA
3aBeplialoLwero ononackuBaHus.

2. 3akpoiiTe 3arnywkaMmy acnmpayuuoOHHbIA WbIMHAP, LWUAUHAP BO3A4yXa/BOAbl M MOPT MHCTPYMEHTaNbHOTO
KaHana; 3akpoliTe 3arnywkoi KOHHEKTOp éMKOCTM AN BOAbl; NOACOEAMHUTE WHBEKLUMOHHYK TPpybKy K
3HAoCKOoNy.

3. ¢ nomouwsbi 50 mn wnpuua nocneposaTesibHO BBeAMTE CTEPWUSIbHYK BOAY B KaHan Bo3ayxa/Boabl
acnuMpaumnoHHbIli KaHan aHAOoCKoNa Yepe3 UHbEKLUOHHY Tpyb6Ky He meHee 15 pas (750 wmn).

4. MpomMoiTe HapYXHYI NOBEPXHOCTb 3HAOCKOMNA, knanaH Bo3ayxa/BoAbl, knanaH acnupaunn v kinanaH gnsg
6uoncuun nof cTpyéli BOAbl U MOMECTUTE UX B CTEPUNbHbLIN KOHTEHep.

5. C nomowbio 50 ma wnpuya nocnegosatenbHO BBeAMTE BO3AYX B KaHan BO34yXxa/BoAbl M acnMpaLWOHHbIW
KaHan aHgockona yepe3 MHbEKUNOHHY TpybKy He meHee 15 pa3 (750 mn).

6. OTcoeguHUTE WUHBEKUWOHHYI TPYyObKY M nNOoACOEAVMHWUTE CTEpPL/IbHYIO acnupauuoHHy Tpyoky
acnupaunoHHOro Hacoca K KOHHeKTOpy acnupauuum Ha 3HAOCKOMe, BKAKYMTE acnupaumoHHbIi Hacoc f;la
BCacblBaHWA BO3Ayxa MUHU.MYM Ha 15 c.

7. BblkAunTe acnupauuoHHbIR HacoC M OTCOeAMHUTE HAacoC M BCe BCNOMOraTeslbHble KO.MMOHEHTbl OT
3HpgocKona.

8. BbITpuTe NMOBEPXHOCTb 3HAOCKONA, knanaH BO34yaca/BoAbl, knanaH acnupauunm u knanaH ans éuoncuu
YNCTON CTepUNbHOII 6€3BOPCOBON candeToi, 3aMeHNTe UCNONMb30BaHHYO candeTky.

15.6. Cyuwka.

1. MomecTnuTe 3HAOCKOM, KnanaH Bo3Ayxa/BoAbl, KnanaH acnupauynun u knanaH n Hoe
nonoTeHue; CTEPUIbHOE NOMIOTEHLEe crieayeT MEHATb Kaxable 4 yaca. /

2. 3akpoliTe 3arnywkamu acnupauuoHHbI UMANHAP, UunnnHap Bosgyxa/Boabl ANOpT>1HcTpymellr |/ (
KaHana: 3akpoiiTe 3arfy WwkKo KOHHEKTOpP EMKOCTM A/ BOAbl; nogcoeguHunT” 1tiNij"b)wmnoHHyo
3HAocCKOoNy. \% y M of

3. C nomouwbi 50 mMn wnpuua nocneposaTesibHO BBeaute 75-95% cnupTt Ka”“n Bo3fayx"eBc”! un
acnumpaunoHHbIA KaHan aHAocKona Yyepes MHbEeKUMOHHY Tpybky He meHee 15 pas (TiS mn).

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



IIPUMI-MAHHTt.

CnupT siBNAeTCs ropoyeil XUAKOCTbI0 - o6pallaiTecb 0CTOPOXHO.

4. C nomouwbio 50 mn wnpuua nocnegoBaTesibHO BBeAUTE BO3;;yX B KaHan B0O34>xa/BoAbl U acnupaLWOHHbIN
KaHan aHAockona yepe3 MHbEKLNOHHYO TPYyOKYy He meHee 15 pa3 (750 mn).

5. BbITpUTEe HapyXHYl0 MOBEPXHOCTb 3HAOCKOMA, KnanaH BOo3Ayxa/BoAbl, knamaH acnupauun n knanaH gns
6GUuonNCcunM YNCTON CTEPUNBHON 6€3BOPCOBOI candeTKo, 3aMeHUTE NCNONb30BAHHY candeTky.

6. Mpocywunte BHYTPEHHIOO MOBEPXHOCTb UMAMHAPA BO34yxa/BOAbl. aCMMpPaLMOHHOIO LUAMHAPA M nopTa
WHCTPYMEHTANIbHOTO KaHana CTEPU/IbHBIM TaMMOHOM.

7. MopcoeanHnTe knanaH Bo3ayxa/BofAbl, KnanaH acnupauun n knanaH gns 6Moncum K aHfockon>'.

15.7. MpcAaBapHTesibable 3aMeyaHNsa No Ae3HUD eKnMn 3HAO0CKONOB.

CTaHfapTHble MoloULMe cpeacTBa U MeToAbl OYUCTKM He moi t BbINOMIHUTL 3ajayn Ae3uH(eKuuu; AHA
fe3uHdekumn aHpgockona crnefgyeT M3yUnTb pas3/iMyHbie CnOcOo6bl M MaTepuanbl ge3vHdekuun u Bbi6paTthb
Hau6onee noaxoAsWUA C TOUYKM 3peHWss NpocheccUoHasnbHOro mMefpaboTHMKA M C YYETOM KOHKPETHbIX
KIMHUYECKUX YCNOBUIA.

1. HekoTopble Ae3WH(EKTAHTbI MOTYT MOBPEeAUTb onpefeniéHHble mMatepuansl (Hanpumep, CUHTETUYECKYH
CMONY, NCKYCCTBEHHbI KayyyK n gp.), ucnonb3yemMmble B BUAcoaHgockone. Mepepg gesnHdekyneidr NONHOCTbIO
ybenutecb B 6€30MacHOCTU BUAEO03HAOCKONA.

2. Tlo faHHbIM ANWUTEeNbHbIX WCNbITAHUA W KJAWHWUYECKOTO MPMMEHEHUS MPUBELEHHbIE HUXE Mowwee wu
Ae3nHpurunpylouee cpelcTBo 6e3onacHbl ANs BULEO3HAOCKONA NPU NPaBUIbHOM MPUMEHEHUN:

e MoOlolLee CpeAcTBO: MeANLUHCKOEe HU3KoMeHHOe (DepMEHTHOE MOl ee CpeacTBO

e Ae3nH(eKTaHT: rnyTapanbgerug

3. YKa3aHHble HNXe MeToAbl fe3nHdekunm BeayT K cepbE3HbIM C605M BUAEO3HAOCKONA U 3anpeLeHbl K
npuMmeHeHuto!

*« EGO-ge3nHgekyns B yC/I0BUAX: NOBbIWEHHbIX TeMmnepaTypbl U gasseHusa. MNpu gaBneHnn Boliwe

1,5 atmocdepHoro n npu temnepatype Bbiwe 400C.

* ¥Y3-0uncTka n gesnHgexuyns

« OwnapuBaHune

e fle3anHd ekymns cyw Ko

* MapoBas ge3nHdekumns

e lesanHekunsa pacTBOpoM Kpe3ona unu popmanbaerngom

e OyncTka xnopbeH30/10M 1 Ae3nHdekuna Hepa3baBieHHbIM Ae3WH(p eKTaHTOM

4. Bo BpeMs ge3nHdeKLMn nam ecnu BUACOINA0CKON HE UCMNOMb3ye'rca HafeHbTe BOAOCTOMKMI KONMayvyoK Ha
3NeKTpUYeckKnini pasbem Ha KOHHeKTope cBeToBOAa, YUTO6Gbl He AOMYCTUTb 3aTekaHusa BOAbl W MOBbIWEHUSA
B/IAXHOCTH.

5. Bpems norpyxeHus aHpockona npu Ae3vHEeKuMu He [OJ/DKHO npeBbillaTb OAHOrO0 vaca, Tak Kak
MHL'OKpaTHOEe MNOrpyXeHue 3sHAOCKONa B Ae3UHMUUMPYOWNA pacTBOP Ha A[NWTeNbHOE BpeMs MOXeT
NOBbLICUTb BNAXHOCTb BHYTPW 3HAOCKONA, MPUBECTU K MOMYTHEHWNIO NINH3bI U faXe NOBPEXAEeHU0 AaTynka.
6. Bo nsbexaHne cepbE&3HblX MOBPEXAEHUA N OPOroCTOALLer0 PEMOHTA BC/AEACTBME MPOHUKHOBEHUA BOAbI
nposepsaliTe repMeTUYHOCTb 3HAOCKONA Nnepes O4YUCTKOM M Ae3nHdekumne.

7S
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U HPOPMALNMA O BOSMOXHbIX HEMONTAAKAX N CINTOCOBAX YCTPAHEHUA.

C BMAE03HAOCKONOM MOTYT BO3HUKHYTb ONMUCAHHbIE HUXEe Npo6aeMbl. ECIM UX He yaaeTcs yCTpaHUThb
yKasaHHbIMU MepaMu, HeMeIeHHO npekpaTuTe NCNoNb30BaTh BUAEOIHAOCKON U 06paTUTeCh B CEPBUCHbII

ueHTp PENTAX Medical.

HeuncnpaBHOCTb
M306paxeHne HeYETKOe NN UMeeT NoMexu
Kannu wnu nonockn oAbl

HeT ocBeleHus unu cBeT TYCK/bli
HenpaBunbHbIA M3rM6 NN N3rnd He perynupyeTcs

C6oli dhukcaTopa. HemcnpaBHOCTb.
HeBO3MOXHO BBECTU GUONCUIiHbIE WUNLbI 1 ApyTrMe

WHCTPYMEHTbI

Cnabast nogavya Bo3zyxa/Bofbl UM HEBO3MOXHO MoAaTb
Bo3ayx/soay

Acnupauus cnabas nnu oTcyTcTByeT

Mronbyatble BbICTYMbl, NOBPEXAEHUA UM BMATUHbI Ha
NOBEPXHOCTM BBOAMMOI TpyOKN
TpeLwmnHbl Ha OKHEe HabMAEHNS H OKHE OCBELLEHUS

A BHVIMAHVIE!

MpoTnBOoNoOKasaHus K
remopparmyeckuMmmu 3aboneBaHuAMN.

BnaoeosaHagockonmnn

nayneHThbl

Cnoco6 YCTPaHEHWA.

Yb6eautechb, 4TO HanpsixXeHne cTabunbHOe ¥ IMH3a YMcTas.
Ob6patnTecb B MECTHbIi CEPBUCHbIN LEHTpP
PENTAX Medical.

Yb6eautechb, 4TO BUAEOMPOLECCOP U KOHHEKTOp CBeToBOAA
noACoenNHEHbI.

Ob6paTtnTecb B MECTHbIi CEPBUCHbI LEHTP
PENTAX Medical.

ObpaTtnTecb B MECTHbIi CEPBUCHLIN LLEHTP
PENTAX Medical.

Yb6epuTtechb, YTO B MHCTPYMEHTa/IbHOM KaHasne HeT
WHOPOAHbBIX Ten.

Y6enutechb, 4TO COEQUHEHNE MEXAY BMAEONPOLECCOPOM,
6/10KOM EMKOCTMW A1 BOAbl 1 KOHHEKTOPOM EMKOCTMN Ans
BOJbl, & TAKXXe KOHHEKTOPOM CBETOBOAA B HOpPME U
BO3AYLWHbI/ HACOC UCMPaBEH.

MpoBepbTe acnMpaLunoHHbIN Hacoc, acnupaunoHHyo
TPy6KY, KOHHEKTOP acnupauuy n nopt
WHCTPYMEHTaNIbHOr0 KaHana.

O6paTtntecb B MECTHbI CEPBUCHbIN LLEHTP
PEHTAX Medical.

O6paTtnTecb B MECTHbI CEPBUCHBLI LLEHTP
PENTAX Medical.

c 6onesHamm nevyeHu, noyek, JMETKUX

cepaua,

» MMocne MCNoNbL30BaHUs B TeuyeHWe HEKOTOPOro BPEMEHW AWUCTaNbHbIA KOHel 3HAOoCKoNa MoOXeT 06Xeub
BHYTPEHHI0I0 NOBEPXHOCTb OPraHoB, 6yAbTe OCTOPOXHbI M BHUMArebHbl MPW 3HAOCKONUMU.
e Mpy MCNONb30BAHWU 3HJOCKONA C CU/IbHLIM UCTOYHUKOM CBeTa (0OCO6EHHO KCEHOHOBOI NaMnoii) UHCTPYMEHT
BblaéT MOLLHOEe CBeToBOEe u3nyuyeHue. Korga AucTanbHbliii KOHel NpuGnuxaeTcs K CAU3UCTON, CUMbHLINA CBET
poKycupyeTca Ha o4eHb Manoi nnouwaan. B pesynbTate BO3MOXHO MOBbIWeHNe TeMnepaTypbl B

37O 06/1acTU 1 0XOTU. KpoMe TOro, aHA0CKON He peiy/nupyeT cBeT aBTOMAaTUYECKU, HEOBGXOAMMO BPYUHYIO

perynumposaTb SipKOCTb BO Bpems HaGoAeHus.

17. BO3BPAT U3AE/TNA ONA PEMOHTA

Ana npoBeAeHus pemMoHTa BMAeo3HAockona, o6paTurecb B aBTOPU30BaHHbI i
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i JAHHbIE OB 3/TEKTPOMAIHUTHOW COBMECTUMOCTM O M C\

MPUMEYAHWE.

Xapaktepuctukmn TMOMEXO'SMUNCCWWM paHHOro ob6opyAoBaHuMsA MNO3BONAAKT WUCNOAb30BaTb €ro B
NPOMbIWNEHHbIX 30HaXx U 6onbinwax (CISPR |l knacc A). Mpu ucnonb3oBaHUW B XWUAOM cekTope (Ana
KOTOporo o6bi4HO 3pebyesca CISPR 11 knacc B) npubop MoxeT He obecneymBaTb afeKBaTHOl 3aWnTbl OT
BO3JeNCTBUA CPefcTB BblCOKOYACTOTHOI cBA3W. [onb3oBaTent0 MOryT noTpeboBaTbCA [OMOSHUTENbHbIE

MeponpuaTUs, HanpuMep, MU3MEHEHWE PACNO/IOXEHUS UM opueHTaLuu npruéopa.

Tabnuuya 1 nsnyyeHue

fBneHue CooTBeTCcTBME
PY CISPR 11 Ycno exne aBoo
-U3nyyeHue Fpynna 1, Knacc A NOBUS YUPEXAEHNS 3[PaBOOXPaHEHUS
1EC6HO(HO-3-2
"apMOHNYECKNE NCKAKEHNS Knacc A Ycnosusa yupexaeHns 34paBooxpaHeHus
KonebaHuns HanpskeHna n-— IEC 61000-3-3 ¥/ CTIOBHS| VMDEXKAEHIS SDABOOXDAHEHMS
(INKKep-LLY.Mbl CooTBETCTBYE YUpexA AP p

Tabnmua coOTBETCTBUSA NO MOMEXOYCTONUYNBOCTM
Tab;Wwwna 2: nopT Kopnyca
YMUWucnbiTaHnA

fiBneHve basoabIn cTaHfapT SMC veroans FMMMMBAMMMMM
+ 8KB KOHTaKTHbIN

‘3nckTpocTaTuucckul paspss IEC 61000-4-2 LOKB, +4KB, +8KB. £15KB ooy w s
3B/Mm

M3nyyaemoe PY IEC 61000-4-3 80 M1u-2.71T1

3NeKTpOMarH1THoE nosne &T0AM npn 1Ky

|_|OI'IﬂvB OmKHEN 30t OI IEC 61000-4-3 Cwm. Tabmuuy 3

YCTPOWCTB GecnpoBofHoin PY-

CBA3M

MarHuTHble Mona 30A/M

HOMWHa/bHOM YaCkorbl CeTh IEC 61000-4-8 50rm unm 6011,

la>/Mlua 3: no.35 B 6;1HXKel 30He OT YCTPOMNCTB
6ecnpoBoaHoin PY-cBa3m

VcnbiTaTeNbHas yactoTa [JvnanasoH | ncnblTaHNA Ha I'IOMexOyCTOVI'-WIBOCTb

(M_rA M1y YcnoB»1a yupexgeH!M!

385 380-390 MmnynbcHas mogynsuua 181]u,

_450 430-470 FM. oTKnoHeHwve £ 5k
710
745 704-787 VimnynbcHaa moaynaums

- \ Y <
810
870 800-960 NmnynbcHas mogynauusa 18Ty, 28B M
930
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1720
1845
1970
2450
5240
5500 '
5785

ABneHne
HaHoceKyHAHble MMMNY/bCHbIE
nomMexu

|/|MI'IyI'IbeI NTNHNA-NNHNA

ViMnynbcbl NMHNA-3eMNA

KOH[)'KTUBHbIE MOMEXMU,
HaseféHHble PY-nonamu

MpoBanbl HANPSKEHNS!

Mepebon HanpsHKEHWS

ABneHne

SNeKTpoCTaTUYeCKMiA paspsi

KOHAYKTUBHbIE MOMEXMU,
HaBe[éHHble PY-nonsamu

fBneHne

DNeKTPOCTATUYECKMIA paspsg,

KOHAYKTUBHbIE MOMEXW,
HaBeféHHble PY-nonamu

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

1700*1990 VimnynscHas mogynaumsa 2171Mv. 28B m
2400-2570 VimnynbcHaa mogynauma 2177y, 28B m
5100-5800 MmnynbcHaa mogynsauma 21717y, 9B m

Tabnuua 4: BXxod HanpsHkeHus
nepemMeHHOro Toka -

Vj"oOWH »gbnyww Ha
BasoBbiin cTaHgapT 9MC

YcnoBus 34pl0(>07hxnala
IEC 61000-4-4 o<
YacTtota nostopeHua HOOKIy
. IEC 61000-4-5 +0,5kB, +1kB .
IEC 61000-"5 +0,5kB.+1kB,x2|"_ _
EC 61000.4-6 | 3B.0.15MT4-80MTL
' 6B B gnanasoHax ISM ot 0.15MT'y go
80MTI'y 80% AM npu [kln
I 0o Ut; 0.5 nepmogos
Npwu 0", 4@ W LI5°, 180"225° 270° n315~
IEC 61000-4-n | 0% Ut: 1

nepvog, n
NT70% Ut; 25/30
I nepuopos OpaHa hasa;
| npno*

IEC 61000-4.11 1 0% Ut; 250/300 nepnogos

Ta6nuua 5: NopT BX0A/BbIXOAa CUTHANOB

Ba3oBblil cTBLANT OMC == T rrerrmemes T mms s
YcnoBusa yupexpeHuns’

m 8KB KOHTaKTHbII

+2KB, +4kB, £8kB, +15kB BO3AYLUHbIV
3B. 0.15Ml'y  80MIy

6B B gnanasoHax ISM ot 0.15MIy, go
80MTI 'y, 800 AM npn 1kl

IEC 61000-4-2

IEC 61000-4-6

Ta6nvua 6: NopT MOAKMIOUEHHS MaLueHTa

. ypO tiw
Basosbiin cTaHgapt OMC
Yc-30BHA
IEC 61000-4-2 X 8KB KOHTaKTH/AN
- +2KB.+4KB
3B. 0.15MTIy,

1EC 61000-4-6 6B B AnanasoHax ISM~t O

80MIy 80% AM npu 1klt*

7/\



A MPEAYTIPEXOKHUWE!

1 MopTaTuBHble ycTpoiicTBa BU-cBA3M (BKOYas Takue neputepuitHble yCTPOMCTBA, Kak Kaben aHTEHH U
BHELLHVe aHTeHHbI) CieflyeT MCNo/b30BaTh Ha paccTossHUM He MeHee 30 cM [0 /11060 YacTu
BMAEO03HA0CKONMOB, BK/OYas kabenu, yKasaHHble Npou3soguTeneM. B npoTMBHOM ciyyae BO3MOXHO
YXy[LLIeHVe XapakTepUCTVK JaHHbIX NPU6OPOB.

2. Mepyup>icKoe n3genue npefHasHaveHo 418 UCnob30BaHUsA B YCIOBUAX YUPeXeHUs
34paBooxpaHeHus. 3. CyLLecTBEHHasA XapakTepucTuka MeAULIMHCKOrO U3Aenuns COCTOMT B TOM. YTO
1306paXKeHVe Ha IKpaHe AMCNes BbIBOAUTCA HOPMabHO, KOraa Npubop paboTaeT BMeCTe C
BMZEOMNPOLECCOPOM U XONOAHbBIM UCTOYHMKOM CBETA.

4. Bo nsbexxaHne c60eB B paboTe He UCNOMb3YITe 3TOT NPUGOP PSAOM WK B CTOVKE C APYTrUMU
yCTpOWCTBaMW.

5. Micnonb3oBaHue akceccyapos, Npeobpa3oBaTeneil 1 Kabeneir NOMMMO YKa3aHHbIX WK NPeAoCTaBeHHbIX
MPOV3BOAWTENEM LAHHOIO M3LENNA MOXET NPUBECTU K NMOBBLILLUEHHOMY W3/TyHEHUIO 3/IEKTPOMArHUTHbBIX
MOMEX W/ CHUXXEHWIO YCTOMNYMBOCTM K HAM /IMBO K c60sM B paboTe.

19. MH®OPMALUWMMA O CTEPUNTUNSALUNIN.

MeauunHcKoe m3fenune ¢ BXoAAWMMU B ero coctaB U3ennsamMmu noctaensaeTca KOHeYHoMY I'IOTpGGVITE]'IPO
HECTEPU/IbHBIM U CTEpUn3alnn He NoaneXxnT.

