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For use by trained clinicians/physicians only.
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1. Important Information - Please Read Before Use!

Read this Instructions for Use (IFU) before operating and keep for future reference. Failure to
read and thoroughly understand the information presented in this IFU, as well as those
developed for ancillary endoscopic equipment and accessories, may result in serious injury to
the patient and/or user. Furthermore, failure to follow the instructions in this IFU may result in
damage to, and/or malfunction of, the equipment.

This IFU describes the recommended procedures for inspecting and preparing the equipment
prior to its use. It does not describe how an actual procedure is to be performed, nor does it
attempt to teach the beginner the proper technique or any medical aspects regarding the use
of the equipment. It is the responsibility of each medical facility to ensure that only
appropriately trained personnel, who are competent and knowledgeable about the
endoscopic equipment, antimicrobial agents/processes and hospital infection control protocol
are involved in the use, handling and the care of these medical devices. The IFU may be
updated without further notice. Copies of the current version are available upon request.

Additional equipment connected to medical electrical equipment must comply with the
respective [EC or ISO standards (e.g. IEC 60950 or IEC 62368 for data processing equipment).
Furthermore, all configurations shall comply with the requirements for medical grade electrical
systems (see clause 16 of the latest valid version of IEC 60601-1). Anybody connecting additional
equipment to medical grade electrical equipment which configures a medical system and is
therefore responsible that the system complies with the requirements for medical electrical
systems. If in doubt, consult your local representative or the technical service department.

US federal law restricts this device for sale only by, or on the order of, a physician.

1.1. Intended Use / Indication for Use

The aBox™ Duodeno is designed to be used with the aScope™ Duodeno, and other ancillary
equipment (e.g. medical grade video monitor) for endoscopy and endoscopic surgery within
the duodenum.

NOTE: Do not use this device for any purpose other than its intended use. Select the endoscope to be used
according to the objective of the intended procedure based on the full understanding of the endoscope’s
specifications and functionality as described in this IFU.

1.2. Target User Groups and User Qualifications

The device is intended to be used by physicians trained on ERCP procedures. If there are official
standards for user qualifications to perform endoscopy and endoscopic treatment that are
defined by the hospital’s medical administrators or other official institutions, such as academic
societies on endoscopy, follow those standards. If there are no official qualification standards, the
operator of this device must be a physician approved by the medical safety manager of the
hospital or person in charge of the department (e.g. department of internal medicine, etc.).

The physician should be capable of safely performing the planned endoscopy and endoscopic
treatment following guidelines set by the academic societies on endoscopy, etc., and considering
the difficulty of endoscopy and endoscopic treatment. This manual does not explain or discuss
endoscopic procedures.

1.3. Contraindications
Contraindications depend on the endoscope used and the endoscopic procedure. For detailed
information regarding contraindications please refer to the IFU of the aScope™ Duodeno.

1.4. Installation and Maintenance

The medical devices described in this IFU must be tested/inspected in accordance with
national regulations during installation and regular inspection. The medical device does not
require regular maintenance.
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1.5. Warnings and Cautions

Failure to observe these warnings and cautions may result in patient injury or damage to the
equipment. The manufacturer is not responsible for any damage to the system or patient
injury resulting from incorrect use.

WARNINGS A

Indicate a potentially hazardous situation which, if not avoided, could result in death
or serious injury.
Preparation for Use

Do not connect non-medical grade devices to the aBox™ Duodeno. Connection of
devices that are not medical grade (IEC 60601 conform) could have negative impact on
the safety of the system. Connect only medical grade equipment to the aBox™ Duodeno.
Never use the aBox™ Duodeno if an abnormality is suspected. Damage or irregularity
in the device may compromise patient and/or user safety and may result in more
severe equipment damage.

Keep fluids away from all electrical equipment. If fluids are spilled on or into the unit,
stop operation of the aBox™ Duodeno immediately and contact Ambu. Do not
prepare, inspect or use the aBox™ Duodeno with wet hands.

In case of device failure or malfunction, always keep another aBox™ Duodeno in the
room ready for use.

Never insert or spray anything into the ventilation grills of the aBox™ Duodeno. It can
cause an electric shock and/or fire.

Always set the minimum required brightness. The brightness of the image on a
medical grade video monitor may differ from the actual brightness at the distal end
of an endoscope. Although the illumination light emitted from the endoscope's
distal end is required for endoscopic observation and treatment, it may also cause
alteration of living tissues such as protein denaturation of liver tissue and perforation
of the intestines by inappropriate use.

Do not leave the endoscope illuminated before and after examination. Otherwise,
the LEDs could be redirected to the opened eyes of the sedated patient and can
cause retina burns. This product may interfere with other medical grade electronic
equipment used in combination with it.