20, MH®POPMALNA O HEOBXOAVMMOM. HO HE MOCTABJTAEMOM
AOMNMO/ITHNWTE/IBHOM OBOPYOJOBAHWN.

KombuHaLumn yCTpOCTB 1 MPUHAAIEXHOCTEN, KOTOPbIE MOXHO UCMO0/b30BaTh C 3TUM MPOAYKTOM,
MepeyncrieHbl HIDKe.
Camblin nocneHWin nepeyveHb COBMECTUMbIX YCTPOWCTB CMOTPUTE Ha CriefytoLLem Beb-cainte unm

CBSDKUTECH C BaLLMM MECTHbIM cepBUCHBbIM LieHTpoM PENTAX Medical: https://pentaxmedical.com/pen-
tax/en/92/1 /Compatible-Products/

Mepep “cnonb3oBaHWeM M3aenne cnefyeT NoAroTOBUTh 1 MPOBEPUThL COMACHO ero MHCTPYKLMN.

[ Tun r z HassaHvie Moaenm

MpuHTEp UP-25MD SONY _

MoHuTop jji"O VU E 24 SURGICAL DISPLAY "NDS SurgiMI Imaging, LLC.
®dnaw-kapta USB USB 2.0, o6bem: 16 nnn 32 I'b Kingston

BY-renepartop OLYMPUS, tun PSD unn UES OLYMPUS

BuoncuiiHbie wucwpbl l06ble 3aperncTpupoBaHHble B P® npu ycnosuu, 4to;

VIX BHEWHNI gnamMeTp COBMECTUM (MeHbLUE)
AnamMeTpa MHCTPYMEHTANIbHOTO kKaHana
COOTBETCTBYHLLEr0 3HAOCKONA, a paboyas YacTb
[0CTaTO4YHO A/IMHHASA, MPUHMMAasn BO BHUMaHue
pabouyto f4UHY COOTBETCTBYLUEro aHA0CKoNa.
O6paTtuTechb K UHCTPYKLMU NO 3KcnayaTaumm Ha
6MONCUIHbIE LWUMLbI 32 4ONOHUTENLHOW

nHopmaymen.
ONeKTpoxHpyprHyeckan J1lo6bie 3aperncTpuposaHHbie B P® npu ycnosuu, 4To
neTtnsa X BHELWHWA gnaMeTp COBMECTUM (MEHbLUE)

AvnameTpa MHCTPYMEHTaNbHOTO KaHana
COOTBETCTBYIOLLErO 3HAOCKONA, a paboyas yacTb
[OCTaTOYHO A/IMHHAS, NPUHMMAs BO BHUMaHUe
pabouylo A4ANHY COOTBETCTBYLLEro sHA0CKoNa.
O6paTuTecb K UHCTPYKLMK MO 3KCnayaTauum Ha
3N1eKTPO-XMpypruyeckHe nNeTnun 3a foNoNHUTENbHO
NHdopMauueil.
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A MPEAv n PEXXAEHIi E!

PENTAX Medical He rapaHTUpyeT COBMECTUMOCTb C OTCYTCTBYK LW NMU B CNUCKE YCTPONACTBAMMNU.

Ecnn ycTtpolictBa HeT B CnNucke, CBSAXWTECb C npousBogutenem ob6opyaoBaHUSA WAM akceccyapa, 4To6bI
noATBEPANTb COBMECTUMOCTb M MONMYUYNTb MHCTPYKLUMN NO UX COBMECTHOMY NPUMEHEHU ¢ npoaykumnein PEN-
TAX Medical.

21. YCJ10OBNA XPAHEHUA N TPAHCIIOPTUPOBKW.

YcnoBua TpaHCNOPTUPOBKMU .

« TemnepaTtypa okpyxawuwei cpegbl: oT -40®0C go 55°C

e OTHOCMTEeNIbHAaA BAaXHOCTb: OoT 10% fo 95% (6e3 KoHgeHcayun)
e ATmoctepHoe gasneHue: ot 500 rMa go 1060 rMa

YcnoBus xpaHeHus .
Mocne NpUMeHeHNs, MeuLUHCKoe n3aenve cneayeT NOMeCTUThL HA XpaHeHue, NpeaBapuUTeibHO BbIMONHUB
npoueaypy OUNCTKU U AE3UHMEeKLUMN, YKa3aHHY B MHCTPYKLWU K 3HAOCKOMAM.

A BHMMAHWE!

Mpu XxpaHeHWN 3HA0CKONOB, UX NPUHAANEXHOCTEN M yCTPOCTB cobntoaaiiTe NpuBeeHHbIe HUXEe Mepbl
npefoCcTOPOXHOCTU. VX HECOBMOAEHNE MOXET NPUBECTU K MaTepnanbHOMY yluiepoy.

MPAMEYAHWE.

- BBOAVMMYIO 4YacTb 3HAOCKONA, COEAUHUTENbHbLIN LWUHYP U 3HAOCKONMYECKMEe YCTpOCTBA cneayeT .XpaHUTb
B MaKCMMa/lbHO BbIMPSAM/IEHHOM COCTOSIHUW.

- XpaHeHue AO/IXHO OCYLW,ecTBAATbLCA BAAMN OT XMMUYECKMX BELLecTB, NPSAMOro CO/THEeYHOro cBeTa
ynbTpanoneToBbliX Ny4ye.

- Heo6xoaumo cobnoaeHne Hagnexal,ero paccToaHUA Mexay 3HA0CKONOM, ero NpUHaAeXHOCTAMU ©
ApYyrMMu ycTpoiicTBamu, 4To6bl OHW He yaapsuchb Apyr o gpyra.

PekomeHayeTca xpaHUTb Bugeoractpockonsl n BugeokonoHockonel PENTAX Medical B pacnpsmieHHOM
cBucalu,emMm COCTOAHUN, B XOPOLO NPOBETPMBAEMOM NOMeELW eHNN (NPU OTCYTCTBUMN KOPPO3UOHHbLIX ra3os)
WAn cneymanbHOM WkKady ANA XpaHEHUS 3HAO0CKOMNOB.

Y cnoeua XpaHeHusA:

« TemnepaTtypa okpyXxatuwen cpegbl: oT 5®@C go 40®C
¢ OTHOCUTEe/IbHAA BNaXHOCTb: A0 80%

« ATmocepHoe gaBneHue: ot 500 rfMa go 1060 rMa

22. CBEJEHWSI OB OXPAHE OKPY>XAIOLLE CPEAbI.

MaTepuansl, U3 KOTOPbIX NPOM3BELEHO MEAULIMHCKOE U3fenne, aTakxe nsagen!’;
He OKa3blBAlT BpeAHbiX BO3A4ENCTBMII ma okpyxakwuwyl cpegy. Mocne ~

MeaULWHCKOTO u3genus, ero cneayeT yTUAM3upoBaTb, Kak Toro npeagnuo””
MeAULUHCKOTO U34eNns U BXOASLW WX B €0 COCTaB akceccyapos. * *g
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25. YTUNN3ALUNA.

Mocne ucnonb3oBaHna Bugeoractpockon PENTAX Medical EG27*V10c¢/ EG29-VIOc; BugeokosioHockon
PENTAX Medical EC38-V10cM/EC38-V10cL n yuctaAwmne weTkn, nayume B KOMLW EKTe K uU3Lenunam,
npeacTaBnsAlT NOTeHUMaNbHY0 GUONOTMYECKY onacHocTb. O6pauieHne c 3TUMU WU3LENUAMU U KX
yTunmusauun Heob6XxoAMMO OCyUW ecTBASiTb B COOTBETCTBMM C MNPUHATBIMW B MEAUULUHCKOW nNpakTuke
HOpMamu, a TaKkxXe COOTBETCTBYWOLWMWMMU  MECTHbIMW, TOCyAapCTBEeHHbIMU U  eagepanbHbiMK
3akKoHogaTe/IbHbIMN akKTaMW U MHCTPYKLUUAM.

Cumon /N na MeAUUMHCKOM W3AENUM UAW ero ynakoBKe oO3HayaeT, uTo wu3fgenue [O0NXHO 6blTb
YTUAN3MPOBAHO OTAE/IbHO OT 06bIUYHbIX 6bITOBLIX OTXO40B N0 UCTEYEHUU CpOKa ero cnyx6sbl. MoxanyicTa,
NMOMHUTE, 4YTO Balla OTBETCTBEHHOCTb - YTW/AM3UPOBATb 3/IEKTPOHHOE O060pyAOBaHWE B LeHTpax
nepepaboTknM, 4YTOGLI NMOMOYb COXPaHWTb NpuUpoaHble pecypchbl. Kaxpas cTpaHa EBponeiickoro Coto3sa
uMeeT CBOUM LeHTpbl cbopa ANA yTuausauuum 3M1eKTPUYECKOro U 3/1eKTpoHHOro o6opygoBaHus. Ans
nosyyeHus nHopmMaynmn o Balei Touke BbiBO3a OTXO0A0B obpalalitecb B MECTHbIV opraH ynpaBiaeHus no
ynpaB/eHWUi0 OTX04aMMW 3/1eKTPUYECKOT0 M 3/1eKTPOHHOT0O 060pyAOBaHUS MW B PO3HUYHbIA MNYHKT, B
KOTOPOM Bbl KYyNnUAu NPOAYKT. YTUNU3UPYATE 3/1eKTPOHHOEe 060pyA0BaHNe B COOTBETCTBUU C HOPMaMU K
npakTukamu, NPUHATBIMU B CTpaHe aKkCcnayaTauuu.

26. TAPAHTUI MPON3BOOANTENA.

JelicTBue rapaHTUM HayMHaeTCcs C MOMEHTA WHCTannsuuum obGopyaoBaHua. [apaHTUiHLIA nepuof
cocTaBnsieT 12 MecsileB Ha BCE KOMMOHEHTbl W3fenus. apaHTMs He pacnpocTpaHAeTcss Ha 4acTu,
NoBpEXAEHHble BCMEACTBME NMOXOr0 WAW HENPABUILHOTO OGCAYXWBAHUSA; 3/1EKTPUYECKNE CUCTEMBbI,
BbiBEJEHHbIE U3 CTPOSA WAW HeWucnpaBHble BCNEACTBME MNPeHeBGpPexXeHusa WnM HeHajexalero ux
MUCNONb30BaHUA WY BCEACTBUE WHbIX MPUYNH, HE 3aBUCAWMX OT MpoussoaguTens.

27. TIPETEH3VN N PEKJTAMALWMN.

Bce cooblieHna NpeTeH3NoHHOro 1 peklaMaloHHOTO Xxapakrtepa, kacalluiMecs MeAnLUHCKOTo u3genus,
HanpaB/fsiTb B afpec yNno/JTHOMOYEHHOTO NMpeAcTaBUTeNss NPOu3BOAUTENS. AAPEC yKa3aH Huxe. B nucbme -
npeTeH3Mn o6s3aTenbHO yKa3biBaTb (haMUIWIO, UMS U OTYECTBO, @ TakKXKe CBOW KOHTAKTHbIi Homep
TeneoHa, HaMMeHOBaHWe L PUANYECKOTo NMua UAN UHANBUAYANBLHOTO NpeanpuHUMaTens.

28. MPEACTABWUTE/Ib MPON3BOANTENA HA TEPPUTOPUNU PO,

OO0O «lleHTakc Megukan Pyc»

108811, r. MockBa, BH.Tep.r. noceneHne MOCKOBCKNI, Nocenok YNbAaHOBCKOro Jleconapka, gom 1
cTpoeHue 1. komHaTta 90, 91;

+7 (495) 721-38-59 - TenecoH,

+7 (495) 721-38-59-p akc

E-mail: service.rufdjpentaxmedical.com

r3
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MepeBoa ¢ KUTAUCKOTO M AHITUACKOIO A3LIKOB HA PYCCKHIL A3bIK

CEPTHO®UKAT

JloroTun:

[CCPIT
(KKCMT)]

Kuralickas Komuccua Copelicreus MexxayHapoatoii Toproane
MexayHapoaxaa Toproeas nasara Kuras

Kuraiickas Komuecus Coneficreua MexayHapoanoi Topronne —
Mexaynapoanas Toprosas nanara Kuras
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Haxneidixa-ronorpamma: [CCPIT (KKCMT))

Kuraiickaa Komuccua Coaelicrans Mexaynapoanoii Toprosne
MexayHapoanas Topropas nanata Kuras
01178744

CEPTH®HKAT

[QR xon]
Pernctpanmonnsiit Ne 223100B0/004085

HACTOSIIIUM CBHIETEJNbCTBYETCA, UYTO: nesats kxommanun JIEHTAKC-Aoxya
Memukan Texmonmomxkuc Ko., Jita. (Pentax-Achua Medical Technologies Co., Ltd.) na
npunoxensom aoxyMedire HFHCTPYKIUA 10 OKCIUIYATALINH — nomymuHan.

TucHenas neuars: Kutaiickas KOMHCCHE coselicTBuS MEXyHapoaAHO# Toprosae.
CEPTUOHKALMA CCPIT. (5)

KnTaitickags KoMuccns cogelictsus
MeaayHapoanol Toprobae

[oznuce

ynonHoModenunoro nuua: [loonucs]
Yxoy INuudaus

Jara: 21 wrona 2022 r.

INewars: Kuratickuit CoBet no conefcTBHIO MEXAYHApPOAHOHU TOpProRBie.
CEPTUOHKAIIMA KCCMT. (05)

BeGcaitt ana nposepku ceprudukara: http://www.rzccpit.com/validate.html
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PENTAX
MEDICAL

HHCTPYKIIUSA 11O SKCIUIYATAIIMIHA

«Cucrema sugeosngocxonnueckoii pusyannzanne PENTAX Medical aas
BEPXHHX H/W/IH HHXHHX OTAEJIOB MeJYA0YHO-KAMIEYHOIO TPAKTA»

Bupeoracrpockon PENTAX Medical EG27-V10¢/EG29-V10c¢.
Bugeoxononockon PENTAX Medical EC38-V10cM/EC38-V10cL.

/A30BPAXKEHHE/

IIpon3BoacTBA KOMUAHHNS

PENTAX-Aohua Medical Technologies Co., Ltd., East of 3rd Fioor, Block C, Building 1, No. $
Shenwang Road, Minhang District, 201108 Shanghai, P.R. China

Hara scTymnenns B cawry: 04/03/2020r.

Bepcus 01-20
HettcTBHE OHO JRomxHOCTD JaTa Hoannch —
Yreepaun Apryp Jak rwg Hotf 1 monx 2022 r. /Modnucv/

[leuars: IEHTAKC-Aoxya Memixan Texronomsnc Ko., Jita.
{(Pentax-Aohua Medical Technologies Co., Ltd.).

2020

TEKCT HA PYCCKOM S3bIKE COOTBETCTBYET TEKCTY HA AHTJIMACKOM A3BIKE

Menars: IEHTAKC-Aoxya Memakan Texronomxac Ko., Jita.
(Pentax-Aohua Medical Technologies Co., Ltd.).
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MepeBod 4aHHOTO TEKCTa BbIMONHEH NepeBogunkom KO AnHbIM KOpueM KOHCTaHTUHOBUYEM.

noanucCh

Poccuiickas Pepfepaums

["opog MockBa.

BocbMoro wuwons ABe TbiCAYM ABafuaTb BTOPOro roga.

A, TlMpokoweHkoBa EneHa EBreHbeBHa, HoTapuyc ropoga MOCKBbI, CBUAETE/IbLCTBYIO
NoANNHHOCTbL Nognucy nepesogumnka tOaNHbIM KOprem KOHCTaAHTUHOBUYEM.

Moanvck caenaHa B MOEM MPUCYTCTBUN.

JIM4YHOCTbL NoANMCcaBLUEro AOKYMEHT yCTaHOB/eHa.

3apeructpmpoBaHo B peecTtpe: Ne 21/86-H/77-2022-
Ynna4yeHo 3a coBepLIeHMe HOoTapmanbHoro gencremsa: 400 py6. 00 kon.

I_IOlﬂll_II/ICb E.E. MpoKoLleHKoBa

CepboBas neyaThb
HOTapuycar.
MoCKBbI
MpokoweHkoBoit E.E.

MpowHypoBaHO, NPOHYMEPOBAHO N CKPeNJieHo neyaTbio__ 88<r™\Ouctl-"a?e3).

E. ~pokoweHKoBa

noarnnmcb

f) u
1/
Poccuiickas dcacpayma M
Fopog MockBa ta

BocbMoOro wuoons ABe ThiCAYM ABajLaTh BTOPOro roja.
¢, NpokoweHkoBa EneHa EBreHbeBHa, HOTapuyc ropoga
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PENTAX

MEDICAL
Instruction manual

"PENTAX Medical videoendoscopic Visualization system for
upper and/or lower parts of the gastrointestinal tract”

Endoscopic trolley
PENTAX Medical PT-VIOc

2020
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ManJwcturer’'s statements.

DECODING OF THE SYMBOLS SPECIFIED IN THIS INSTRUCTION,

1 Purpose of the product.
2 Risk class of the medical device.
3 List of international regulatory documents / standards to which the medical device corresponds.
4. Information about the manufacturer of the medical device.
5 Complete set of medical device.
6. Information about potential consumers (users) of the medical device.
7. Conditions of application.
8. Scope of application.
9. Operating conditions.
10. Indications for use. Contraindications. Precautions.
11. Symbols used in marking.
12. Technical characteristics of the product for repair.
13. The order of work with the product.
4. Maintenance.
'15. Return the tester for repair.
16. Information about sterilization.
17. Storage and transportation conditions.
18. Information about environmental protection.
19. The service life of the medical device.
20. Information about warrantyrepalr and service.
21. Recycling.
22. Manufacturer’'s Warranty.
23. Claims and complaints.
24. Representative of the manufacturer on the territory of the Russian Federation.

v
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~“TURER’S STATEMENTS.

I it is necessary to carefully readthe instructionsfor its operation, as well as instructions for related
foducts and strictly observe them when using. Otherwise, damage to the product or accidental injury to the
seror patient is possible.

you have any questions about the information provided herein, please contact your local PENTAX Medl-
ilCenter, which is subject tochange withoutnotice.

Inauthorized reproduction, in whole or in part, of the contents of this instruction is prohibited.
leep this Instruction and all other necessary guides in a safe place to contact in the future.

IECODING OF THE SYMBOLS SPECIFIED INTHIS INSTRUCTION.

NOTE! Indicates additional useful information.

1. PURPOSE OF THE PRODUCT

Endoscopic trolley PENTAX Medical PT-VIOc, is designed to accommodate the main medical de-
vices and components that make up the medical device: "Videoendoscopic visualization system PENTAX
Medical for the upper and / or lower parts of the gastrointestinal tracf'.as well as additional stationary and
attachmental medical equipment.

2. RISK CLASS OF A MEDICAL DEVICE

Depending on the potential risk of use (according to Appendix No. 2 to the Order of the Ministry
of Health of the Russian Federation dated 06.06.2012 No. 4n) - class 2a.

3. LIST OF INTERNATIONAL REGULATORY DOCUMENTS / STANDARDS TO
WHICH THE ME&IGAL DEVICE CORRESPONDS.

MDD 93/42/EEC; IN I1SO 13485; IN ISO 14971; EN1041; EN ISO 15223-1; ASTM D4169; IN
ISO 14155; IN62366.

4. INFORMATION ABOUT THE MANUFACTURER OF THE MEDICAL DEVICE
Production of the company:

PENTAX-Aohua Medical Technologies Co., Ltd.

East of 3rd Floor, Block C. Building 1. No. 5 Shenwang Road,

Minhang District. 201108 Shanghai, P.R. China

Manufacturingorganizations:

PENTAX-Aohua Medical Technologies Co., Lid.

East of 3rd Floor. Block C, Building 1, No. 5 Shenwang Road, \
Minhang District. 201108 Shanghai. P.R. China K — ' /

N

Shanghai Aohua Photoelectricity Endoscope Co.. Ltd,;
No.66, Lane 133, Guangzhong Road, Minhang District. 201108, Shanghai. P.R.China

5 COMPLETE SET OF MEDICAL DEVICE
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device is supplied in the following configuration:

j~*Mnel node ieft/right (ifnecessary)- 2 pcs,
4eJ|IaneI unit (ifnecessary)-1 pc.
Frame of the lower shelf (ifnecessary)-1 pc.
Rack (ifnecessary)- 1pc.
Boxassembly (ifnecessary)-1 pc.
Console unit (ifnecessary)-1 pc.
Node of the upper shelf (ifnecessary)-1 pc.
Middle shelf (ifnecessary)- 2 pcs.
Hook knot for endoscope (ifnecessary)-1 pc.
.Universal roller (ifnecessary)- 2 pcs.
.Guide roller (Ifnecessary)- 2 pcs.
2 Assembly set (Ifnecessary)-1 pc., consisting of;
M. Screw fixation of side panels and platform M5*14 (ifnecessary)- 30 pcs.
22 Laying screw M5*14 (if necessary)- 30 pcs.
23 Screw for the base of side panels M5 *20 (ifnecessary)- 2 pcs.
24 Laying screw M5*20 (if necessary)- 2 pcs.
25 Wrench M4 (if necessary)-1 pc.
XK 6. Wrench M5 (if necessary)-1 pc.
LLL.7. Key for rollers(if necessary)-1 pc.
3instruction manual - 1 pc.

6@ INFORMATION ABOUT POTENTIAL CONSUMERS (USERS) OF THE MEDICAL

DEVICE

Qualified personnel of medical and preventive institutions, who have undergone special training
mworking with the product.

7 CONDITIONS OF APPLICATION.

)nly by qualified specialists of health and medical laboratories.

8 SCOPE OF APPLICATION.
indoscopy. Minimally invasive procedures.

OPERATING CONDITIONS

The product is allowed to operate at an ambient temperature: from +5 * C to +40 ®C. relative hu-
midity from 30% to 85% (without condensation) and air pressure from 700gPa to 1060gPa.

10. INDICATIONS FOR USE. CONTRAINDICATIONS. PRECAUTIONS.

101 Indications for use ~
Itis indicated for use in the placement of basic medicai devices and components that are partof
Ihe medical device TENTAX Medical Videoendoscopic visualization system for the Upper
end/ or Lower Gastrointestinal Tract", as well as additional stationary and attached medical |
equipment.

10.2. Contraindications to use

There are no contraindications.

10.3. Precautions
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y
~  leave the trolley on a flat surface with the roller stopper down,

y<~yrofley is equipped with equipment and requires its installation on an inclined plane, then fix the
/lgUBient not with it Otherwise, the equipment may fall, which can lead to injury to the operator or

equipment failure.
Itit forbidden: to install on the shelves of the trolley equipment weighing more than 30 kg.

The maximum possible mass of the monitor installed on the console node is not more than 20kg.

Do not connect the ground wires to the trolley. This can lead to electric shock and equipment failure.
Before installing the equipment on the trolley, carefully read the instructions for the equipment,

The hook stand is designed for temporary fixing/hanging of endoscopes before or after endoscopy.
Carefully read the rules for storing endoscopes after the disinfection procedure.

A AN -~

kIt forbidden to: fix /hang endoscopes on the trolley while it is moving.

7 The trolley should be moved at the speed of normal walking.
X Before starting the movement of the trolley, check the cables and tubes, fix the equipment placed on it

When moving up or down an inclined surface, the trolley should always be facing the slope.
11. SYMBOLS USED IN MARKING.

SjTfibol Decoding

@ Indicaiee the need to familiari?e yuiu-sell' with the insiruction manual.

\<ime and nddrcM ofthe manufacturer o f tJic medical dex’ice

m |
> e . - . .
EC REPI and addre?» of the_m_::lmlfacfn’re_r s.W|t.hor|Jed rcpre*entative tn the
o _ iMiropean (oimnunity.
| n] Scrul nunibci.
Date o f production.
WELL: Dircclivc Siyen.
1)kpou;|1 uleleclriClL ;«nd cleclromc culUlpsa>enl w (Jic liunipoiin <Viiruiuinils
MD Medical
X TcemperaluTc limil

f mRequirc-s careful hamllinu.

Top, Speoilies tho correct location during iranapoitattcna tjnd storage,

Protect from tlirecl uinlight

Protect from moisture

NOTE.

Manufacturer: PENTAX-Aohua Medical Technologies Co.. Ltd.
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>NCAL CHARACTERISTICS OF THE MEDICAL DEVICE.

Vv Parameter Specifications
(length X width x height) trolleys 800mm X 700mm x 1220mm
J
Number of trolley levels 4 levels, the height of the levels

is adjustable. The number of
levels can be increased at the
user's choice.

Allowable load Middle shelf: maximum 30 kg.
Load on each roller of the trol-
ley: no more than 100 kg.

y

Weight of the trolley assembly 34kg

Note: A video monitorcan be hung on the console node, Wfth disi“bels from 16 to 24 inches and

$ weightof20.0kg

am Flg.l.
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3. THE ORDER OF THE PRODUCT.

131 Installatigp.
The key is desldhsd to. mount the ri“ht and left panels at the beginning. Screw M5x20 is used to
fasten the base section. The M5>«1 >$ used to secure other parts, including the

upper and middle Stpoes."'ftefer to the diagram to determine the correct location of all other parts
during assembly.

Recommendation for Installation.
Ifany node contains more than one screw, first mount them all. and then tighten

13.2.0peratlon.
Onceassembled. the screw holes should not be o Id rotate easily,
without vibration, towing and other pHenoiftiecha The 6ed on a flat
surface. Fix the roller brakes as shown in Fig. 3. |
4 N
Hg.3.
4)1 The functions of all the details are shown in Fig. 4 and 5.
m Seline and eodoacope okjiQ bl e ~ = Monitor berke hondw'
RO4

I‘y
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Cblettpf W reyikw t»6ctot b «)4cbl»” wkbbroke«>

m Wsitor bottb cpnnectof Keoger bo</16
Fg®6.

14. MAINTENANCE.

Maintenance of the endoscopic trolley is reduced to special care and disinfection.

Wipe the surface of the trolley with i1 soft, pile-free cloth dipped in a 70Vo solution of ethyl dr isoproPV*
alcohol to remove dust and impurities, it is recommended to clean tbp trolley dally

18. RETURN OF.THi:PROPUbyi&ftR6PAIR

For fepaii”, pieasd contact the authorized pentax medical center.

18. INFORMATION ABOUT STERIU2ATIQN. e N
A medical device with IS constituent products is supplied to the final " i " Vv
carriedterilnym and sterilization is not subject. / "o\ ]
» Y
y v
Y.
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TORAOE AND TRANSPORTATION CQNDITIJQNS”?

Transportation conditions.

Ambient temperature: -40“C to 55“C

Relative humidity; 10% to 05% (non-condensing)
Atmospheric pressure: 600 hPa to 1060 hPa

NOTE!

Piece the product packaging in a clean and dry place at room temperature.
Do not store under direct sunlight.

Storage conditions.

<Ambient temperature; S~"C to 40“C

< Relative humidity; 160% (non-condensing)

= Atmospheric pressure: 500 hPa to 1060 hPa

Avoid storing under direct sunlight.

> .
18. INFORMATION ABOUT NV W \o w .
The materials from which the medical d0.ViOOle RWKiucts that make up its
composition, do not have harrriful bnWs en>4r6ga” ot the service life of

the medical device, it should be disposed of, as prescribed by the rules for the disposal of the
medical device end its accessories.

19. THE SERVICE LIFE OF THE MEDtCAL PEVICE.

The service life of the trolley in the Implementation of the recommendations for handling the product
specified by the manufacturer in the technical documentation arid operating instructions is 10 years
from the date of production.

20. INFORMATION SERVICE,

Repair work should be carried out only by a specialistor a company authorized by PEHTAX Medical
(or at an authorized service center)

NOTE. \

The manufacturer is not responsible for injuries to personnel and damage to products dbe to re-
pairs that were made by a person or organization that does nothdve the authority (pemfssion)
from PENTAX Medical. /

1. Incase of damage to parts and components of the product.l mOst u~~onbrspwe”arts supplied
by PENTAX. The manufacturer is not responsible for repairing dam a” ijaus”,by the use of third-
party spare parts.

2. When returning products for repair, it is necessary to attach as a wamanty card, a description of
Iha damage and the contact phone number of the responsible person.

3. During the wrarranty period, the official service center provides free service if it is confim>ed4hat
the breakdown of the product occurred due to defective materials or manufacturing defects, subject
to the rules of operation and maintenance.

4. The above-mentioned free service will be provided provided that the purchased product has bro-

ken under proper operating conditions. Otherwise, the services will be provided on a paid basis.
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ie initial warranty period for the device continues to operate after the repair of the product in
iervice center. After the expiration of the warranty period, repair Is carried out

6. When contacting the service center, you need to provide a warrarty card. The sea”ice center bas
(he right to refuse to provide warranty services Inthe absence of documents or if the provided war-
renty card refers to anoth”~fproduct.
7. The service center haethe right to refuse to provide warranty services in case of improper instal-
lation of the product or work in violation of the Instructions for operation.
8. The service center has the right to refuse to provide warranty services in case of unauthorized
Interference with the product.
9. The service center has the right to refuse to provide warranty services in case of damage due to
natural disasters, such as flood and fire.

On the Issue of warranty repair and service, please contact the central service center PENTAX
Medical: LLC "Pentax Medical Rus”; 108811, Moscow. lhiter.g.

Moskovsky settlement, Ulyanovsk Forest Park settlehrtetlf, 1, bid. 1. room 90,91. Tei.: +7-495-721 -
38-59

Dispose of the product In accordance NiA™plecl In the country of op-
eration.

22. MANUFACTURE

The warranty begins when the rriedioat device is delivered to the end user. Th® warranty period is
12 months for ail components ptruCL The warranty does not apply to parts damaged due
to poor or improperservice, disced bf faulty due to neglect or improper use of them or due to
other reasons beyond the control ofthe Manufacturer.

23. CLAIMS AND COMPLAINTS.

Alt messages of a claim and complaint nature relating to a medical device should be sent to the
authorized representative of the manufacturer, The address Is listed below. In the tetter - claims
must specify the surrtani”™. name and patronymic, as well as your contact phone number, the name
of a legal entity or an individual entrepreneur.

24, REPRESEN1;Wg OF THE MANUFACTURgR QN THfi TERRITORY ORJIHE BUS
SIAN FEDERA"

PENTAX Medical Rus -

108811, Moscow, int.ter.g. psettlement Moskovsky, settlement of Uli~anovsk. Forest house
1, building 1. room 90,91; ' n \
+7 (495) 721-38-59 - TenedoH. v

+7 (495) 721-38-59-h akc
E-Mail: Service. ru@Dentaxmedlcal.com
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PENTAX

MEDICAL

MponssoacTBa KOMMNAHUN:

+Aohua Medical Technologies Co., Ltd., Eastof 3rd Floor, Block C. Building 1, No. 5 Shenwang Road.
Minliang District, 201108 Shanghai, P.R. China

JAarta BcTtynneHna B cuny; 04/03/2020 .

ma01-20
encTBme PO JO0MKHOCTb Aata
fp [HN ApTyp dan "eHepa/ibHbIN 1 HioHsa 2022 T.
[vpekTop
2020 .
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NMPON3BOANTENA.
OBKA CUMBOJIOB, YKA3AHHBIX B HACTOAWEN MHCTPYKLUUMN.

[asHaueHune nsgenus.

l. Knacc pucka MeauLUHCKOTO u3genus.

3. MepeyeHb MeXAYyHaPO4Hbl.Y HOPMATUBHbLIX OKYMEHTOB / CTaHA4apTOB, KOTOPbIM COOTBETCTBYET MeAMLNHCKOE
nsgenue.
4. Hchbopmauus o npoussogutene MeAULUHCKOTO M3genus.
5. Komnnekrauma MeguLNHCKOTO U3fenus.
6. NHpopmayna o noTeHuManbHblX NoTpebuTenax (Nob3oBaTeNsAX) MeLULUHCKOTO U3genus.
7. YCnoBua NpUMeEHEeHus.
8. O6nactb NpUMeHeHuUs.
9. Ycnoswua akcnnayaTtauuu.
10. Moka3aHuA K npuMeHeHuto. NMpoTnsonokasaHua. Mepbl NPefOCTOPOXHOCTH.
11. CuMBOANbI, NPUMEHSAEMbIE NPU MapKUpPOBKE.
12. TexHNn4Yeckune xapakTepucTukyu MeauLMHCKOro nsgenus.
13. Mopapok paboTbl C U3genmem.
14. TexHn4Yeckoe o6CnyxuBaHue.
15. Bo3spaT TecTepa A/19 peMOHTA.
16. MlHchopmaumsa o ctepunmsaymm.
17. YcnoBuna xpaHeHnsa u TpPaHCNOPTUPOBKMU.
18. CBefieHna 06 oxpaHe okpyxatLl,en cpefbl.
19. CpokK cnyx6bl MeAULUHCKOTO U3genus.
20. Hchopmaymsa o rapaHTMRHOM PEMOHTE U CEPBUCHOM OBCNYXUBAHUN.
21. YTnnunsauyuns.
22. TapaHTUn nponsBoanTens.
23. MpeTeH3un n peknamaynu.

24. MNpepnctaButenb NPOM3BOAUTENA Ha TeppuTtopun P®.
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ON3BOOWNTENA.

CEHeHMEeM HeOo6X0A4MMO HUATCAbHO O03HAKOMUTbLCA C WHCTpykumeld tio xeunxatamuu. a lakxc
59MU K COMYTCTBYH LW MM U3AENUsIM U Crpoio co6nwgate UX Npu UCNOMb30BaHWU. 13 NPOTUMBHOM clyyae
noBpexaeHne U3genust UNu cryvaiHoe TpaBMUpoOBaHWE MOJL30BaTeNns UM NaLUueHT.

X HaJn4ymMm BONPOCOB O3 HOCUTENIbHO NpPUBELEHHON 3a4ech MHopMauun o6paTuTecb B MECTHbI CEPBUCHLIN LLeT p
fPENTAX Medical. CogepxaHue gaHHOW MHCTPY KUMUM MOXET BbiTb N3MEHEHO 6e3 NpeABapuUTEIbHOIO YBEAOMIEHUS.

KCaHKUMOMNpOBAHHOC BOCNpPoOW3BeAeHME, B LEOM UWAM  4YacCclMYHO. COAEpPXaHWA HacToAweWh WHCTPyKuuu
mnpeleyo.

Xpanmse gaHHY MHCTPYKLUUIO U BCe ApyrMe Heo6Gxoaummble p>KoBogcTBa B 6e30macHoOM mecTe gsis obpauieHus B
Dyaywem.

PACLWLUM®POBKA CMMBO/IOB. YKA3AHHbLIX BHACTOAWEW MHCTPYKLNW.

MNMPNMMEYAHUNE! Yka3biBaeT Ha OONONHUTENBHYIO nosiesHyto

q nHdopmaymio.

1. HASHAYEHWE U3AOENNA

Tenexka 3Hpockonuyeckads PENTAX Medical PT-VIOc, npegHasHayeHa pf-33 pasMeweHnss OCHOBHbIX
MeANLUUHCKUX nNpubopoB W KOMMOHEHTOB, BXOAAWMWX B COCTaB MeAUUUHCKOro wusgenunsa: «Cucrtema
BMAeoaHgockonuueckoli Busyanusaumn PENTAX Medical gna BepxHUX W/MAM HUXKHUX O34€/10B XEeNy[04YHO-
KUWEeYHOoro Tpakta», atakxe [OMNOJ/IHUTE/IbHOTO CTALMOHAPHOTO U HAaBECHOIo MeANLMHCKOro 060pyAoBaHUA.

2. KTIACC PNCKA MEAVNUWMHCKOIO USAENNA

B 3aBMCMMOCTM OT MOTEHLMANbHOrO pucka NpPUMeEHeHusA (cornacHo npunoxeHuw Ne2 k lMpukasy
MwuHuncTepcTBa 3apaBooxpaHeHnsa P® o1 06.06.2012r Ne 4H) - knacc 2a.

3. MNMEPEYEHb MEXAYHAPOAHBbLIX HOPMATUBHbLIX AOOKYMEHTOB /
CTAHOAPTOB. KOTOPbIM COOTBETCTBYET MEANUWMHCKOE U3AEJ/TUNE.

MDD 93/42/EEC; EN ISO 13485; EN ISO 14971; EN1041; EN ISO 15223-1; ASTM D4169; EN ISO
14155; EN 62366.

4. MH®POPMALNA O MPOM3BOANTEJNIE MEONUNMHCKOIO N3AENTNA
[l ponssogcTeo KOMMaAHUN:

PENTAX-Aohua Medical Technologies Co., Lid.

East of 3rd Floor, Block C. Building 1, No, 5 Shenwang Road,

Minhang District, 201108 Shanghai, P.R. China

OpraHn3ayumMn-n3roToBUTENN: \

PENTAX-Aohua Medical Technologies Co., Ltd.
East of 3rd Floor, Block C, Building 1, No. 5 Shenwang Road,

i]s
Minhang District, 201108 Shanghai, P.R. China ’
/
2. Shanghai Aohua Photoelectricity Endoscope Co., Ltd.; *
No0.66, Lane 133, Guangzhong Road, Minliang District, 201108. Shanghai, P.R.China Y
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MAMEAVNLMWHCKOIO U3AENNA
n3aenne nocrtaBnsdeTca B cne,qyrou_l,eﬁ KoMnnekraynn:

60KOBOIN NaHeNn nesblit/NpaBblil (NPU HEOBXO4UMOCTHN) - 2 WT.
3agHeli naHenn (Npn HeO6XoA4MMOCTKM) - 1 WT.
HUXHEN nonku (NpuM Heob6xoaUMOCTKU) ¢ 1 WT.
CToiika (npn Heob6xogumocTu) - 1wT.
5. Ysenawwuka (npn Heob6xogmmMmocTn) - 1 wT.
6. Y3en koHconu (npun Heo6xoammocTn) -1 wT.
7. Y3en BepxHelh nonkn (npn HeobxoammocTn) - 1 wr.
8. CpeagHas nonka (Nnpn Heo6X04MMOCTKM) - 2 WT.
9. ¥Y3en kptoka gna aHgockona (npuM HeobxoammocTun) - 1 wWT.
10. YHuBepcanbHblh ponuk (Npn He0o6Xo4MMOCTM) - 2 WT.
11. HanpaBnswwmnini ponuk (npu HeobxognumocTun) - 2 wWT.
12. C60pOYHbI/i KOMNAEKT (Npu HeobxoammocTn) - 1 wT., B cocTase:
12.1. BMHT chukcayum 60KoBbIX NnaHenei n nnatpopmel M5*14 (npn HeobxoanmocTn) - 30 WT.
12.2. Mpoknagka BuHta M5* 14 (npn Heob6xogumocTn) - 30 WT.
12.3. BUHT ans ocHoBaHUA 60KOBbIX naHenein M5*20(npu Heo6Xo0A4MMOCTHU) - 2 WIT.
.4..NMpoknagka BuHTa M5*20 (Npn Heob6xoANMMOCTM) - 2 WT.
.5. NaeyHblt kntoy M4 (npn Heob6xoanumocTn) - 1 wT.
« 1 2 .6. FaeuHblii kNtoy M5 (npu Heo6xoagumocTn) - 1 wWT.
12.7. Knwouy gna ponukos (Npun Heob6xoammocTu) -1 wrT.
13. MHCTpYKLMA No aKkcnayatauyum - 1w,

6. MHPOPMALMNA O MOTEHUWMANBHBIX NTOTPEBUTENAX (MOJTB3OBATENAX)
MEOVWLUWMNHCKOIo USAENNA

KBanngnynpoBaHHbIN nepcoHan nevyebHO-NponnakTnieckux yuypex;leHnii. npowegwnin cneynanbHoe
obyyeHue no paboTte c U3gennem.

7. YCNOBUA MPNMEHEHNA.

TonbkKo KBaNUUUMpoOBaHHbIMKU cneunanuctamum AMNY.

8. OBJIACTb MPNMEHEHNA.

HAocKoNMs. ManonHBasnBHbIe NpoLeaypbl.

9. YCNOBUA SKCMNNYATALNN

M3nenve gonyckaeTcs akcnayaTupoBaTb Npu TemnepaTtype okpyxatuieil cpeabl: oT -t-580C o +40®C.
OTHOCUTENbHOW BNaxHocTn oT 30% Ao 85% (6e3 kKoEweHcaTta) n gasneHun sosgyxa ot 700rMa go
K060rMa.

10. NMOKA3SAHNA KMNMPUMEHEHNIO. MPOTUBOIMOKA3AHNA. MEPBDI
MPEAOCTOPOXHOCTW.

10.1. TMokasaHusa K MPUMEHEHMUIO

Moka3aHa K NpMMEHEeHUI0 ANA pa3mMeLw,eHNa OCHOBHbIX MeAULUNHCKUX NpubopoB MKomnoHeHTOB, Vi-.;j )
BXOASALWMNX B COCTAaB MeguLMHCKOro nsgenmsa «Cucrtema BugeosaHgockonmyeckon pusyannsaunm PENTAX/
Medical gnsa BepXHUX N/MAN HUXHUX OTAENOB XENYA0UYHO-KMLL EYHOTo TpakTa», ATakxe

[OMONTHUTENBHOTO CTALMOHAPHOTO U HABECHOTO MEANLMHCKOTO 060pyA0BaHUS.

10.2. TpOoTMBONOKAa3aHUSA K MPUMEHEHUIO
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He cylecTByeT.

npepoCcTOPOXHOCTHA

ocTaB/iAliTe Tenexk\ Ha POBHOW MNOBEPXHOCTM C ONYL EeHHbIM clonoptm ponuk'os.
Tenexka ykomnaektosaHa 064>pyfoBaHHEM U TpebyeTcsi ee yCcTaHOBKa Ha MaKNOHWNY juockocth, To
3akpenute ob6opygoBaHWe He Heil. B rhoTMBHOM c/lydae BO3MOXHO mnaneHue 060pyLOBaHUS, 4TO MOXET
npuBECTW K TpaBMe onepaTopa Wau NosoMke 060pyAoBaHuUS.

(3anpewaeTcs: yctTaHaB.THBaTb Ha NONKW Te.TeXkn obopypgoBaHue secom 6onee 30Kkr.

3 MakcumanbHO BO3MOXHAas mMacca MOHMTOpPa, ycTaHaB/iMBaeMOl0 Ha y3es KOHCONKN He 6onee 20kKr.

4. He noaknwuyaiTe npoBoga 3a3eM/IeHUSA K Tesiexke. 3TO MOXET NPUBECTU K NOPaXeHU 3/1eKTPUYECKUM TOKOM
N nosomke o6opynoBaHus.

5. Mepepf ycTaHOBKO 060pyA0BaHUA Ha TeEeXKY, BHAMATE/IbHO 03HAKOMbTECH C UHCTPYKUMEWH K 060pyL0BaHMIO.

6. CrToika Cc KplokaMun npegHasHayeHa [/ BPEMEHHOro 3akpeuneHusa/noaBelwBaHUsA 3HAOCKONOB A0 MAM nocne
npoBeAeHns 3HAOCKONUN. BHUMATENbHO O3HAKOMbTECh C NpaBuaaMu XpaHeHWs 3HAO0CKOMNOB MoOC/e npoueaypbl
nesnHgekumn.

3anpewaeTca: SaerI'IJ'IHTb/I'IO,deUJVIBaTb OQHAOCKONblI Ha TesieXKe BO BpeMAa ee ABUXEHNA.