Before use, refer to the Appendix 1 to confirm the compatibility of this device with all
equipment to be used.

Do not use this product in any place where it may be subject to strong
electromagnetic radiation (for example in the vicinity of a microwave therapeutic
device, MRI, wireless set, short-wave therapeutic device, cellular/portable phone,
etc.). This may impair the performance of the product.

If the endoscopic image dims during use, blood, mucus or debris may adhere to the
light guide on the distal end of the endoscope. Try to clear the LEDs by rinsing. If
image is still dimmed, carefully withdraw the endoscope from the patient and
remove the blood or mucus in order to obtain optimum illumination and to ensure
the safety of the examination. If you continue to use the endoscope in such a
condition, the distal end temperature may rise and cause mucosal burns. It may also
cause patient and/or operator injury.

To display observation images, connect the output terminal of the aBox™ Duodeno
directly to a monitor. Do not make the connection via any ancillary equipment. Images
may disappear during observation depending on the condition of ancillary equipment.

Inspection of the aBox™ Duodeno

Do not connect the power plug to the 2-pole power circuit with a 3-pole to 2-pole
adapter. To avoid the risk of electric shock, this equipment must only be connected
to a mains supply with protective earth.



Do not use the aBox™ Duodeno if not inspected as instructed. Inspect other
equipment to be used with the aBox™ Duodeno as instructed in their respective
instruction manuals. Should any irregularity be observed, do not use the aBox ™
Duodeno and see section 12. Troubleshooting. If the irregularity is still observed
after consulting section 12, contact Ambu. Damage or irregularity may compromise
patient or user safety and may result in more severe equipment damage.

Do not use this device when the live image cannot be observed. Otherwise, patient
injury may occur.

Connection to the AC Mains Power Supply

Always keep the power plug dry. A wet power plug may cause electric shocks.
Confirm that the hospital-grade wall mains outlet to which this device is connected
has adequate electrical capacity that is larger than the total power consumption of
all connected equipment. If the capacity is insufficient, fire can result or circuit
breaker may trip and turn OFF this device and all other equipment connected to the
same power circuit.

Be sure to connect the power plug securely to prevent erroneous unplugging during
use. Otherwise, the equipment will not function.

If combinations of equipment other than those shown below are used, the full
responsibility should be assumed by the medical treatment facility. Such
combinations do not only allow the equipment to manifest their full functionality
but may also imperil the safety of the patient and medical personnel. In addition, the
endurance of the video system center and ancillary equipment is not guaranteed.
Troubles caused in this case are not covered by free-of-charge repair. Be sure to use
the equipment in one of the recommended combinations.

Operation of the aBox™ Duodeno

To guard against dangerous chemicals and potentially infectious material during the
procedure and danger of unintentional diathermy burns, wear personal protective
equipment, such as eyewear, face mask, moisture-resistant clothing and chemical and
electrical-resistant gloves that fit properly and are long enough so that your skin is
not exposed. Please note that a new pair of gloves is required prior to each procedure.
Never use the aBox™ Duodeno if an abnormality is suspected. Damage or irregularity
in the device may compromise patient or user safety and may result in more severe
equipment damage.

If any other abnormality occurs or is suspected, immediately stop using the
equipment, turn OFF all equipment, and gently withdraw the endoscope from the
patient as described in the endoscope's instruction manual. Then, refer to the
instructions in section 12. Troubleshooting. If the problems cannot be resolved by the
remedial action described in section 12, do not use the equipment and contact Ambu.
Clean the device and change gloves prior to touching the device and between cases.
Not changing gloves could lead to cross-contamination.

Ancillary Equipment

When using spray-type medical agents such as lubricant, anesthetic, or alcohol, use
them away from the aBox™ Duodeno so that the medical agents do not come into
contact with the aBox™ Duodeno. Medical agents might leak into the video system
through the ventilation grills and may cause equipment damage.

Do not use non-compatible electrosurgical equipment with this device. Interference
on the monitor or loss of the endoscopic image can occur.

Do not use a humidifier near the video system center as dew condensation might
occur and may cause equipment failure.

When recording images, be sure to record the images together with patient data.
Otherwise, distinction between different observations may become difficult.



Fuse Replacement
. Never use a fuse other than the fuse model designated by Ambu. Otherwise,
malfunction or failure of the aBox Duodeno may cause a fire or electric shock hazard.