7. Tenexky cnepyet nepegBulatb CO CKOPOCTbH 06bIYHON XOAbObI.
8. Tllepep Hayanom nepefBUXEHWUS Tenexku, nNpoBepbTe kabenu u Tpy6ku, 3aKpenuTe pasMel,eHHOe Ha Hell

obopypoBaHue.
Mpu ABMXEHWN BBEPX MM BHMU3 MO HalO O TIO NOBEPXHOCTU, Tenexka Bcerga Ao/mkHa 6biTb obpalieHa NMueBoi

4aCTb K CKJ/TOHY
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MPUMKYNTNWH.

Mponleogutens; PI'N I'AX-Aohua Medical Technologies Co.. Ltd.

12. TEXHNYECKWME XAPAKTEPNCTUKN MEAVNLWMHCKOIO M3OENNA.

MapameTp TexHu4YyecKkue xapakKTepucTuku
(AMHa X WwmpuHa X BbliCcOTa) TENEXKMN 800Mm X 700MM X 1220MMm
Uncno ypoBHEN Tenexkun 4 ypoBHA, BbicOTa YpOBHel

perynupyetcs. Konwnyectso
YPOBHEN MOXET 6bITb YBESIMYEHO
no BbIGOPY nofnb3oBaTensd.

OonycTumas Harpyska CpefHsAsa noska: makcMmasnbHo 30

Kr. Harpy3ska Ha KaXgbli ponmk
Tenexkun:. He 6onee 100kr.

Macca Tenexxku B cbope 34kr

MpumedaHne: Hay3en KOHCOMM MO>KHO NoABeLIMBaTb BUAEOMOHUTOP, C AnaroHanaMu oT 15 10 24 aroiiva
1 Maccoli 20.0kr

Cwm. Puc.1.
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Puc.1. CxemaTtnueckoe n3obpaxeHne cO0pPKN TENEXKN IHLO0CKONNYECKON.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMY (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
I

o
¥

Puc.2. Dororaduuecroe wobpaxenne Tenexxn sunocxonuecxod PENTAX Meglaal PF-Wi0dY, -

4
.

20



PABOTblI C USOE/TMNEM.

BAHaA3HA4YeH A4NA MOHTaXa nNpaBoii M 1EBOIN naHenel BHavane. BUHT M5720 cnyxuT gns KkpennexHus
TPpy6KN Kpyrnoro cevyennsa. M5><14 cnyxuT gns KpenneHus Apyrux getaneili, BkaYasa BEepPXHIO0
cpegHve nosikn. O6paTuTtecb K Cxeme, YyTo6bl ONpeAennuTb NpaBu/IbHOE PAaCNOJIOXKEHNE BCEX OCTasIbHbIX

"petaneli npu cbopke.

PekoMeHaaLMs Mo MOH T a>Ky-
Ecnu Kakoii-nm6o y3en coaepxuT 60nee 04HOro BUHTA, BHAYane CMOHTUPYATe UX BCe, a 3aTeM 3aTarmeaiite

13.2. 3kcnnyartayus.
YHuBepcanbHblii POSIMK [OMXKEH

Mocne c60pkM, OTBEPCTUS MOA BUHTbI He [OJIXHbl OblTb CMELEHbI.
Bpalwatbcs nerko, 6e3 Bubpauum, GYKCOBaHUA U APYTUX ABNEHWi DHAO0CKOMMUYECKYH Tefexky crnegyet

pasmelaTb HA POBHOI NOBEPXHOCTU. 3ad)MKCMPYiiTe TOPMO3a POJIMKOB, KaK nokasaHo Ha puc. 3.

dukcaums Topmosa OTnyckaHue Topmo3sa

ponuka ponuka

Pnc.3.

®yHKUMKU BCeX AeTasneit mokasaHbl Ha puc. 4 u 5.

m [loABecka A/1s1 nakeTa ¢ hU3pacTBopom MopaBecka ansa moHkKIeopa H Sipnyn

Pwuc.4.
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MecTo ansa 6/10ka PO3eTOK ' TopMo3a pONUKOB 47151 hUKCaLmmN TENEXKM

m KpensieHre 15 KOHHEKTopa EMKOCTY /151 BOAbI Moagecka A5 eMKOCTY A4/1s1 Bodpl

Puc.5.

14. TEXHNYECKOE OBCNYXNMBAHWE.

TexHnyeckoe o6CNyXmMBaHue TeNEXKN 3HL0CKONMUYECKO CBOANTCA K 0CO6OMY yXoAy W Ae3nHieKLuu.
MpoTupaiTe NOBEPXHOCTb TENMEXKN MATKON 6E3BOPCOBON TKaHbK, CMOYEHHON B 70% pacTBOpe 3TUI0BOTO

AN M30NPOMWAOBOr0 CRAMpTa, AN yAaneHusa Nblu U 3arpasHeHunii. PekoMeHAyeTCs ouulaTtb Tenexky
eXeaHEeBHO.

15. BO3BPAT U3AENNA ANA PEMOHTA

[na npoeBefeHns pemMoHTa, o6paTuTech B aBTOPU30BaHHbIN cepBuc-ueHTp PENTA X Medical.

16. NH®POPMALINA O CTEPUTTNSALLNN.

MeAuLuMHCKOE n3genne ¢ BXOAAWMMM B €70 COCTaB U3eNnaMun nocTaBisseTcsd KOHEeUYHONNAp A7
HeCTepUNbHbIM U CTEPUNN3ALNN HE NOLNEXMNUT.
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YCNOBUA XPAHEHUA N TPAHCIMOPTUNPOBKW.

Ycnoeusa TPAHCNOPTUPOBKH.

e TemnepaTypa okpyxatuien cpegbl: oT -40°C go 55°C

¢ OTHOCMTEeNIbHAs BaXHOCTb: 0T 10% pgo 95% (6e3 koHAeHcauun)
« ATmocpepHoe gasrnieHne: ot 500 rMa go 1060 rMa

MPNMMEYAHWME!

MomecTUTe ynakoBKy M3fenns B YNCTOM U CYXOM MecCTe C KOMHATHON TemnepaTypoii.
He xpaHuTe noj BO3AECTBMEM MPAMOro COTHEYHOTO CBeTa.

YcnoBua xpaHeHus.

« TemnepaTtypa okpyxatuwei cpegbl: oT 5@C go 40°C

* OTHOCMTENbHadA BNaxHoOCTb: <80% (6e3 kKoHAeHcauun)
* ATMOcepHoe gasneHune: ot 500 rMa go 1060 rMa

N3beraTb xpaHeHUs nof Bo3AeiACTBMEM NPAMOro CO/THEYHOTO CBeTa.
18. CBEAEHWA OB OXPAHE OKPY>XAIUWEW CPEADI.

MaTepuansl, U3 KOTOPbIX NPOU3BELEHO MEAMULMWHCKOE n3fenune, a Takxe u3genus, Bxoaslme B ero
cocTaB, He OKa3blBalOT BpeAHbiXx BO3AelcTBUII Ha OKpyxXatwuwylw cpeay. locne oKOHYaHUsS cpoka
CNyX6bl MeAWUWHCKOrO M3Jenus, ero cnepyet yTWM3uMpoBaThb, Kak TOro npeanucbiBalT npasuia
yTUAu3auum MeauunMHCKOTo N34eNnus U BXoAsLWNX B €70 COCTaB aKCeccyapos.

19. CPOK C/1YXXBbl MEAVNLUWMNHCKOIO M3OAENNA.

Cpok Cnyx6bl Tenexkn npu BbIMOSHEHUM peKOMeHAauuii no o6paleHuto ¢ u3genvem, ykKasaHHbIX
NPoM3BOAUTENIEM B TEXHWYECKON [OKYMeHTauuu u"MHCTPYKUMAX no askcnnyaTtauum 10 net oT pathl
npousBo/cTBa.

20. MHPOPMALINA O FTAPAHTUAHOM PEMOHTE " CEPBUCHOM
OBCNYXNMNBAHUW.

PemMoHTHble paboTbl 4OMKHbI MPON3BOAUTLCA TO/TBKO CNELUANMCTOM UIU KOMNaHuWel, NoNyynBLW MMM Ha 3TO
paspeweHne PENTAX Medical (nnn B aBTOpM3OBAHHOM CEPBUCHOM LLeHTpe)

MPNMEYAHWNE.

Mpon3BoanTenbs He HECET OTBETCTBEHHOCTM 3a TpaBMbl NepcoHana u nospexaeHusa>rN)"er(u” icneg”sune
pemMoHTa, KOTOpbI/A NPOM3BOAUACA NNLOM WAW OpraHu3aunen, He umer wum LHO.[p<bmM6*) MR X P Ap~rBY ) OT
PENTAX Medical. A I

1. Mpwn noBpexaeHun getanein 1 KOMNOHEHTOB U34ennMsa Heob6xoaAnMmMo ncnonb3Bga” Tenwko sanae’b”
noctaensiemble komnaHuein PENTAX. T[pou3sBogutens He Hecét oTBe/lITi"HHoctn 3a yc
NOBPeXAEeHW, BbI3BAHHbIX NCNO/b30BAHMEM 3anacHbIX YacTeil CTOPOHHMX noctaBulwKOB.

2. Mpwn BoO3BpaTte wu3genuii Ans pemoHTa cnepgyeT npuknagbiBatb Kak rapaihnttgbtM-tanoi, onucaHue
NoOBpeXAeHUs N KOHTaKTHbI HOMep TenedpoHa OTBETCTBEHHOTO nuua. "

3. B TeuyeHne rapaHTMIHOrO cpoka oduunanbHblil cepBucHbEM LeHTp npepocTaBnseT 6ecnnaTHoe
obcnyxunsaHue, ecnu 6ynetr noATBEPXAEHO, 4YTO MNoJsiIOMKa Wu3fenus npousowsia BerefcTBMe 6paka

..................................... =
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. BbllleHa3BaHHoe 6ecnnatHoe o6CcnyxuBaHue GyaeT NpefocTaB/NeHO NPW YCAOBUK, YTO NpuobpeTEéHHOe
u3genue croManocb NpuU Hagfexalwnx ycnoBuax akcnayatauum. B NnpOTUBHOM C/lydyae CEPBUCHbIE YCNYyru
6yAYyT OKasaHbl Ha NNaTHOW OCHOBeE.

5. [lMepBoHaua/bHbIA rapaHTUiiHbIA CpPpOK Ha Npu6Gop NpoaoskaeT AelicTBOBAaTbL NOC/e peMoHTa M3aenvs B
Halwem CepBUCHOM LeHTpe. [Mocne UCTCYEeHUS rapaHTUIIHOTO Cpoka PEMOHT OCyLLecTBAsieTCA Ha MaTHOl
OCHOBE.

6. Mpwn obpaw,eHnn B CEPBUCHbBIN LEHTP BamM HE06.X0AMMO NMPefocTaBuUTb rapaHTUHBLIA TanoH. CepBUCHbIN
LEeHTp BNpaBe OTKa3aTb B nNpegocTaB/iIEHNU rapaHTVIﬁHbIX ycnyr npn oTCcytTcTBUn AOKYMEHTOB UK B cnyyae,
€C/1 NpefoCTaB/EeHHbIi TapaHTUiHbIA Ta/lOH OTHOCUTCSA K APYTOMY U3AENUIO.

7. CepBUCHbIN LEeHTp BNpaBe OTka3aTb B MpefoCTaB/E€HUUN rapaHTUWHbIX YCAYr B c/llyyae HenpaBW/bHOTO
MOHTaxa n3genus nnu paboTbl C HApPYLWeEHNEM yKa3aHWil MHCTPYKLUM HO 3KCTblyaTaumnu.

8. CepBUCHbIA UeEHTp BMApaBe oOTka3aTb B MNpejocTaB/ieHUM rapaHTUHbLIX YyCNyr B crydae
HEeCaHKLUMOHMPOBAHHOIO BMellaTeNbCTBA B U3aesne.

9. CepBUCHbLI LEHTp BMpaBe OTka3aTb B NpefoCTaB/IeHNM rapaHTUAHbLIX YCAyr B cryyae MOBpPeXAeHuit
BCNeACTBUE CTUXUWHBIX 6eACTBUI, TaKUX Kak HABOAHEHWE 1 NoxXap.

Mo Bonpocy rapaHTUAHOTO peMOHTa M CEPBUCHOTNO 06CYyXUBaHMA obpalaTbca B afpec LeHTpaabHOro
cepBucHoro ueHtpa PENTAX Medical: OOO «MeHTakc Megukan Pyc»; 108811, r. MockBa, BH.Tep.r.
noceneHve MOCKOBCKWIA, MOCENOK Y 1bSAHOBCKOTO Jleconapka, 4. 1, cTp. 1, komHata 90.91. Ten.: +7-495-721-
38-59

21. YTUNN3ALNA.

YTMHMBMpyMTe n3penve B COOTBETCTBUN C HOPpMaMN U NPakKTUKaMn, NPUHATbIMW B CTPpaHe aKkcnayatauyuu.

22. TAPAHTUW MPON3BOANTENA.

[encTBrne rapaHTUM HauymHaeTCs C MOMEHTa NOCTaBKM MEAWLUHCKOTO U3fenusa KOHe4YHoMYy noTpeburtento.
FapaHTUiiHbIA nNepunof cocTaenser 12 wMecsAueB Ha BCe KOMMOOHEHTbl u3genusa. [apaHTua He
pacnpocTpaHsaeTCsas Ha 4YacTu, NOBPEeXAEeHHble BCAeACTBME MAO0XOro WMAW HenpaBWbHOTO O06CAYXUBAHUSA,
BblBEl€HHble 13 CTPOA WU HeucnpasBHble BCNeACTBME MNpeHebpexXxeHWs WAM HeHagnexauwero ux
MUCMNO/Mb30BaHNA WU BCNEeACTBME UHBIX MPUYMH, HE 3aBuUCALWNX OT MNMponssoantens.

23. MPETEH3NWN N PEKJTAMALINW.

Bce co06LLeHUs NMPETEeH3MOHHOTO M peknaMaluMoHHOIo Xxapakrtepa, Kacalumecs MeauuuHCKOro usgenus,
HanpaB/sATb B aApec yNnoJIHOMOYEHHOTro NpeAcTaBUTENS MPOM3BOAUTENS. AQpec yKka3aH HUxe. B nucbme -
npeteH3un o6s3aTeNbHO yKasbiBaTb (aMUINIO, UM M OTYECTBO, a TakXe CBOM KOHTAKTHbIi HOMep
TenedgoHa, HaMMeHOBaHWE K PUANYECKOTO IMLA UIN UHAUBULYAIbHOTO NpeAnpuHUMaTens.

24, NMPEACTABUTE/NIb MPON3BOANTENA HA TEPPUTOPUUN POD.
OO0O «leHTakc Megunkan Pyc»

108811. r. MockBa, BH.Tep.r. noceneHne MOCKOBCKKNIi, Nocenok YNbsiHOBCKOro Jleconapka, aom |.
cTpoeHue |. komHaTta 90, 91;

+7 (495) 721-38-59-TenedoH, /
+7 (495) 721-38-59 - chakc /- |
E-mail: service.ru(flDentaxmedical.com / NTr
1
\ 7 /
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MepeBOA C KUTACKOr0 U aHTIMACKOTO A3bIKOB Ha PYCCKMIA A3bIK

CEPTUDPUKAT

Jlorotun:

[CCPIT
(KKCMT)]

Kutaiickas Komuccusa Copgeiictena MexagyHapoaHoin Toprosne
MexayHaponHasa Toprosas nanata Kutas

Kutalickaa Komuccus CogelicteBus MexayHapogHoli Toprosne
MexayHapogHasa Toprosas nanata Kutasa
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Hakneiika-ronorpamma: [CCPIT (KKCMT)]

Kntarickaa Komunccus CogerictBusa MexxayHapogHoii Toprosre
MexxayHapoaHas Toproeasa nanata Kutasa

01178742

CEPTUDPUKAT

[QR koa]
PerncrpauymnoHHbii Ne 223100B0/004087

HACTOAW MMM CBUAOETEJ/IbCTBYETCHA, 4YTO: neyatb komnaHuun TMTEHTAKC-Aoxya
Megnkan TekHonogxuc Ko., Jita. (Pentax-Achua Medical Technologies Co., Ltd.) Ha
npunoXxeHHom gokymeHte MHCTPYKUWA MO SKCMAYATALNWN - noanvHHas.

TucHeHas nevatb: Kutalickasa KOMuccusa cofgelicTBua MexayHapoaHOW TOproene.
CEPTUOUKALLMSA CCPIT. (5)

Kuntaiickana Komuccusa cogeinctema
MeXAYHapoAHOU Toproese

Moanwuck
yrnosiHoMo4eHHoro nuua: [Mognuce]
oy MNMuHdaHb

JAata: 21 nioHa 2022 T.

MeuaTb: Kutanckuii CoBeT Mo cogeiicTBMIO MeXXAYyHapoaAHOW TOProBie.
CEPTUDPUKALMSA KCCMT. (05)

Beb6canT gns nposepku ceptucdmnkarta: http://www.rzccpit.com/validate.html
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PENTAX
MEDICAL

NMHCTPYKLUWA MO SKCNAYATALUNU

«Cunctema BugeoaHgockonudeckom smnsyanusaymm PENTAX Medical gns
BEPXHUX N/NNN HMXKHUX OTAENO0B XXeNyAOUYHO-KNLWEeYHOro Tpakrta»

TeneXkka aHgocKonuyeckas
PENTAX Medical PT-VIOc

IN30BPAXKEHNE/

Mpown3soacTBa KOMNaHUN:

PENTAX-Aohua Medical Technologies Co., Ltd., Eastof 3rd Floor, Block C, Building 1, No. 5
Shenwang Road, Minhang District, 201108 Shanghai, P.R. China

[Jara sctyrvieHus B cwty: 04/03/2020r.

Bepcus 01-20
[Levictere jolj(e] JomKHoCTb Jarta Moanwch
o eHepasbHb I
YTBeponn ApTtyp Jdan TlVipeKTop 1wvioHA 2022 T. /Mognuce

Medars: NEHTAKC-Aoxya Megykan TekHonomkmc Ko., Jira.
(Pentax-Aohua Medical Technologies Co., Ltd.).

4 2020

TEKCT HA PYCCKOM fAA3bIKE COOTBETCTBYET TEKCTY HA AHIJTMACKOM HA3bIKE

Ha Ka)K,CI,OI7I CTpaHHble NeYyaTb KoOMMNaHnn.

Meyars: NEHTAKC-Aoxya Megmkan TekHonompxmc Ko., J1ra,
(Pentax-Aohua Medical Technologies Co., Ltd.).
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MepeBos AAaHHOTO T eKCT a BbINOAHEH NepeBOAYUKOM O AUHBIM O puemM KOHCT AHT MHOBUYEM .

noarincCob

Poccuiickaa depepauns
fopog MockBa.
Bocbmoro wiwona ABe ThicA4YM ABajLaTb BTOPOro roja.
A, TlMpokoweHkoBa EneHa EBreHbeBHa, HoTapuyc ropoga MOCKBbI, CBUAETENbCTBYIO
NoANMHHOCTL NoanucKn nepesogyumnka tOanHbIM KOpnem KOHCTAHTUHOBUYEM.
Moanucb caenaHa B MOEM NPUCYTCTBUMN.
JINYHOCTbL NOANMCABLUEr0 AOKYMEHT yCTaHOBMEHaA.

3apeructpupoBaHo B peecTpe; Ne 21/86-H/77-2022- 5 ™'
YnnadeHo 3a COBepLIEHUEe HoTapuanbHoro geictemna: 400 py6. 00 kon.

nounnce | npoKoWeHKOBA

lep6oBas neyaThb
HOTapuycar.

M oCKBblI
NpokolweHkoBoW E.E,

MpoWHYPOBaHO, MPOHYMEPOBAHO M CKPEMJIEHO nevaTbio__ 29 i NgENORML>

V-, Y >

noanmcb E.E. po,

Poccuiickaa denepauHs /
[opoa Mocksa
BocbMoro wuona Age TbicAYM NBaAnaTb BTOPOro roga.
A, NpokoweHkoBa EneHa EBreHbeBHa, HoTapnyc ropoga Mocksbl,
CBHAETENbC1&)(0 BEPHOCTb KOHWH C NPeACTaB/IEHHOITO MHe JOKYMeHTa.

X«21/86-H/77-2022- n
1a.lbHOro feicTBunS; 1860 py6. 00

E.E. MNpokoweHKkoBa

(@] /
np;u0poHymMmepoBaHO, CKPenseHo
cTt(a) (oB)

.NMpokoweHKkoBa
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CERTIFICATE

'h Mtf m WS N a # K n ‘r mn n #
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ST Ne A A A #

[hina Council for the Promotion of International Trade
China Chamber of International Commerce

IE  BA o A
CERTIFICATE
0 V. 223100B0/004086

THIS IS T10 CERTIFY THAT: the seal of Pentax-Aohua
Medical Technologies Co., Ltd. on the annexed
INSTRUCTION MANUAL is genuine.

Hiina C'ouiicil for the? Promotion
of International Trade

Authorized

i Zhou Pingf
Signature;

on: 20227067210
(Date: Jun. 21, 2022)
Website for verifying the certificate: hup://w*w. rzeepit. com/validate. html
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PEHTAX

MEDICAL
Instruction manual

“PENTAX Medical Videoendoscopic visualization system for
upper and/or lower parts of the gastrointestinal tract”

Automatic leakage tester
PENTAX Medical PLT-VIOc

rsm

Production of the company:

PENTAX-Aohua Medical Technologies Co., Ltd., East of 3rd Floor, Block C, Building 1. No. 5
Shenwang Road.
Minhang District, 201108 Shanghai. P.R. China

Date of entry into force: 04/03/2020

Version 01-20

Action NAME Poet n Date
Approved Arthur Dfiki General Man June 1, 2022
aqer Lo
2020
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contents
j MANUFACTURER’'S STATEMENTS.
DECODING OF THE SYMBOLS SPECIFIED INTHIS INSTRUCTION.
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acturer”®™ statements.

~fore use, itis necessary to carefully read the instruction manual of the device and the endoscope
used with It, as well as instructions for related products and strictly observe them when using. Otherwise,
damage to the product or accidental injury to the user or patient is possible.

The instructions describe the procedure for checking and preparing the device before use, working with
the processor, maintenance after use, etc. The instructions do not describe the methods of conducting
specific procedures, italso does not contain training materials for beginners on the correct impiemen-
lation of techniques and medical aspects of using the device.

If you have any questions about the Infoimation provided herein, please contact your local PENTAX
MedicalCenter, which Is subject tochange withoutnotice.

Unauthorized reproduction, in whole or in part, of the contents of this instruction is prohibited.
Keep this instruction and all other necessary guides in a safe place to contact in the future.

DECODING OF THE SYMBOLS SPECIFIED INTHIS INSTRUCTION.

* ’ Indicates a potentially dangerous situation that, if not
prevented, could lead to death or serious injury.
N-4*N WARNING!
Indicates a potentially dangerous situation that, if not
prevented, can lead to mild or moderate injury. Itcan aiso
*AATTENTION! be used to warn of unsafe practices or the riskof damage
to eouipment.

NOTE! Indicates additional useful information.
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>f£ OF THE PRODUCT

fdtic leakage tester PENTAX Medical PLT-V10c, designed to ensure the leakage of medical
>oscopes. ltis used to check medical endoscopes for leaks. The leakage tester can detect leaks

mmh high accuracy and reliability, requiring less time and effort.

2. RISK CLASS OF A MEDICAL DEVICE

Depending on the potential risk of use (according to Appendix No. 2 to the Order of the Ministry of
Health of the Russian Federation dated 06.06.2012 No. 4n) - class 2a. .

3. LIST OF INTERNATIONAL REGULATORY DOCUMENTS / STANDARDS TQ WHICH
THE MEDICAL DEVICE CORRESPONDS.

MDD93/42/EEC; IN 1SO 13485; IN ISO 14971; EN1041; EN ISO 15223-1; IN60601-1; IN60601-1-

2
IN60601-2; ASTM D4169; IN ISO 14155; IN62366; IN 62304.

XU. INFORMATION ABOUT THE MANUFACTURER OF THE MEDICAL DEVICE
production ofthe company:

PENTAX-Aohua Medical Technologies Co.. Ltd,

East of 3rd Floor, Block C, Building 1. No. 5 Shenwang Road,

Minhang District, 201108 Shanghai. P.R. China

Manufacturing organizations:

). PENTAX-Aochua Medical Technologies Co., Ltd.

East of 3rd Floor, Block C, Building 1, No. 5 Shenwang Road,

Minhang District, 201108 Shanghai, P.R. China

I Shanghai Aohua Photoelectricity Endoscope Co.. Ltd,;
No0.66, Lane 133, Guangzhong Road. Minhang District, 201108, Shanghai, P.R.China

5. COMPLETE SET OF MEDICAL DEVICE
The medical device is supplied In the following configuration;

) eTester -1 pc.
mConnecting tube for endoscopes (ifnecessary)-1 pc.
<Transform Connector tube (ifnecessary)-1 pc.
- Fuse - 4 pcs.
- Power cable, -1 pc.
= Instruction manual -1 pc.

6. INFORMATION ABOUT POTENTIAL CONSUMERS fUSERS> OF THE MEDICAL DE-

-V->- [
Qualified personnel of medical and preventive institutions, who have underQOI>"" INMA4penr A
working with the product. -y -t \
7. CONDITIONS OF APPLICATION.

\

Only by qualified specialists of health and medical laboratories.
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APPLICATION.
vCopy. Minimally invasive procedures.
; OPERATING CONDITIONS

Automatic leakage tester is allowed to operate at ambient temperature: from +5 * C to +40 * C, relative
humidity from 30% to 85% (without condensation) and air pressure from 700 hPa to 1060 hPa.

10. INDICATIONS FOR USE. CONTRAINDICATIONS. PRECAUTIONS.

10.1. Indications for use

It le Indicated for use to detect the presence of leaks in medical endoscopes after a videoendoscoplc
procedure before Immersion In a disinfectant solution.

1l10.2. Contraindications to use

There are no contraindications.

10.3. Precautions

I
Note

Automatic leakproofness tester PENTAX Medical PLT-VIOc must be connected to a stationary electri-
cni outlet with grounding. The user is solely responsible for the serious consequences caused by con-
necting the device to a power source without grounding.

In order to avoid explosion and fire, it is strictly forbidden to install and use a leak tester in a room con-
Itilning combustible-.gases.

(Before replacing the fuse, itis necessary to disconnect the power supply.

Connection to power supply.

Before turning on, make sure that the mains voltage corresponds to the one indicated on the label. The
device Is connected to the mains In the off state.

The power supply must be grounded. Use the power cable that came with the device or similar in char-
dclerlstlcs.

The device is equipped with a socket on the rear panel that meets the standard requirements. Follow
~applicable safety regulations to ground the appliance through the socket.

Air supply

The air pump Is built into the device. After turning on the device, the pump can be used for continuous
sir Injection.

High pressure protection device.

The protective device inside the device is activated and the air pump is switched off if the air pressure
exceeds the limit value.

Other.
. . . . . VA
During operation, the device must be installed on a horizontal surface. j \
With the device, only the air supply tube specified by the manufacturer is allowed. The device ra”~reak

(due to a drop in voltage or flow rate) in the case of the use of norvodginal spare parts dfj'SiFroper
Initallation.
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Yan6 malfunction. For the safety of users, patients and other staff, it is Important to use

~ and components. The use of other accessories and components may lead to an increase
-omagnetlc radiation or a decrease in resistance to interference.

electrical equipment requires special precautions regarding electromagnetic compatibility (EMC).

>dnng installation and operation, it is necessary to take measures to ensure EMC. Mobile radio fre-

guency communication devices can affect the operation of medical electrical equipment. If you need to

place devices on top of each other or next to each other, monitor the level of RF interference and the

Correct operation of the equipment.

11. DESCRIPTION AND FUNCTIONALITY OF THE AUTOMATIC LEAKAGE TESTER PEN-
TAX MEDICAL PLT-VIOc

Automatic leakage tester PENTAX Medical PLT-VIOc. designed to ensure the leakage of medical en-
Idoacopes. Itis used to check medical endoscopes for leaks. The leakage tester can detect leaks with
high accuracy and reliability, requiring less time and effort.

The tester consists of an air pump, a reduction valve, a magnetic valve, a pressure sensor and a control
circuit. The air pump pumps air into the endoscope passing through the reduction valve. The air pump
lend magnetic valve are turned off and the entire system is sealed when the pressure reaches 30 kPa
end is kept at a constant level. After about two minutes, the system reminds of the completion of the test
jovilh a beep. A noticeable drop in pressure indicates a leak Inthe endoscope being tested.

Fig.l. Photographic image of the general view of the automatic leakage tester
PENTAX Medical PLT-VIOc.
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Pig.2. Schematic image of automatic lsakage tester

" PENTAX Medical PLT-V10c.Front pane)

with the main functional elements.

~f
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jbL'S USED IN MARKING.

Symbol

T

EC REP

SN
Wi
MD

N3  note.

IX cocling

IndicatesatypclJFworking part with an electric shock protection degree
coiresponding to IEC 6()601-1.

Indicates the need to familiarize yourself with the instruction manual.

Indicates where tlic fuses arc installed.

Warning.
Indicates the need for caution during operation.

Name and address of the manufacturer of the medical device.

Name and addre.ss of the manufacturer’'s authorized representative in the
European Community.

WEEE Directive Sign.
“Disposal of electrical and electronic equipment” in the European Community.

Serial number.

Date of production.

Medical device

Temperature limit

Requires carehil handling.

Top. Specifies the correct location during transportation and storage.

I\Votect from direct sunlight

Manufacturer; PENTAX-Aohua Medical Technologies Co.. Ud.
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~“"NiCAL AND ELECTRICAL CHARACTERISTICS OF THE MEDICAL DEVICE.

Parameter 8peclfcallon8
Voltage 100 240V
Power supply Input power 50W=+ 10%
Rated frequency 50/60HT
Nominal capacity SOW
Main technical 292mm x249mm x 90mm

Dimensions
characteristics

Mass 6.00 kg
Qutlet air pressure 30 + 2 kPa
Type of protection against electric Class |
shock

Degree of protection of the work-

- . Type BF
ing part from electric shock

It Is forbidden to use the device in an en-
vironment containing a combustible gas-
Degree of explosion protection eous anesthetic mixed writh air. oxygen
or nitrous oxide: a device without AP
and APG cateoory

Classification

Degree of protection against the
) o TPXO-
penetration of dangerous liquid.
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x6er of work with the product.
.f. Installation.

Precautions before using the automatic leak tester

PENTAX Medical PLT-V10c:
1. Choose the right place to place the leakage tester. The device should be Installed in a room with

low humidity and good ventilation, protected from direct exposure to sunlight.
2. Remove all packaging from the leak tester.
3. Do not cover and shield the outer surface of the device.

A ATTENTION!

Do not allow liquids to enter the outer surfaces of the device. Do not allow liquid to enter the device
to avoid damage to the interna! electronic components.

ZlJ NOTE.

m Use the connector together with a compatible endoscope connector.

The device Is equipped with a reduction valve to maintain a constant flow rate of incoming air.

m Connect the sealed endoscope cover to the quick-clamping connector. Then connect the line
connector to the output Interface of the device (see Fig. 4). AH connections must be sealed to

avoid alrleakage.

Display screen

,r_LI |
Aif-out
| AiHn
Manual
Co'™necior B Automatic (Af
Power swiuii

Water resistance cod

Pov'.'ef ooni'ecto’

L(onnector A

[-ast-Dlyg conrkectl>" w;fe

tight guiding plug

Riot. 4.
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<4.2. Requirements for external power supply and grounding of the leakproofness
teeter

1. The device requires AC power supply voltage of 220 V and a frequency of 50/60 Hz. Normal
operatlonofthe device is possible inthe range of voltage 100 - 240V. For convenience and safety,
m Boparate outlet should be allocated to connect the leakage tester.For safe operation of the device,
connect the ground wire to the ground terminal shown in Fig. 5.

2. Connect to the power socket as shown in fig. 5.

ATTENTION!

For the proper and safe operation of electrical equipment, the installation of the socket and the con-
nection of the grounding must be carried out by qualified electricians.

15. OPERATION.

16.1. Preparation of products.

Connect the endoscope to the leakproofness tester using the connector and quick-clamping con-
neclor, then connect the power cord to the outlet.

1B.2. Work with the product.

1. Turn on the power by pressing the power switch.

2. Connect the.endoscope and press the "automatic” button.

3. After the sound signal, check for the detected leak on the display and disconnect the endoscope.

4. After you finish working with the device, disconnect the power supply or disconnect the power cord
from the outlet,

NOTE.

During operation, the device should hang on the wall perpendicular to the horizontal plane.
18. FUSE REPLACEMENT.
I, Move the power switch to the off position and disconnect the power plug from the wall outlet if

the tester does not work after the power Is turned on. Remove the fuse from the compartment and
Impact it (See Fig. 5 ).

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



WARNING!
To avoid electric shock, disconnect the power plug from the outlet.

2. Ifthe fuse bums out, replace Itwith a new one.
(XapakTepnctukn npegorpaHntenr: T2.5A L260 V)

A WARNING!

Use only fuses of the specified denomination. Other fuses can cause fire or electric shock. In this
regard, itis forbidden to use fuses with an inflated or understated denomination.

3. Ifthe fuse burns out again after power on and the power switch is in the on position, turn off the
power switch, disconnect the power cord and contact the PENTAX Medlcalservicecenter.

17. MAINTENANCE.
CLEANING OF EXTERNAL SURFACES.
Qinlly wipe the outer surfaces of the device with a soft cloth moistened with a detergent solution. Do

not wet the power socket when wiping the back panel. Do not wet the cable connection when wiping
Ihe front panel. When the electrical components of the tester get wet, there is a risk of electric shock

or ehort-circuiting.

A ATTENTION!

Before cleaning the device, make sure that the power cord is disconnected.

REMOVAL OF LIQUID RESIDUES.

Mis Important to wash any liquid spilled on the device and make sure that the liquid does not fall on
Ihe components and especially on the electrical connections. If liquid gets on electrical connections,
do not use the device until it has completely evaporated.

ATTENTIONI!

To avoid electric shock, make sure that the liquid does not fall on the power plug.
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~ JifiF BGRMATION ABOUT POSSIBLE PROBLEMS AND SOLUTIONS.

NOTE.

Do not use the pentaX Medical PLT-V10c automatic leak tester to detect leaks rfyou suspect a break-
down In the appliance. Otherwise, the test results may be Inaccurate or the endoscope may be dam-

ngod.
Description of the problem Possible cause ! Decision
No Image on display The fuse burned out, Replace the fuse.
TecTepa repmeTMyHOCTHU No voltage in Restore power.
aBTomartumyeckoro PLT-VIOc Outlet.
Air pump problems, Check the air pump, pipes- n
tube or reduction valve ku and reduction valve.
Too low output pressure- Quick-clamping connector Tlghtty connect the quick-to-speed
HuUB B TecTepe PLT-V10c united looseiv. press connector.
Sealed lid screwed Tightly tighten the sealed
loose. Cover.
The seated lid is damaged. Replace the sealed lid.

19. RETURN OF THE TESTER FOF* REPAIR

To repair the leakproofness tester,contact the authorized
PENTAX Medical service center.

|V WARNING!

Any repair by unauthorized personnel will void the warranty.

20. ELECTROMAGNETtC COMPATIBILITY fEMC”™ DATA.

Table 1: Radiation

RF radiati CISPR11 ! Conditi fthe health instituti
radiation . . onditions of the health care ins on
1at i. PloypliPlassA_ " NSttt

o ) IEC 61000-3-2 » ] ]
Harmonic distortion n Conditions of the health care instHutiOa
ClassA__
Voltage fluctuations and flicker IEC 61000-3-3 o o
. Conditions of the health care institution
noises Correspondence

p*™ymechanye.

The characteristics of the Interference mission ofthis equipment allow itto be used in industria),«feas
end hospltals{CfSPR 11 Class A).When used in the residential sector (which usually requires CISPR
11 Class B),the device may not provide adequate protection against the effects of high-frequency
communications. The user may need additional measures, for example, changing location ororienta-
Kon of the device.
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Table of compliance on noise immunity
Table 2: Chassis Port

Electrostatic discharge

Emitted RF electromagnetic
Held

Fields in the near zone from
wireless RF devices

Magnetic fields of nomi-
nal frequency of the net-
work

+ 8kV contact

IEC 61000-4-2 +2K6. +4KW. +8KW, +15KB
3V/m

IEC 61000-4-3 80 MHz-2.7 GHz
80% AM at 1kHz

IEC 61000-4-3 Cm. Table 3
30A/m

IEC 61000-4-8

50Hz or 60Hz

Table 3: Fields in the near zone from wireless RF de-
vices

710
745
780
810

_®J
930

17200

1970

2450 T

5240
J500
5785

Nanosecond pulse interfer-
ence

Line-to-line pulses

Line-to-ground pulses
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380-390
430-470

704-787

800-960

1700-1990

~"00-2570

5100-5800

Pujse modulation 1812, 27V/m
FA.SIrz +, 1kHz sine, 28V /r”

; Pulse modulation 217Hz. 9V/m

Pulse modulation I8Hz. 28V/m

Pulse modulation 217Hz. 28V/m

Pulse modulation 217Hz, 28V/m

Pulse modulation 217Hz. 9V/m
/

Table 4; AC Voltage |

IEC 61000-4-4

‘ Repetition rate 100kHz

IECejOOO" N t0,5kW.£1kW
iEC 61000-4-5 m+0.5kW. +1kW. £+2kW



3V, 0.15MH2-80MHz
6V ISM bands 0.15MHz to 80MHz 80%
AM at 1kHz

IEC 61000-4-6
cluced by RF fields

0% Uj; 0,5 nepnoaos
Mpu o®, 45“. 90®. 135®. 180®. 225®. 270® u
_315®.

O®oUt; 1
nepuog v
70®/0 UT;25/30 peri-
ods One phase: at
0 *
Voltage outages 1EC61000-4M1 0% Ut:250/300 nepropos

Voltage dips IEC 61000-4-11

Tabls 5: Signal 1/0 Port

+ 8kV contact

+2KB, £4KW, +8KW. £15k8 .....ccccceeenenn.
3V.0.15MHz-80MHz

6V ISM bands 0.15MHz to 80MHz80®/o
AM at 1kHz

Electrostatic discharge IEC 61000-4-2

Conductive interference in- IEC 61000-4-6
duced by RF fields

e — e -

Table 6: Patient Connection Port

. + 8kV contact
' +2kB. +4kW . tSKW. t15kB

! 3V, 0.15MHz-80MHz

Conductive interference in- IEC 61000-4-6 5\, |SM bands 0.15MHz to 80MHz 80&"
duced by RF fields | AM at 1kHz

Electrostatic discharge IEC 61000-4-2

|\ WARNING!

1, Portable RF communication devices (Including peripherals such asantennas and external
antennas) should be used at least 30 cm away from any part: the leakproofriess tester,
including the cables specified by the manufacturer. Otherwise, the procluct peifortnance
may deteriorate.

2, The medical device is intended for use In the conditionsof health care.

3 An essential characteristic of a medical device is that the image Oh the display screen
Is displayed normally when the video processor works with a cold lightsource,

4 To avoid malfunctions, do notuse: leakage tester near or in a radk With othdrdevlces.

6. The use of accessories, converters and cables other than those specified or pfd~ded by
(he manufacturer of this medical device may lead to increased radiation of electromag-
netic Interference or a decrease Inresistance to them or to malfunctions.

21. INFORMATION ABOUT STERILIZATION.

A medical device with its constituent products Is supplied to the final consumer
L
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carrledterilnym and sterilization is not subject.

INFORJVIATLON ABOUT NECESSARY BUT NOT SUPPUED ADDITIONAL EQUIP-
MENT.

Combinations of devices and accessories that can be used with this product are listed below.

For the most recent list of compatible devices, see the following website or contact your local PEN-
TAX Medicalservicecenter: https://pentaxmedIcai. com/pentax/en/92/1/Compatible-Products/
Before use, the product should be prepared and checked according to its Instructions.

A WARNING!

PENTAX Medical does not guarantee compatibility with devices that are not listed.

Ifthe device is not listed, contact the hardwareoraccessory manufacturer to confirm compatibility and

Instructions on how to use Itwith PENTAX Medicalproducts.

23. STORAGE AND TRANSPORTATION CONDITIONS-

The product should be stored In transport packaging In warehouses at: the temperature of the
eurroundingsplrit: from plus 5 *C to plus 40 *C; relative humidity up to 85% (without condensation).
During storage, do not allow exposure to chemicals and combustible gases.

Before storage, turn off the power switch and disconnect the power cord
Device.

When placing a medical device for storage after use. it Is necessary to first perform the cleaning
procedure specified in the operating instructions of the medical device.

NOTE
The accessories included in the medical device are subject to the storage rules provided for the
mein product.
24. INFORMATION ABOUT ENVIRONMENTAL PROTECTION.
The materials from which the medical device Is made, as well as the products that make up its

composition, do not have harmful effects on the environment. After the end of the service life of

Ihe medical device, it should be disposed of, as prescribed by the rules for the disposal of the
medical device and its accessories.

28. THE SERVICE LIFE OF THE MEPICAL DEVICE.

The service life of the leakage tester in the implementation of the reconrtfper~daUons forttairtdiing
the product specified by the manufacturer Inthe technical documentation and operating insVuc-
tlons is 5 years from the date of production.

26. INFORMATION ABOUT WARRANTY REPAIR AND SERVICE.

I ATTENTIONI

Repair work should be carried out only by a specialist or a company authorized by PENTAX
Medical (or at an authorized service center)
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NOTE.

The manufacturer 1$ not responsible for injuries to personnel and damage to products due to
repairs that were made by a person or organization that does not have the authority (permis-
ilon)from PENTAX Medical.

1. Incase of damage to parts and electronic components of products, only spare parts supplied
by PENTAX should be used. The manufacturer Is not responsible for the repair of damage caused
by the use of spare parts of third-party suppliers.

2. If the fault cannot be resolved after inspection and according to the instructions given In the
tables of possible malfunctions, contact the manufacturer or pentaX Medical service center.

3. When returning products for repair, itis necessary to attach as a warranty card, a description
of the failure or damage and the contact phone number of the responsible person.

4. During the warranty period, the official service certter provides free service if It Is confirmed
that the breakdown of the product occurred due to defective materials or manufacturing defects
In compliance with the rules of operation and maintenance.

6. The above-mentioned free service will be provided provided that the purchased product has
broken under proper operating conditions. Otherwise, services will be provided on a paid basis.

6, The initial warranty period for the device continues to operate after the repair of the product in
our service center. After the expiration of the warranty period, repair is carried out on a paid basis,
7. When contacting the service center, you must provide a warranty card. The service center has
the right to refuse to provide warranty services in the absence of documents or if the provided
warranty card refers to another product.

B, The service center has the right to refuse to provide warranty services in case of improper
Installation of the product or work in violation of the instructions for operation.

9, The service center has the right to refuse to provide warranty services incase of unauthorized
Interference with the product.

10. The service center has the right to refuse to provide warranty services in case of damage due
to natural disasters, such as flood and fire.

On the issue of warranty repair and service, please contact the central service center PEN-

TAX Medical: LLC”Pentax Medical Rus”; 108811, Moscow, inl.ter.g.

Moskovsky settlement, Ulyanovsk Forest Park settlement, 1, bid. 1, room 90,91. Tel.: +7-495-
721-38-69
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27. RECYCLING.

The symbol on the medical device or its packaging means that the product must be disposed of
eeparately from ordinary household waste at the end of its service life. Please remember that it is
your responsibility to dispose of electronic equipment in recycling centers to help conserve natural
resources. Each country of the European Union has Its own collection centers for the disposal of
electrical and electronic equipment. For information on your waste disposal point, please contact
your local electrical and electronic waste management authority or the retail location where you
purchased the product. Dispose of electronic equipment In accordance with the norms and prac-

tices adopted In the country of operation.

28. MANUFACTURER’S WARRANTIES.

The warranty starts from the moment the equipment is Installed. The warranty period is 12 months
for all components of the product. The wairanty does not apply to parts damaged due to poor or
Improper maintenance; electrical syste.ms tb/t.eri disabled or faulty due to neglect or Improper use
of them or due to other reasons beyond the conlrbl of the Manufacturer.

2Q. CLAIMS AND COMPLAINTS.

All messages of a claim and complaint nature relating to a medical device should be sent to the
authorized representative of the manufacturer. The address is listed below. In the letter - claims
must specify the surname, name and patronymic, as well as your contact phone number, the name
of a legal entity or an individual entrepreneur.

30. REPRESENTATIVE OF THE MANUFACTURER ON THE TERRITORY OF THE RUS-
SIAN FEDERATION.

PENTAX Medical Rus

108811, Moscow, int.ter.g. psettlement Moskovsky, settlement of Ulyanovsk Forest Park, house
1, building 1, room 90,91;

W (495) 721-38-59 - TenedoH,

+7 (495)721-38-59-th akc

E-Mail: Service. ru@Dentaxmedlcal.com

mfS
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The symbol on the medical device or Its packaging means that the product must be disposed of
eegparately from ordinary household waste at the end of its service life. Please remember that it Is
your responsibility to dispose of electronic equipment in recycling centers to help conserve natural
resources. Each country of the European Union has its own collection centers for the disposal of
electrical and electronic equipment. For Information on your waste disposal point, please contact
your local electrical and electronic waste management authority or the retail location where you
purchased the product. Dispose of electronic equipment in accordance with the norms and prac-

lices adopted in the country of operation.

28. MANUFACTURER'S WARRANTIES.

The warranty starts from the moment the equipment Is Installed, The warranty period is 12 months
for all components of the product. The warranty does not apply to parts damaged due to poor or
Improper maintenance; electrical systems thajteré dMW ed or faulty due to neglect or improper use
of them or due to other reasons beyOnd the control of the Mar>ufacturer.

2Q. CLAIMS AND COMPLAINTS.

All messages of a claim and complaint nature relating to a medical device should be sent to the
authorized representative of the manufacturer. The address is listed below. In the letter - claims
must specify the surname, name and patronymic, as well as your contact phone number, the name
of a legal entity or an individual entrepreneur.

30. REPRESENTATIVE OF THE MANUFACTURER ON TERRITORY QF THE RUS-
SIAN FEDERATION.

PENTAX Medical Rus

108811, Moscow, int.ter.g. psettlement Moskovsky, settlement o f Ulyanovsk Forest Park, house
1, building 1, room 90,91;

+7 (495) 721-38-59 - TenedoH,

+7 (495)721-38-59-h aKkc

BEsMBW: Service. ru@Dentaxmedlcal.com
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PENTAX
MEDICAL

UHCTPYKUMA MO 3KcnnyaTauum

«Cacrema puneodnaocxonnvecxodl susyanmaunu PENTAX Medical aiun
BEPXENX W/RAE HRKBHUX OTAEN0B KETYA0THO-KRIMETHOTO TPAKTAN

Tectep repMeTHHHOCTH aBTOMATHYECKHTT
PENTAX Medical PLT-V10c¢

Ilponnnnc‘r B8 KOMIISHHH:
5 Shenwang Road.

PENTAX-Achua Medical Technologies Co., Ltd., East of 3rd Floor, Block C, Building 1. No-
Minhang District, 201108 Shanghai, P.R. China

Jara scTynaenus B cuiy: 04/03/2020 r.

Bepens 01-20
Helcrane OHO JosxxHocts Jara
Yrsepana Apryp Hafi Tenepanbnsii t mionn 2022 1
Aupexrop
20201r.
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OrnaBsneHue
NABNEHWA MPON3BOANTENA.
PACWMNOPPOBKA CUMBO/NOB. YKA3BAHHbBIX B HACTOFIU_I,EVI MHCTPYKLWN.

1. HasHauyeHue nsgenusa.

2. Knacc pucka meaunLnMHCKOTO nsgenus.

3. MepeyeHb MexXAyHapOAHbIX HOPMATUBHbIX AOKYMEHTOB / CTaH4apToB, KOTOPbIM COOTBETCTB>ET
MeauunHcKoe nsgenuve.

4. "'uchopmaumna o npomssBoauTene MeguLUHCKOro nsgenus.

5. Komnnekraunsa MeauUUHCKOTO U3genuns.

. Hbopmauma o noTeHUManbHbIX NOTpeb6UTensax (Nnonb3oBartensax) MeAuLUHCKOro n3genus.

. YCcnoBua npumMeHeHus.
O6nactb NpMMeHeHUA.

© 0N o

Ycnosua akcnayaTtauuu.

10. NMoka3aHna K npumeHeHuno. NMpoTneonokasaHuda. Mepbl NPefLOCTOPOXHOCTH.
11. OnucaHne n PyHKLNOHAN TecTepa repMernyHocTM aBTtomaTtmyeckoro pentax medical plt-viOc
12. CumBONbI, MPUMEHAEMbIE NPU MapKUPOBKE.

13. TexHnyeckne N afleKTpuyecKkne xapakTepucTukn MeauLMHCKOTro n3aenus.
14. Mopsafok paboTbl C U3genvem.

15. Okcnnyartayusa.

16. 3ameHa npegoxpaHuTenen.

17. TexHn4yeckoe o6CAyXnBaHue.

18. NHpopmayuna o BO3IMOXHbIX Henonagkax n cnocobax yctpaHeHus.

19. Bo3BparT TecTepa A4/19 peMoHTa.

20. LlaHHble 06 3aleKTpOMarHUTHOW coBmecTumocTn (AMC).

21. Hpopmauma o ctepunmsaumn.

22. 'HchopMaumsa o He06X0ANMOM, HO He NocTaBAAeMOM AONOMHUTEIbHOM 060pyA0BaHUN.
23. YCNnoBuA XpaHEHUs U TPaHCNOPTUPOBKMU.

24. CeefieHns 06 oxpaHe okpyxatu,ein cpeabl.

25. CpoK cnyX6bl MeAULUHCKOTO U3genuns.

26. NHpopmauma o rapaHTUAHOM PEeMOHTE U CEPBUCHOM OGCAYXUBAHUN.

27. YTunmnsauyus.

28. N'apaHTuuM npoussBoanTeEns.

29. MNpeTeH3nn N peknamMauuu.

30. NMpeactaBuTeNb Npon3BoaUTENs Ha Tepputopun PO,
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SAABJTEHNA MPON3BOANTEA.

Me]\"] npyumeHeHMemM Heo6X0AMMO nNparefbHO O03HAKOMWUTLCA WHCTPYKLMWIO N0 3Kcnsyataumu npubopa wu
McNonb3yemMoro BMeCTe C HUM 3HAOCKOMa, a TakXe WHC3PYKUUM K COMYTCTBYWLWMUM WuU3gennam n cTporo
cobnogalb ux npm mcno;»b30BaHHU. B MpoTMBHON» Cyyae BO3MOXHO MOBPeXAeHUE U3LeNnnus Unun cnydaiiHoe
TpaBMuUpoBaHMeE Nosnb3oBaTena UanM nayuneHTa.

B MWHCTPYKUMM oOMNucaH NopsAoK MpoBepKM W MNOATFOTOBKW npubGopa nepen ucnonb3oBaHuem, paboTbl C
NMpoLLeCCOPOM, TEXHMUYECKOT0 06CY>XXUBAHUS MOC/Ie UCNOMb30BAHUA U T.4. B MHC3PYKLUU HC ONUcaHbl Me304UKN
npoBeAeHNs KOHKPeT}bIX Mpoueayp, TakXe OHa He COAEpPXWUT ob6ydyaloumx Masepuasnos [/ HaudyMHaWUX Mo
NpasuIbHOMY BbIMO/IHEHUIO METOAUK U MeAULMHCKUM acneKTam Mcrnofib3oBaHus npubopa.

Mpn HYiHVIHH BonpocoB orHocuUTe/IbHO NPUBEAEHHONW 34eCk MHGopMaLmn 06paTu3ecb B .MECTHbIM CEPBUCHbIN
ueHTp PENTAX Medical. Cogep)kaHne daHHOW WMHCTPYKUMM MOXKET ObiTb M3MEHEHO 6e3 npeaBapuTesibHOro
YBEAOM/IEHNS.

HecaHKLMOHMPOBaHHOE BOCMPOM3BEEHNe, B LE/IOM WM YaCTUYHO, COAEPXKAHUSI HACTOALLE WHCTPYKUMUM
3arpeLLeHo.

XpaHuTe JaHHY MHCTPYKUMIO U BCe ApYyrve HeobxoAMMble PYKOBOACTBA B 6e30MacHOM MecTe 419 0bpaLleHus
B OyayLem.

PACWW VM ®POBKA CUMBOJIOB. YKA3AHHbLIX B HACTOALWEW MHCTPYKLNW.

YKa3biBaeT Ha NOTeHLUMaIbHO OMAacHY CUTyauuio, KOTopas,
/ K ec/n eé He NpefoTBPaTUTb, MOXKET MPUBECTU K CMepTU Wi
f—* MMPEAYMPEXOEHWE! CepbE3HOI TpaBme.

YKasblBaeT Ha NoTeHLUMasIbHO ONacHy CUTyalumio, KoTopasi,
eC/IN e€ He NPeA0TBPaTUTb, MOXKET MPUBECTM K TPaBME NIErKoi

A  BHUMAHUE! W cpefHeli cTeneHW. Takke MOXXeT WCMO/Ib30BATbCA /1S
NnpesynpeXxaeHUs 0 He6e30MacHol MNpPakTUKe WIN pUCKe
NoBpeXkaeHUsi 060pyA0BaAHUSI.

Y-——-~MPUMEYAHUN! YKa3sbIBaeT Ha JOMOSTHUTESTbHYIO MOJIE3HYH MHGOpMaLUIO.
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1. HASBHAYEHWE N3AENUNA

TecTep repmeTnyHocTn aBtomaTtnyecknii PENTAX Medical P1/1'-Y10c, npeagHa3HayeH gns obecnevyeHus
repk” .MMHOCTU MEAULUNHCKUX 3HAO0CKONOB. OH MCNONb3yeTcs A/ MPOBEPKN MEAULUHCKUX 3HAOCKOMNOB Ha
Hanuuume yTeuek. TecTep repMeTUYHOCTU MOXET BbIIBAATH YTEUKN C BbICOKOW TOYHOCTbIO U HAEXHOCTbIO,
Tpebysa MeHblle BPEMEHUN U YCUITUA.

2. K1ACC PNCKA MEANUMNHCKOTI O U3OETNA

B 3aBMCMMOCTM OT NOTEHUMANbHOTO pUcka npumeHeHuns (cornacHo npunoxeHut Ne2 k NMpukaszy MuHucrtepcTea
3npaBooxpaHeHns P® o1 06.06.2012r Ne 4H) = knacc 2a.

3. MEPEYEHb MEXXKAYHAPOOHbLIX HOPMATVMBHbLIX AJOKYMEHTOB / CTAHOAPTOB.
KOTOPbLIM COOTBETCTBYET MEAVNUMNHCKOE U3AENTNE.

MDD 93/42/EEC; EN ISO 13485; EN ISO 14971; EN1041; EN ISO 15223-1; EN 60601-1; EN 60601-1-2;
EN 60601-2; ASTM D4169; EN ISO 14155; EN 62366; EN 62304.

4. NHPOPMALNA O NMPOUN3BOANTEJNIE MEONUMNHCKOIO U3AEJ/TNA

Mpon3BOACTBO KOMNAHUMN:

PENTAX-Aohua Medical Technologies Co., Ltd.
East of 3rd Floor. Block C, Building 1, No. 5 Shenwang Road,
Minhang District, 201108 Shanghai, P.R. China

OpraHn3auumnm-n3roToBUTENN,

1 PENTAX-Aohua Medical Technologies Co., Ltd.
East of 3rd Floor, Block C, Building 1, No. 5 Shenwang Road.
Minhang District, 201108 Shanghai, P.R. China

2. Shanghai Aohua Photoelectricity Endoscope Co., Ltd.;
No.66, Lane 133, Guangzhong Road, Minhang District, 201108, Shanghai, P.R.China

5. KOMIMJTEKTAUMA MEANLUNHCKOTIO U3AOEJTNA

MeauumnHCKoe u3aenne nocTaBnseTcsa B caeaylolwein KOMNaekTauuu:

-Tectep - 1 wr.

- CoeanHnTenbHasa Tpybka gna aHgockonoB (Npu HeobxoammocTn) - | WwT.
- Tpy6ka Transform Connector (npn Heo6xoanMMocTK) - 1 WT.

- MpepoxpaHuTenb - 4 WT.

- Kabenb nutaHua. - 1 wr.

- MHCcTpyKyumAa no akcnnyartaumm - 1 wrT.

6. MH®POPMALMA O MOTEHLWMANbHbIX MOTPEBUTENAX (MO ENSX)
MEAWNLUMHCKOIro U3AENNA c’

KBanmduumpoBaHHbIl NnepcoHasa n1e4ebHO-NPOPUIaAKTUYECKNX YUPEXAEHN, NPpOL
obydyeHue no paboTte c usgenmem.

7. YCNOBNA MPUMEHEHWA.

TonbKO KBaNUnunpoBaHHbiMK cneynanuctamm J1MYy.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



8. OBJTACTb NPUMEHEHWNA.

3HAocKoNus. MasiouHBasuBHbIE NMPOLEAYPbI.

9. YC/NIOBUNA SKCIITYAT/ TN

TecTep repMETUYHOCTM aBTOMATUYECKNIA AOMNY CKAETCA 3KCM/lyaTMpoBaTh Npy TeMMnepaType OKpy>KatoLLen
cpeppbl: oT +5°C go +40°C, oTHoCcUTENbHOM BRadxkHOCTU 0T 30% o 85% (6e3 KoHAeHcaTa) 1 AaBNeHUN Bo3ayaca
oT700rMapo HOGOrMa.

10. MOKA3AHNA KMNPUMEHEHWIO. MPOTUBOINMOKA3AHWA. MEPDbI
MPEOOCTOPOXHOCTWN.

10.1. MNokasaHnA K NPUMEHEHUIO

MokasaH K MPYMEHEHWIO [/1s1 BbISIB/IEHWS HA/IMYMNA YTeUeK B MEAVLIMHCKMX 3HA0CKOMaXxX rocsie nposeaeHust
BW/IE03HAOCKOMNYECKO NpoLeaypbl Nepes NorpyX<eHem B Ae3HMULMPY LM pacTBop.

10.2. MNpoTmBoONoKasaHUA K NPUMEHEHUIO
MpoTrBOMOKa3aHWin He CyLLLEeCTBYET.
= Mepbl NpPefoCTOPOXKHOCTU

- O6paTtnTe BHUMaHWE

TecTep repMmeTnyHoOCcTM aBToMaTudecknii PENTAX Medical PLT-VIOc gormkeH NogkovaTbes K CTalOHapHOA
3NeKTpoceTn ¢ 3a3emsieHMeM. Monb3oBartenb HECET BCIO OTBETCTBEHHOCTL 3a CepbE3HbIe MOCMeACTBUA,
BbI3BaHHble MOACOeAUHEHMEM MPUbopa K UCTOUHUKY NMUTaHUA 6e3 3a3eM/IeHNs.

Bo n3bexkaHue B3pbIBa 1 NoXKapa CTPOro 3arpeLuaeTcs ycTaHaBMBaTb U UCMO0/b30BaTh TECTEP FEPMETUYHOCTA B
MOMELLIEHUIN, cofiep>KallieM roprovue rasbi.

Mepep 3ameHo NpefoxpaHnNTesA HE06X0ANMO OTCOEANHUTL 3/1E0PONHTaHMeE.

- TMogk/oueHve K aneKTpoi]l/lianiiin,

Mepes BK/IOYEHVEM Y6EAMTECH, YTO HaMPshKeHVe 3/1eKTPOCET COOTBETCTBYE3 YKa3aHHOMY Ha STUKETKeE.

Mpurbop NoacoeAMHAETCA K 3NEKTPOCETU B BbIK/THOUYEHHOM COCTOSIHUMN.

MCTOYHUMK 3NEKTPONNTaHNS JO/HKEH ObiTb 3a3eM/IEH. Vcnonb3yiTe kabesb NUTaHWs, NpuiaraemMblii K npmbopy,

WM aHATOTMYHBIN MO XapaKTepucTUKaMm.

Mpur60op ocHaLLEH FHe340M Ha 3afHel nmaHesv, COOTBETCTBYHOLLMM CTaHAapTHbIM TpeboBaHmAM. Cobnogaiite
:TBYIOLLME NpaBu/ia TEXHMKM 6e30nacHOCTU A/1a 3a3eMIeHns Npubopa Yepes rHe3zo.

- Tlopava Bo3gyxa

Bo3ayLUHbIA HAacoc BCTPoeH B nNpu6op. Mocsie BK/OYeHUs] MPUGopa, HAcoC MOXKHO MCMO/b30BaTh A/1 HEMo-
CPefCTBEHHOIO HarHeTaHUs1 BO3ayxa.

- Yc FTPOHCTBO 3aliNTbl OT BbICOKOI AaB/ieHNN. i ---

o o >E>.-m [ X'''®
3allUnTHOE YCTPOMCTBO BHYTPY Npubopa aKTUBUPYETCH, Y BO3AYLLHbIMA HAcOC BbIK/IOYA.?TN,'ec/iv AaBneHue'!

BO3flyXa MpeBbILLAET NnpeaesibHoe 3HayeHe. " n
- Tpouee. n
Mpn paboTte Npmbop JO/MKeH BbITb YCTAHOB/IEH HAa FOPU30HTAVILHON MOBEPXHOCTU.
C npmnbopom paspeLuaeTcs 1CMosb30BaTh TOSIbKO TPYOKY Mogayun Bo3gyxa, yKasaHHyo npovssogutesniemM. Mpmbop

MOXXET CJ/ioMaTbCA (BCJ'Ie,CI,CTBI/Ie nageHnsa HarpsH>keHnAa Wwinm CKOpPOCTU I'IOTOKa) B C/lydyae WCrnoJib3oBaHNA
HEOPUTMHaUTbHBLIX 3aracHbIX yacten um HenpaBMﬂbHOVI YCTaHOBKW.
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Pucku oTkasa n c6oeB B paboTte. B uensx 6ezonacHocTu nosib3oBartesieil, uatinemoB H gpyroro nepcoHana BaxHo
MCNoNnb30BaTh WTaTHbIe feTanun U KomnaekTywouwmne. icnonb3oBaHne NHbIX NPUHALMEXHOCTEW U KOMNAEKTYIO L nX
MOXMNA MPUBECTU K MOBbIL,€HUI0 3TEeKTPOMArHUTHOTO U3/TYYEHUSA WU CHUXXEHUIO YCTOWUYMBOCTM K [lomexam.
MepguunHckoe anekTpnyeckoe ob6opyaoBaHue TpebyeT co6N0OAEHMA 0COObIX .Mep nNpeaoCTOPOXHOCTU B
OTHOLWEHNN 3NeKTPOMarHuTHoli coBmecTumocTn (OMC). B npouecce ycTaHOBKM M 3KcnayaTauum Heob6xoAumo
npuHumMaTte Mepbl No ob6ecneyvyeHnto OMC. MobunbHble ycTpolicTBa pajgmMoyvyacTOTHOW CBA3M MOTYT B/IMATbH Ha
paboTy MeAVNLUMHCKOTO 3/1eKTpuyeckoro obopyposaHusa. Npu Heo6xoaMMOCTU pasMel,eHns yCTPOWCTB APYT HafL,
apyrom wvnu pagom Opyl c gpyrom cnegute 3a ypoBHem BU-nomex n npaBuabHOCTbIO paboTbl o6opynoBaHus.

11. OMMNCAHWME 7 OPYHKLUMNOHAI TECTEPA FrEPMETMYHOCTW
ABTOMATMYECKOIO PENTAX MEDICAL PLT-V10C

Tectep repmeTuyHocTn aBTomaTuyecknii PENTAX Medical PL'T-VIOc, npegHasHayeH pns obecneyeHus
repMeTMYHOCTU MEeAULUHCKUX 3HAOoCcKONoB. OH MUCMNOMb3yeTca ANS MPOBEPKM MeOULUHCKMX 3HAOCKOMOB Ha
Hanuuue yTteuyek. TecTep repMeTUYHOCTU MOXET BbISIB/IATb YTEUKM C BbICOKOW TOUYHOCTbI U HaAAEXHOCTbIO,
Tpebysa MeHblle BpeMeHN U yCUunui.

TecTep COCTOMT M3 BO3AYLWHOTO Hacoca, PeAyKLMOHHOTO KianaHa, MarHMTHOTO kfianaHa, gaTtuynka faBneHus u
uenu ynpasfeHus. Bo3AYlWHbIA HAcOC HarHeTaeT B 3HAOCKOM BO3AYyX, NPOXOAAWMA 4epe3 peAyKUUOHHbINA
knanaH. Bo3AyliHbIi HAacoc M MarHWTHbLIA KnanaH OTK/A4YalwTCs, M BCA cUcTemMa repmeTusumpyeTcsi, Korga
faBneHue pgocturaet 30 kMa M AepXWUTCS Ha NOCTOSAHHOM ypoBHe. MpuMepHO uYepe3 ABe MUHYTbl cucTema
HanoMuWHaeT 3BYKOBbIM CUTHA/IOM O 3aBEepPLIEHUN UCNbITaHUS. 3aMeTHOe NajeHne AgaBneHus ykasblBaeT Ha YyTeuKy
B MPOBEPSIEMOM 3HJAOCKONE.

PEHTAX
HmMTAL

A2u

lit

Piic.l. ®oTorpadgunyeckoe n3obpakeHmne o6wW,ero Buga Tectepa repMeTMyHocTn asTtomaT{luyeekoro
PENTAX Medical PLT-VIOc.
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Ancniwh

Botxof, BO3IRYXA
Bxoj} BO3AYXa

Pyutoh
ABTOMATHSECKME (A}

BuI/MONATOAL MNT NG

KORHRKTOD NKTRHMS

Puc.2. CxeMariHeckoe A300PAKCHNE TECTEPA MEPMCTHUHOCTH ABTOMATRUECKOrD
PENTAX Medical PLT-V10c. Jlunuesas natens ¢ yxajaHweM oCHOBHBIX (YHRKUROKAMBHAIX IEMEHTOR,

KonHextop nutauna

Pac.d. CxeMaTHYECKOE H3I00PAKEHKE TECTEPa TEPMETHHHOCTH ABTOMATHIECKONO
PENTAX Medical PLT-V1i0c. HioGpaxenue 3anuefi nanweny,
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.MPUMEHAEMBbIE NMPN MAPKMNPOBKE,

Pacwundposka

O603HavyaeT pabouyo YacTb TUNa BF co cTeneHbio 3awWnTbl OT NOPaxXeHus
39/1EKTPMYECKMM TOKOM, cooTBeTcTBYtowel WC 60601-1.

YKasblBaeT Ha HE06XOAMMOCTb 03HAKOM/IEHMSI C UHCTPYKLME MO 3KCnayaTaumnu.
O603Ha4YaeT MecTo YCTaHOBK/ NpefoxXpaHnuTesne.

MpeaynpexaeHue.
Yka3blBaeT Ha HE06GX0AMMOCTbL COG/IIOAEHNS OCTOPOXHOCTU NPU IKCyaTaumu,

HavmeHoBaHuWe U afpec NPOU3BOAUTENS MeLULMHCKOTO U3aenus.

EBponeiickom coobuiecTse.

3Hak aupektusbl WEEE.
«YTnnmsaunsa 3NeKTpMyYecKoro 1 31eKTPOHHOro o6opyaoBaHua» B EBponelickom
coobulecTse.

CepuliiHblii HOMEP.

[ata npoussojcTsa.

MeauuuHckoe usaenme

TemnepartypHblit npeaen

TpebyeT 6epexHOro obpalleHus.

Bepx. YKa3biBaeT NpPaBu/IbHO PacnofioXeHne Npu TPaHCNopTUPOBKE U
XpaHeHuu.

Bepeub OT BO3AENCTBUA NPSAMbIX CO/THEYHbIX fyyeit

Bepeub OT rronagaHna snan»

J MPUMEYAHWNE.

Mpoussogutens: PENTAX-Aohua Medical Teciinologies Co.. Lid.
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HNYECKNME W )NEKTPUUTIXKNMK XAPAKTEPUCTUKN MEOVNLWMHCKOIO

nN4A.
MapameTp TexHn4yeckne xapakTepnucTukm
Hanpsxexwne 100 240B
"X1CK1lponurtaHue BxofaHas MOLWHOCTb 50BT+ 10“O
HomunHanbHaa yactota 50 60y,
HoMuHanbHas MOLLHOCTb 50BT
OCHOBHble 292MM ' 249Mm m90MM
FabapuTbl
TexHnyeckue
XapakTepucTukn Macca 6.00 kr
[JaBneHue Bo3ayxa Ha BbIxofae 30+ 2 klMa
Twn 3awnTbl OT 31EKTPUYECKOTO iciacc 1
yAapa
CteneHb 3aWuTbl paboyeSl yactn ot
Tmn BF
nopaKeHnsa 371eK3pnUYeCcKUM TOKOM
Knaccudmkaums 3anpewaeTca ncnonb3oBaTb Npubop B

CTeneHb B3pbIBO3ALUUTHI

CTeneHb 3alnTbl OT NPOHHKHOHCHMNA
onacHoli XNAOKOCTHU.
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cpege, coaepxallieit roptoyni
rasoo6pasHblii aHecTeTUK B CMECU C
BO34yXOM, kncnopogom ILHI 3akucbio asoTa:
npnoéop 6e3 kateropum 1P n APG

IPX0



NOK PABOTbI C N3OEJIMEM.

A. YcTaHoBKa.

Mepbl NPeaoCTOPOXHOCTU Nepes UCNo/ib30BaHWEM TecTepa repMeTUYHOCT aBTOMarmyeckoro

PENTAX Medical PLT-VIOc;
1. MpaBuNbHO BbIGEPUTE MECTO AA pasMelleHns TecTepa repmeTnuyHocT. Mpubop cneayeT yctaHaBnuBaTb

B NOMEL,EeHUN C HU3KO BNAXHOCTbIO M XOpolwei BEHTUNALMEN, 3alMULEHHOM OT NPSIMOT0O BO3AeicTBUS

CO/IHeYHOro cBeTa.
2. CHUMUTe BClO yNaKoBKY C TecTepa repMeTUYHOCTH.
3. Henb3si HaKkpbiBaTb U 3KpaHMpPOBATb HAPYXHYH NOBEPXHOCTbL NpuGopa.

BHVMAHNE!

He pgonyckaiTe nonajgaHusi XUAKOCTEH Ha HapyXHble MOBEPXHOCTU npubopa. He gonyckaiiTe nonagaHus
XWUAKOCTU BHYTPb Npubopa Bo n3bexaHne NOBPeXAEHUS BHYTPEHHUX 3/1EKTPOHHbIX KOMMNOHEHTOB.

MPUNMEYAHWE.

Mcnonb3yiiTe coeguHUTENTbHbLIA pa3béM BMeECTe C COBMECTMMbIM pa3béMOM 3HAOCKOoNA.
Mpubop ocHaWéH peayKUMOHHbIM KnanaHoM Ansa noA4epXaHUsAs MNOCTOAHHOW CKOpPOCTM noToka

BXO4sLLEro Bo3gyxa.
MoacoefnHUTE TEPMETUUHYI KPbILKY 3HAOCKONA K 6bICTPO3aXUMHOW COEAUHUTENbHON NUHUK. 3aTem

noAcCOeAUHUTE KOHHEKTOP /IMHUU K BbIXOAHOMY WHTepdeiicy npu6opa (cm. puc. 4). Bce coeanHeHus

AO01XHbBI ObITb repmMmeTunyHbl BO nsbexaHune yTeudkn Bo3ayxa.
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1beboBaHus K BHewHemy XieKTPonHTanHio n 3ascmneynto tectepa repMeTUYHOCTHU

< Mpubop TpebyeT NMTaHUsA NepeMeHHOro Toka HanpshkeHuem 220 B u vactoTtoih 50/60 Ny. HopmanbHas
pa6oTta npubopa BoO3MOXHa B Amana3oHe HanpsxeHusa 100 - 240B. B uensax yao6cTBa n 6e3onacHocTu cnegyeTt
BblAENNTb OTAENbHYI0 PO3eTKY ,INA NOAKMYEHNA TecTepa repmeTuyHocTu. Ana 6e3onacHoil paboTel npubopa
noAcoeAMHUTe NPOBOJ 3a3eM/IeHNs K l03eMMe 3a3eM/ieHnsn, nokasaHHol Ha puc. 5.

2. BoinoNnHUTE NogkNwyYeHne K THe3fy nuTaHus, Kak nokasaHo Ha puc. 5.

A BHUMAHWIN

B uenax Hagnexauwein u 6esonacHoli pab6oTbl 3/1EKTPOOGOPYLOBaHNA YyCTaHOBKA PO3ETKM U MOAKIOYEHUE
3a3eM/IeHUst A0/1KHbl NPON3BOAUTLCSA KBANUMULUPOBAHHLIMU NEKTPUKAMMU.

15. SKCIMNNAYATALNA.

15.1. MoarotoBKa U3genus.

MoacoeAuHUTe 3HAOCKON K TecTepy TFepMeTUYHOCTM C MNOMOWbI COEAWHUTENbHOTO pasbéma U
6bICTPO3AXMMHOW COEANHUTENbHON NNHUK, NOC/e Yero NoAcoeAnHNTe WHYP NUTAHUA K po3eTke.

15.2. PaboTa c nsgenuem.

1. BkAounTe NuTaHue, HaxaB Ha Bblk/lOYaTeb NUTaHUSA.

2. MoacoeAnMHNTE 3HAOCKON M HAXMUTE KHOMKY «automatic» (aBTOMaTUUYECKUIA pexum).

3. Mocne 3ByKOBOTO CUTHAMa NpoBepbTe Hasnyne BbIABAEHHON yTEeUYKN Ha AMCNiee U 0TCOeANHNTEe 3HAO0CKON.

4. Mocne 3aBepweHns paboTbl C NPMGOPOM OTK/OUYNTE INEKTPONUTAHUE UM OTCOEANHUTE WHYP NUTAHUA OT
pO3eTKu.

MPUNMKUYNTHUNE.
Mpu pa6oTe Npu6oOp AO/MKEH BUCETb HA CTEHE MEPNeHANKYNAPHO TOPU3OHTANbLHOW NIOCKOCTH.
16. 3BAMEHA MPEOOXPAHUTENEN.

1. TMepeBeauTe BblKAOYaTeNb NUTAHWUSA B BbIK/IIOYEHHOE MOJIOKEHWE W OTCOEAWHWTE BWUJIKY NUTAHWA OT
po3eTku, ecnu TecTep He pabGoTaeT nocjsie BKAOYEHUA 3/1eKTponuTaHusa. M3BneknTe npepoxpaHuTenb wu3
oTceka n ocmoTpuse ero. (Cm. puc. 5).
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MPEAYMNMPEXAOEHWE!

j*0 n3bexaHne NopaxeHUs 31eKTPUUYECKUM TOKOM OTCOEAMUNHTC BUJIKY MUTAHUSA OT PO3ETKU.

2. Ecnu npepoxpaHuTenb neperopesi, 3aMeHUTE ero HOBbIM.
(XapakTepucTukn npegoxpaHutens: T2.5A L250 V)

A MPEAYNPEXAEHWE!

Mcnonb3yiiTe TONbKO NpefoXpaHUTenu ykasaHHOro HoMuWHana. pyrue npefoxpaHuTenn MoryT NMPUBECTU K
noxapy WU nopaxeHU 3/1eK3puyeckum TokoM. B cBA3M € 3TMM 3anpewaescs MCNosib30oBaThb
npefoxXpaHuTeNun ¢ 3aBblWEeHHbIM UM 3aHUKEHHBIM HOMUHAMIOM.

3. Ecnn npefoxpaHnUTenb CHOBA Neperopen nocsie BKAKYEHUA NMUTAHUA U Bblko4YaTeNb NUTaHUS HaXoauTcs
BO BK/IIOYEHHOM MOJIOXKEHWUW, BbIKJOUYNTE BbiKIOYaTENb MUTAHNA, OTCOEANHUTE WHY P NUTAHNA 1
obpatutecb B cepBUCHbIN LeHTp PENTA X Medical.

17. TEXHNYHECKOE OBC/NTYXVNBAHWE.
OYUCTKA HAPYXHblX MOBEPXHOCTEW.

AKKYpPaTHO MPOTPUTE HAPYXHble NMOBEPXHOCTW Npubopa MArkol TPANKO, CMOYEHHOW MO LWHM PacTBOPOM.
He MounTe rHe3f0 NUTAHUS NPU NpOTUpKe 3aaHeli naHenn. Hc mounTe KkabenbHoe COefUHEHNE MPU NPOTUPKE
nepegHeit naHenu. NMpu HaMOKaHUN 3NEKTPUUYECKUX KOMMNOHEHTOB TecTepa BO3HUKAET PUCK 3/IEKTPUYECKOTO
yaapa unm 3aMblKaHus.

l \ BHUMAHWE!

Mepen ouncTkon npubopa ybeamTechb, UTO WHYP NMUTAHUSA OTCOEAUNHEH.

YOANEHWE OCTATKOB XNAKOCTW.

BaxHo cTupaTtb NMO6YI0 XULKOCTb, MPOJIUBLIYIOCSA HA NMpu6op, U CAeAuTb 3a TeM, 4YTOObl XWUAKOCTb He
nonagana Ha KOMMNOHEHTbl M 0CO6EHHO Ha 3/ieKTpuuyeckue coeAuHeHus. Mpu nonagaHuyM XWAKOCTM Ha
3aneKTpnyeckne CoOeaNHEHUA He UCNONb3yliTe NPpM6GOP, Moka OHA MOSTHOCTLIO HE UCMapuTCs.

A BHUMAHWE!

Bo n3bexaHne afeKTPUYECKOro yaapa cneaute, 4Tobbl XUAKOCTb He monajana Ha WTekep rwTaHus.
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. MHOOPMALIMA O BOSMOXXHbIX HEMONAAKAX N CTTOCOBAX YCTPAHEHUA.

MPMEYAHUE.

He ncnonb3yiite Tectep repmetnyHocTn asTomatudecknii PENTAX Medical PLT-VIOc gns BbIiBNeHUS yTeuek,
ec/in Bbl NMOL03pPeBaeTe HaMumMe NOSIOMOK B npubope. B NpoTMBHOM Ciyyae pe3y/ibTaTbl UCMbITaHUA MOTYT 6bITb
HETOYHbIMM WM BO3MOXXHO MOBPEXEHWE 3HA0CKOMNa.

OnuncaHue Henonagku Bo3moXHas npuymHa PelwleHune
HeT 1306paxkeHus Ha avcriniee [Meperopen NpeaoxpaHuTesb. 3ameHuTe MpefoxXpaHUTESb.
TecTepa repMETUYHOCTU HeT HanpsbkeHus B BoccTaHoBWTE 3M1eKTpONUTaHYE.
asTomarumyeckoro PLT-VIOc PO3ETKE.
Henonazky BO3AyLLUHOIO Hacoca, MpoBepbTe BO3MMUHbIA Hacoc, Tpyo-
TPYOKN WM peflyKLIMOHHOTO KnanaHa Ky V1 PeLlyKUMOHHbIA KriaraH.
C/IMLLKOM HV3KOE BbIXOLHOE faBfie-  BbICTPO3aXUMHOM KOHHEKTOP MOACO- MnoTHO NoacoeauHUTE GbICTPO3a-
He B TecTepe PLT-VIOc €INHEH HernnoTHO. YXUMHOI KOHHEKTOP.
"epMeTHYHAA KPbILLIKA 3aKpYYeHa [MnoTHO 3aKpyTUTE rEepMETUYHYIO
HEn/oTHO. KPbILLIKY.
"epmeTMYHaA KPbILLIKA MOBPEXKIEHa. 3ameHnTE repMETUYHYHO KPbILLIKY.

19. BO3BPAT TECTEPA 014 PEMOHTA

[ns npoBeaeHNs peMoHTa TecTepa repMeTUYHOCTU, 06paTUTECh B aBTOP30BAHHbIN
cepsuc-LeHTp PENTAX Medical.

A MPEAYMNPEXAEHWE!

J1to6oii PEMOHT HEeaBTOPH30BaHHbLIM NepcoHanom BeaCT K aHHYIMPOBAHUIO 1 apaHTUN.

20. JAHHbIE OB 3/IEKTPOMAIHUTHO COBMECTUMOCTU OMC).

Tabnumua |: m3.1y4veHve

ABneHve | CootseTcmxke » Anek'pomaniu rHas cpega
by CISPR 11 v
-U3/y4YeHUC Mpynna 1 Knacc A CNOBMA YUPeXEHNs 34paBooXpaHeHuns
IEC 61000-3-2
1'apMoHMYECKne UCKaxkeHNa YCnosua yupexxaeHuna 34paBooxpaHeHuns
Knacc A
Kone6aHus manpaxetia u IEC 61000-3-3 v
(D AKKED-TyMb» COOTBETCIBIE CNOBUSA YUpeXeHNUs 34paBooXpaHeHus
NMPUMEYAHWUE.
Xapaktepuctnkn TNOMEXOSMUCCII  paHHoro o6opyaoBaHusi  No3sonsanOT '/MCT*H0Mb30Ba b B

MPO.MbILWEHHBIX 30Hax ¥ 6onbHULAX (CISPR MM knacc A). MNpu mMcnonb3oBaHWi ~ xuioMm cetorop™ A<ghs
KoToporo o6biuHO Tpebyetcs CISPR 11 knacc B) npub6op moxen He obecneuvspTe,' dacksatiioid.” miLLT™
BO3ZENCTBMS CPEACTB BbICOKOYACTOTHOW CBf3W. [Monb3oBaTento MoOryT uoTpe”B'atbcsi [ononH™*T\bilbiC
MEepOnpuATUA, HaNpyMep, N3MeHeHre pacnosioxeHns LU opreHTaumum npmbopa. " y
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Tab6nuua COOTBETCTBUSA HO MOMEXOYCTOWUYMBOE U

HBneHve

SneKTpocTaTUYeCKiA papsi

Vznydvaemoe PY
3/1IEKTPOMarH1THOE rosne

Monsa B 61HX)1ei1 30He OT
YCTPOVCTB 6ecnpoBoaHoin PY-
CBA3V!

MarHuTHble nons
HOMWHa/TbHOM YacTOTbl CETU

Tabnuua 2: nopT Kopryca

| BazoBblii cTaHAapT SMC

|
K.,

IEC 61000-4-2

IEC 61000-4-3

IEC 61000-4-3

IEC61000-4-S

YocoaHAVCTIbITaHNs Ha MOMEXOYCTONUMBOCTb
' YCNnoBusa yupexxaeHna 30paBooXpaHeHns

+ 8KB KOHTaKTHbIi

+2kB. MKB. £8KB. +15KB so3ayw i
3B'™m

80 My 2.7Im,

80% AM npn 1k,

Cm. Tabnumuy 3

XA M
50y wm 60Iy,

Tabnvua 3; nonsi B 67vbkHel 30He OF YCTPOIACTB

VicnbiTartenbHas yactota | JuanasoH

6ecnpoBogHoin PY-cBS3n
T YpoBHM UCribITaHMA Ha MOMEXOYCTONUMBOCTL

(MI'w) i (Mry). YCnoBus yupexxaeHns 34paBooxpaHeHmns

385 380-390 ml/IMnynscHas mogynaums 18, 27B'm

450 430770 EM oTknoHeHve £ 5k1', cuHyc Ik, 2

710

745 704 -787 vnynscHast Moaynauys 217w, 9B m

780

810

870 800 960 VvnynscHast Mogynaums 180, 28B'm

930

1720

1845 1700-1990 VimnynbcHas moax iauma 2171 n. 28B m

1970

2450 2400-2570 MvnynbcHas Mogynaumus 2171, 28B/m

5240

5500 5100-5800 vy nibcHasa .mogynaupsa 2171, 9B'm

5785

Tabnuua 4: Bxo HanpspKeHus
rnepemMeHHOro Toka
.)K-BaISOBbII‘/'I CT;HAapT C YPOBHM HCHB(T'A]HH?l%{lgNg_AyCTOJ,

SBneHvie ; Yenosus yHpesxaeRy R voxpaHeH*BLLIB| o
S:;s;;KyHngle MMMy bCHbIe IHC 61000-4-4 :f;TBOTa nOBTOpeHI/I\Fll AT °
MMy nbCbl IMHUS-NMHUA IF.C 61000-4-5 +0.5kB,4 1kB
MNX/IbChbI NMHMS-3eM15 1KC 61000-4-5 =0.5kB. =1kB. +£2kB
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KoK/1> KTIIRMbit.” nomexn.
HaBe/Y?Hube PY-nonsmn

llpoRaibi HanpspkeHws

Mepebon HanpspKeHK

HBneHve

SNEeKTPOCTATUYECKMIA Paspsif

KOHAYKTVBHbIE MOMEXY,
HaBeagHHble PY-nonamm

HBneHve

JMEeKTPOCTaTUYECKUIA paspsg,

KoHAyKMiBYble MOMEX!,
HaBeaéHHble PY-nonamu

MEC 61000-4-6

IEC 61000-4-11

1EC 61000-4-11

3B. 0.15MI'y, -80MrIy,
6B B fmanasoHay ISM ot 0.!5MTI 'y, oo
80MI™ 1, 80&b AM npy 1kI'Ly

ORoUx; 0,5 nepropaos

Mpn 0% 45", 90", 135°, 180~ 225", 270" n 315"
0% Up; 1

nepuog u

70% Ut: 25 30

neprofaoH OfHa (hasa;

npn 0"

Uj: 250 300 nepriozos

Tabnuua 5: nopT BXoA/BbIX0Aa CYit HaoB

BazoBbiii cTaHgapT SAMC |

IEC 61000-4-2

LLIC 61000-4-6

YPOBHM MCMbITaHWS Ha NOMEXOYCTONUMBOCTb
YCnoBuvs yupeXxaeHns 30paBooXpaHeHs

+ 8kB KOHTaKTHbI

+2kB. +4kB. 3:8«B._+15kB BO3AyLLHbI

3B. 0,15M[ n-80MT
6B B ananazoHax ISM o10.15MI"yao
80MI'y, 80% JIM nipn 1kl

Tabnuua 6: nopT MOSK.THUCHHB MalHeHTa

YpOBHY MCMbITaHWS Ha MOMEXOYCTOMUMBOCTb

bazoBblin cTaHgapT AMC C'

IEC 61000-4-2

IEC 61000-4-6

A NMPEAYNPEXOEHWE!

MopTaTuBHble ycTpoicTBa PU-cBA3H (BK;it0Uasi Takue nepudepuiiHblie YCTPOMCTBA, Kak Kabenim
aHTEHH 1 BHELLHWE aHTEHHBbI) ClelyeT MCMO0/b30BaTh HA PACCTOSAHUM HC MeHee 30 cM [0 Nto6ol
yacTu: Tectepa repMeTUYHOCTY, BKJIlOYasi Kabenu, ykasaHHble MpoussoguTesieM. B npoTuBHOM
c/lydae BO3MOXXHO YXYALLEHNE XapaKTepUCTUK V3AE/IA.

2. MeanunHckoe

YCNnoBus yupexaeHns TapaBooxpanenis
i 8KB KOHTaKTHbIl

+2kB. +4KB. :8KB, + 15kB B03ayLLHbIN
3B. 0.15MI'y- 80MIy,

6B B granazoHax ISM ot 0.15MI go
80MI'y, 800 AM npn 1kT'Ly

n3genne npegHasHa4vyeHo /14 MCNoJib3oBaHUA B YC/I0BUAX  ydpexXaeHUA

34paBoOXpaHeHUS. N ML
3. CyulecTBeHHas XapaKTepuctnka MegULIMHCKOro M3Aenna COCTOUT B TOM,
3KpaHe [Aucries BbIBOAUTCA HOPMaslbHO, Korja Bueonpoleccop | &
? oo

NCTOYHUKOM CBETa.

4. Bo usbexxaHWe c60eB B paboTe He UCTONb3YTe: TECTEP iepPMETUYHOCNANPSLOM WM B CTOMKE"C

ApYrMun yCTpOocTBaMu.
5 Wcnonb3osaHne akceccyapos,
NpesocTaBs;leHHbIX MPON3BOAUTENEM [AHHOr0 MeAVLMHCKOro usgenA.No>"

\ IX [c?

npeobpasoBaTenien n kabeneii oomiWq ykazaHHM /on'#

npu N cN/K

MOBbILLEHHOMY W3/TyUYEHMIO 3MIEKTPOMArHUTHBIX MOMEX WU CHUKEHWUIO }>»3MAUMBOCTH y>4fiM

nnbo Kcbosim B paboTe.
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21. NHOOPMAULUWNA O CTEPUWTN3ALNN.

MeavuMHCKoe 13aenvie ¢ BXOASLMMUA B €r0 COCTaB M3Ae/IMAMU MOCTaB/IAeTCss KOHEUHOMY MoTpebuTesto
HeCTEPW/IbHBIM U CTEPUNN3ALMN HE MOASIEXNT.

22. WNH®POPMAUMA O HEOBXOAMMOM. HO HE TNOCTABJ/IAEMOM
AOTMOJ/TIHNTE/IbHOM OBOPYOBAHNW.

KoM6MHaUMM YCTPOIACTE M MPUHAANEXKHOCTEN, KOTOPblE MOXHO WCMO/b30BaTb C 3TUM  MPOAYKTOM,

NepeyncrieHbl HUKe.
Cawmblii nocnegHWiA Nep>e4eHb COBMECTMMbIX YCTPOCTB CMOTPUTE Ha C/lefytoLeM Be6-caiiTe UM CBSXKUTECH
C BawMM MeCTHbIM cepBUCHbIM UeHTpom PENTAX Medical: https://pentaxmcdical.com/pen-

tax/en/92/1/Compatible-Products/
Mepen ncnonb3o0BaHMEM M34envie criedyeT NoAroToBUThL M MPOBEPUTL COM/1aCHO ero MHCTPYKLUMN.

NPEAYNPEXOEHWNE!

PENTAX Medical He rapaHTUpyeT COBMECTMMOCTb C OTCYTCTBYHOLMMW B CMIMCKE YCTPOMCTBaAMMU.
Ecnn ycTpoiicTBa HET B CMUCKE, CBSXKUTECH C MPoM3BoAUTENleM 000py[oBaHWA WM akceccyapa, 4YToObl
MOATBEPAUTL COBMECTUMOCTb M MOMTYUNTb UHCTPYKLUMU N0 X COBMECTHOMY MPUMEHEHMIO C NpoayKumein PEN-

TAX Medical.

23. YCNoBUNA XPAHEHNA N TPAHCIOPTUPOBKW.

M3genvie XxpaHWTb B TPAHCMOPTHOW YMaKOBKE B YC/OBUSAX CKIAACKMX MOMELLEHWUIA Mpu: Temriepatype
OKpy>katoLLero so3gyxa: oT nsoc 5°C go nntoc 40RC; 0THOCUTENBHOW BriadKHOCTU A0 85% (6e3 o6pasoBaHus

KOHZeHcaTa).
Mpy XpaHeHUW He AONYCKaTb BO3AENCTBUSA XUMUYECKMX BELLECTB U FOPHOYNX ra3oB.
Mepep, XxpaHeHVeM cniefyeT BbIK/IUNTL BbiK/YATE/ b MUTAHUSA U 0TCOEAUHUTD LUHY P NUTa}LLS

npubopa.

MpM MOMELeHNUN MEeAMLMHCKOTO W3OeNMsi Ha  XpaHeHuWe rocsie  “N(Crofb3oBaHUsl.  HeobXoaumo
npeaBapuUTesibHO  BbIMO/IHUTL  MPOLIEAYPY OYMUCTKKM, YKa3aHHYl B WHCTPYKLUUW MO0  3KCh/lyaTauum
MeAVLIMHCKOrO 13aenus.

1IPUMEYAHME.

BxogAwpe B KOMIMIEKT MEAMLIMHCKONO M3Oe/MA  aKcecCyapbl, MOA/IeXaT MpaBuiaM .XpaHeHus,
npeaycMOTPEHHbIM /11 OCHOBHOIO U3Ae/MS.

24. TBI.JIKH/A OB OXPAHE OKPY>XAIOLLIE CPEAbI.

Martepuasibl, N3 KOTOPbIX MPON3BEAEHO MEAVILIMHCKOE N3Aenue, a Takoke nsgenln, Nsnapnre';M  CocTas,
He OKa3blBalT BpeAHbIX BO3AECTBMIA Ha OKpyXkawowyt cpegy. [locne

MeANLIMHCKOro U3genus, ero crefyer yTuianmsuposatb, kak Toro npeanuc™L(bT TpaBuna
MeANLIMHCKOIO U3AeNns 1 BXOOALMX B ero CocTaB akcecCyapos. Ndoom "~o

25. CPOK CNY>Xbbl MEAVUMNHCKOI'O N3AE/INA.

CpoK Ccny»6bl TecTepa repmMeTMUYHOCTM MPU BbINO/THEHUN PEKOMEHAALMIA M0 06paLLEHNO C U3ae/NEM,
yKazaHHbIX NMPon3BoAUTENIEM B TEXHMUUECKOW AOKYMEHTALMN U MHCTPYKLUMSIX MO 3KCryataumm 5 net ot

Oatbl NMpon3eoAcTBa.
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PeMOHTHbIE paboTbl JO/HKHbI MPOM3BOANTLCA TOSTbKO CMELMATUCTOM WM KOMMaHWER, NoslyunBLLIMMN Ha
310 paspewleHne PENTAX Medical (nnn B aBTOpr30BaHHOM CEPBUCHOM LIEHTPE)

MPNMEYAHME.

Mpoun3BoanTesib He HECET OTBETCTBEHHOCTM 3a TpaBMbl MEPCOHA/IA U MOBPEXX>LICHUA U3Ae/NIA BCNEACTBUE
PeMOHTA, KOTOPbIA MPOM3BOAN/ICS NIULIOM WM OpraHm3aumen, He UMEKLLVM MOSTHOMOYMIA (paspeLLeHust)
oT PENTAX Medical.

1 Mpu noBpexxaeHn aeTaseil U aNeKTPOHHbLIX KOMMNOHEHTOB U3ae/uiA He06X04MMO NCMO0/b30BaTb TOSIbKO
3anacHble YacTu, noctassisieMble komnaHveii PENTAX. Npov3BoanTenb He HECET OTBETCTBEHHOCTU 3a
yCTpaHeHVe MoBPEXAEHWNM, BbI3BAHHbIX MCMO/Ib30BAHNEM 3amacHbIX YacTell CTOPOHHUX MOCTaBLLUMKOB.

2. Ecnv HemcnpaBHOCTb He yAaéTcs YCTPaHUTb MOC/e NMPOBEPKN M COM/1aCHO YKasaHWAM, NMPUBEAEHHbIM B
Tabnmuax BO3MOXXHbIX HEUCNpPaBHOCTEN, 06paTUTECh K MPOU3BOAUTENIO WM B CEPBUCHBIA  LEHTP
PENTAX Medical.

3. Mpw BO3BpaTe MU3AeNunii Ans pemMoHTa crieqyeT NpUKIaabiBaTb Kak rapaHTUHBIA TasloH, onucaHme cbost
W NOBPEXXAEHNSA N KOHTaKTHbIA HOMep TesiechoHa OTBETCTBEHHOIO /LA.

4. B Te4yeHMe rapaHTUAHOIO cpoka OMUMasIbHBIV CEPBUCHbLIA LEHTP MNpeaocTaBnseT 6GecnnaTtHoe
o6cny>KmBaHme, ecnv OyaeT MOATBEPXKAEHO, 4UTO MOSIOMKA W3fenvsi npomsowlsia BCNeacTBuMe Gpaka
MaTepUasioB WM MPOU3BOACTBEHHOro 6Opaka nMpyv  COBAKAEHUM  MpaBWl  3KCrlyataumm U
TEX0BCyXKMBaHUS.

5. BblleHa3BaHHOe 6ecrnsiaTHoe 06cy>KnBaHue 6yaeT npegoctaBneHo rnpu ycioBUM, YTo NPUOBPETEHHOE
u3genue crIoMasioch Mpuy Hagexxatumx yeroBusax akenayatauym. B npoTUBHOM cnyyae cepBUCHbIE YC/1yTu
6yayT OKaszaHbl Ha N/1aTHO OCHOBE.

6. 1lepBOHa4asibHbIM FrapaHTUIAHBIA CPOK Ha MPM6op NPOAO/HKAET A4eNCTBOBATbL NMOC/IE PEMOH ra U3aenmsi B
Hallem CepBMCHOM LieHTpe. ocne ncTedeHns rapaHTUIAHOINO CPOKa Pe.MOHT OCYLLLeCTB/ISETCA Ha N/1aTHoOMN
OCHOBE.

7. Tpu obpawieHnn B CEPBUCHBLIA LIEHTP BaM He0OX0AMMO MpPeAocTaBUTb FapPaHTUNAHBIA  TasloH.
CepBUCHbI LIEHTP BNpase 0TKa3aTb B MPeAOCTaB/IEHNN FrapaHTUMHBIX YCYT NPy OTCYTCTBUM AOKY MEHTOB
W B C/ly4ae, ec/iv NpefocTaB/ieHHbIN FapaHTUAHBIA TasloH OTHOCUTCS K APYroMy U3OENuo.

8. CepBU1CHbIV LEHTP Brpase 0TKasaTb B MPeAOCTaB/IEHNN FapaHTUMHBIX YCYT B C/lydae HenpaBWsIbHOIO
MOHTa>Ka U3LeNns Unm paboTbl C HAPYLLEHMEM YKa3aHUA MHCTPYKLMKW MO 3KChyaTaumn.

9. CepBUCHbI LEHTP BMpaBe OTKa3aTb B MNPeAOCTaB/IEHNN TFAPaHTUAHBIX YCAYyr B C/y4dae
HECAHKLMOHNPOBAHHOI 0 BMeLLIATEeTbCTBA B U3AE/VE.

10. CepBUCHbIVi LIEHTP BNpaBe 0TKa3aTb B NPeAOCTaB/NEHUN rapaHTUIHbIX YCAYT B CyYae MOBPEXAEHNI
BCMEACTBME CTUXUIAHbIX BeACTBMI, TaKMX KakK HaBOAHEEXC 1 noxap.

Mo Bonpocy rapaHTUIAHOIO PEMOHTA W CEPBMCHOr0 06CAy>XXmMBaHUS  oopapy Y\ N
LeHTpasibHoro cepBucHoro ueHtpa PENTAX Medical; OOO «[MeHTakc Megukan \
MockBa, BH.Tep.r. / n
nocesieHne MOCKOBCKMIA, NOCEMOK Y NbsAHOBCKOro Jleconapka, 4. 1. ctp. 1, kom~M1A{/90;91. Ten.:
721-38-59
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lytTunusaywusa.

CumBon /'\Ha MeOULMHCKOM M3OENMMA WM ero YMakoBKe 03Ha4aeT, uTo W3Aesve [Oo/HKHO 6biTb
YTUNN3NPOBAHO 0T/1E/NIbHO 0T 06bIUHbIX GbITOBbLIX 0TXO0/0B M0 UCTEUEHMM CPOKa ero Cy>k6bl. Moxkanyiicra,
MOMHWTE, 4YTO Ballla OTBETCTBEHHOCTb - YTUAM3UPOBATL 9/1EKTPOHHOE 060py[0BaHME B LEHTpax
nepepaboTKM, 4YTo6bl MOMOYb COXPaHUTbL MPUPOAHble pecypcbl. Kakaas cTpaHa EBponeiickoro Cokosa
NUMEeT CBOW LEHTpbl c6opa AN YTUAM3aUMM 3/1IEKTPUYECKOr0 U 3MEeKTPOHHOro o6opyaoBaHus. s
nosyyeHnst MHAOPMaLMK 0 Ballieli ToUKe BbIBO3a 0TX0/]0B 06pallaiiTecb B MECTHBbI opraH yrnpaBneHusi no
yNpaBfeHnio 0TX0JaMM 3/IEKTPUUECKOT0 W 3/1eKTPOHHOIo 060pYA0BaHUS WM B PO3HUYHBIA MYHKT, B
KOTOPOM Bbl KyMWN NMPOAYKT. YTUNN3NPYIiTe 3M1EKTPOHHOE 060pyj0BaHMe B COOTBETCTBUM C HOPMaMU W
NpaKTYKamMmn, NPUHATLIMW B CTPAHE 3KCr/TyaTaLum.

28. TAPAHTUI MNMPOU3BOONTENA.

JelicTBue rapa»fmm HauMHAaeTcs ¢ MOMEHTA WHCTaIsuMM  06opyaoBaHusl. [apaHTWAHBIA - Mepriog
cocTaBnsieT 12 MecsiLeB Ha BCE KOMMOHEHTbl M3Aenusl. [apaHTMs He pacrpocTpaHsieTcsl Ha 4acTu,
MOBPeXXAeHHbIE BC/IEACTBUE TMJIOXOTO WM HEMPABWILHOIO O0GC/TY>KMBAHUS; 3/1EKTPUYECKME CUCTEMBI,
BbIBEAIEHHbIE M3 CTPOS WM HeucrpaBHble BCMEACTBUE MNPEHEOPEXKEHUST WYM  HEHAAMeXallero ux
MCMO/b30BaHUS U BCIEACTBUE VHbIX MPUUMH, HE 3aBUCSLLMX 0T [pon3BoguTens.

29. MPETEH3WN N PEKJTAMALNW.

Bce CO06LLEHMSA MPETEH3NOHHOIO U PeK/IaMaLMOHHOI0 XapaKTepa, KacaloLMecs MeAMLMHCKOTO U3aens,
Harpas/sATb B afpec YrosIHOMOUYEHHOro NpeAcTaBUTe s NMPoOU3BoAUTENs. AZPec yKasaH Hbke. B nmcbMe -
MpeTeHsun 06a3aTe/lbHO YKasbiBaTb (DAMUIMIO, MMSI M OTYECTBO, a TakXe CBOM KOHTaKTHbI HoMep
TenegooHa, HaMMeHOBaHWE PUANYECKOT0 LA WM UHAVNBUAYA/IbHOMO NMpeanpuHMMaTens.

30. MPEACTABUTE/Ib NMPOU3BOANTENA HA TEPPUTOPUIN P®.

00O «lNeHTakc Meagukan Pyc»

108811, r. MockBa, BH.Tep.r. noceneHe MOCKOBCKWUiA, MOCENOK Y NbAHOBCKOro Jleconapka, AoM
CcTpoeHmne 1, komHaTa 90,91;

+7 (495) 721-38-59 - TenedoH.

+7 (495) 721-38-59-thakc

E-mail: scrvicc.ru@pentaxmcdical.com
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Ilepeson ¢ xuralickoro u aRrMMHACKOro A3LIKOB HA PYCCKHN A3BIK

CEPTH®UKAT

Jlorotun:

[CCPIT
(KKCMT)]

Kwvratickas Komuccns Coneficteua Mexaynapoasoii Toprosne
Mexaynapoanaa Toprosas nanara Kuras

Kuraiickas Komuccns Copeiicraus Mexaynapoauoit Toprosne —
Mexaynapoanas Topropas nanara Katax
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Haknelika-ronorpamva: [CCPIT (KKCMT)]

KnTtainckaa Komuccmua Copenctema MexayHapoaHoin Toprosne
MexayHapogHaa Toprosas nanata Kutasa

01178743

CEPTUD®UKAT

[QR kog]
PervctpaupoHHbIi Ne 223100B0O/004086

HACTOAWMM CBMAETEJIbCTBYETCHA, YTO:. nedats komnaHum [NMEHTAKC-Aoxya
Megukan TekHonompkuce Ko., Jira. (Pentax-Aohua Medical Technologies Co., Ltd) Ha
npwioxkeHHoMm gokymeHTe MIHCTPYKLUNA MO SKCIVTYATAUNN - nog/imMHHas.

TuvcHeHast NeyaTb: Kutaiickasi KOMUCCUSA COAeNCTBMA MeXIAyHapoaHoi Toprose.
CEPTUNO®UNKALINA CCPIT. (5)

Kutalickast Komuccns cogencTaus
MeXyHapOo4HOW Topros/ie

Moanuch

YMOSTHOMOYEHHOI O JILA: [ oanncs]
Wkoy NMnHdaHb

Jara: 21 nioHa 2022 .

Mevatsb: Kuraiickuii COBET M0 COAEMCTBMIO MEXXAYHAPOAHOM TOProBs/ie.
CEPTUPUKALINA KCCMT. (05)

BebcanT g/151 npoBepku ceptudmkara: http:/AMww.rzeepit.comivalidate.html
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PENTAX
MEDICAL

NMHCTPYKUWA no SIKCIJIYATAUNN

«Cunctema BmaeosHgockonmyeckor snsyanmsaumm PENTAX Medical ansa
BEPXHUX U/VNN HYDKHUX OTAESIOB >KeNyA0UYHO-KULLEeYHOro TpakKTay

TecTep repMeTUYHOCTU aBTOMAaTUYECKUN
PENTAX Medical PLT-VIOc
(ABTOMAaTUYECKNI TECTeEpP YyTeuekK)

IN3OBPAXXEHWE/

Mpon3BoacTBa KOMMaHWMK:
PENTAX-Aochua Medical Technologies Co., Ltd., East of 3rd FHoor, Block C, Building 1, No. 5
Shervang Road, Minhang District, 201108 Shanghai, P.R. China

HAata BcTtynsieHua B cuny: 04/03/2020r.
Bepcusa 01-20

[OenictBre dNO JomKHOCTL Jata Moanwuckb
YT1Bepawn Aptyp Jan Feﬂmi 'ereE"mpb'b” 1uvoHa 2022 . /Mognucel

Mevate: MEHTAKC-Aoxya Megnkan TekHonogxxuc Ko., J1T4.
(Pentax-Aohua Medical Technologies Co., Ltd.).

2020

TEKCT HA PYCCKOM s183bKE COOTBETCTBYET TEKCTY HA AHI/IMACKOM SBbKE
Ha Ka>KIpI CTpAHILIE MeYaTb KOMIBH.

Mevate: MEHTAKC-Aoxya Megunkan TekHonogxuc Ko., J1Ta.
(Pentax-Aohua Medical Technologies Co., Ltd.).
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MepeBosg AAHHOTO T EKCT a BIMONHEH NepeBOAUYNKOM KO AMHBIM KO puemM KOHCT aHT NHOBUYEM .

noanuchb

Poccuiickasa degepaums

"oposa MockBa.

Bocbmoro wwons ABe€ TbICAYM ABajUaTb BTOPOro roja.
A, [MpokoweHkoBa EneHa EBreHbLesHa, HoTapuyc ropoga MOoCKBbI, CBUAETENbLCTBYIO

noA/IMHHOCTL noanucn nepesogvmnka KO auHbIM KOprem KOHCTaHTUHOBUYEM.

Moanuck caenaHa B MOEM MPUCYTCTBUMN.
JIMYHOCTbL NOANUCABLUEr0 OKYMEHT YCTaHOB/IEHA.

3apeructpupoBaHo B peecTtpe: Ne 21/86-H/77-2022-
Ynna4veHo 3a coBepLUeHne HoTapuasnbHoro geiicteus: 400 py6. 00 kon.

I'IO,EI,I'II/ICI: | MpoKoLweHKoBa

Fep6oBasd neyaTsb
HOTapuycar.

M ocCKBbI
MpokoweHKoBOW E.E.

MpowHypoBaHo, NPOHYMepPOBaHO M CKpenseHo neyaTtbo 41 nwuct(-a,-0B).

I'IO,[],I'II/ICI: E.E. lNMpokow

Poccuiickas ®epgepayunii " Yy.

[opoa MockBa n

Bocbmoro HKO.1A aBe Tbicauu agBaguate BToporoN”MAi'ly
4. MpokoweHkoBa EjicHa EBreHbeBHa, HoTapuyc ropoal~0CKBbl,
CBUAETENbCTBYIO BEPHOCTb KOMUK C NPeAcTaB/IeHHOro MHe'3aMiiMeHTa.

fe2l/86-H/77-2022

bHOTO fAeCTBUSA: 2580

£ .£ MpokoweHKoBa

, MPOHYMEPOBaHO, CKPEN/IEHO
41 nuct(a)(oB)

E.E.lNpokoLueHKoBa
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