. Be sure to turn the aBox™ Duodeno OFF and unplug the power cable before removing
the fuse from the aBox™ Duodeno. Otherwise, fire or electric shock may result.
. If the power fails to come on after replacing the fuses, unplug the power cable

immediately from the AC mains power inlet and then contact Ambu. Otherwise,
electric shock may result.
. Do not position the device above the patient. If the front is destroyed due to strong
external impacts, splintering may occur. Falling splinters could cause injury to the patient.
. Insert the fuse box into this device until it clicks into position. If the fuse box is
inserted incompletely, the power may fail to come ON or a power failure may occur
during operation.

Care and Storage

. After wiping with a piece of moistened gauze, dry the aBox™ Duodeno thoroughly
before using it again. If it is used while still wet, there is the risk of an electric shock.
. Do not use the device without thoroughly understanding the IFU. If the system is not

properly prepared before each use, equipment damage, patient and operator injury
and/or fire can occur.

Potential of Fire

. The system is not protected against fire and explosion. When using the device in areas
with flammable or explosive gases or in areas with oxygen-enriched air, fire or explosions
may occur in the unit. Do not operate the device in areas with flammable or explosive
gases or gas mixtures. Do not operate the device in an oxygen-enriched environment.

Installation, Repair and Maintenance

. The device does not contain any parts that can be repaired by the user. Any
disassembling, change or attempt to repair can lead to injury of patient or user and
damage of the system. Installation, repairs and maintenance must be performed by
Ambu staff or Ambu approved staff. Please read section 12 for more information
regarding troubleshooting.

CAUTIONS

Indicate a potentially hazardous situation which, if not avoided, may result in minor or moder-
ate injury. It may also be used to alert against unsafe practices or potential equipment damage.
General

. Do not use a pointed or hard object to press the buttons on the front panel. This may
damage the buttons.

. Do not apply excessive force to the aBox™ Duodeno and/or other devices connected.
Otherwise, damage and/or malfunction can occur.

. Clean and vacuum dust the ventilation grills of the aBox™ Duodeno using a vacuum

cleaner, when necessary. Keep the ventilation grill clear. Otherwise, the aBox™
Duodeno may break down and get damaged from overheating.

. Be sure that this device is not used adjacent to or stacked with other equipment
(other than the components of this system) to avoid electromagnetic interference.

. Electromagnetic interference may occur to this device when it is placed near
equipment marked with the following symbol () or other portable and mobile RF
communications equipment such as cellular phones. If radio interference occurs,
mitigation measures may be necessary, such as reorienting or relocating this device
or shielding the location.



. Do not place any object on the top of the aBox™ Duodeno. Otherwise, equipment
deformation and damage can result.

. Place the aBox™ Duodeno on a stable, level surface. Otherwise, the aBox™ Duodeno
may topple down or drop, and user or patient injury may occur or equipment
damage can result.

. If a trolley other than the mobile workstation is used, confirm that the trolley can
withstand the weight of the equipment installed on it.
. US federal law restricts this device for sale only by, or on the order of, a physician.

Care and Storage

. Do not clean the power cable socket, the connections and the AC mains power
inlet. Cleaning can deform or corrode the contacts, which could damage the
aBox™ Duodeno.

. Do not store the device in a location exposed to direct sunlight, X-rays, radio activity
or strong electromagnetic radiation (e.g. near microwave medical treatment
equipment, short-wave medical treatment equipment, MRI equipment, radio or
mobile phones). Otherwise, damage to the aBox™ Duodeno can occur.

. When disposing of this device or any of its components (such as fuses), follow all
applicable national and local laws and guidelines.

. Turn OFF all ancillary equipment before connecting to the aBox™ Duodeno and use
appropriate cables only. Otherwise, equipment damage or malfunction can result.

. Close the connector cover before you clean the aBox™ Duodeno. Do not open the
cover while cleaning the aBox™ Duodeno, otherwise fluid can penetrate the
connector and damage the device.

. Do not autoclave or sterilize the aBox™ Duodeno. This could lead to a damage of
the device.

. The cables should not be sharply bent, pulled, twisted or crushed. Cable damage

can result.
. Never apply excessive force to connectors. This could damage the connectors.
. Use this device only under the conditions described in “Transportation, storage and

operation environment Specifications” in section 10.2. Otherwise, improper
performance, compromised safety and/or equipment damage may result.

Accessories
. Do not attach anything other than the bottle holder to the aBox™ Duodeno.
Otherwise, equipment damage or deformation my result.

. Only place a bottle of sterile water into the bottle holder. Otherwise, the bottle
holder can be damaged.
. When the device is used with energized endoscopic devices, leakage current may be

additive. Use only endoscopic devices of type BF or CF. Check the compatibility of
the accessory/endoscopic device before use regarding any criteria for safe use.

1.6. Adverse Events
No known adverse events for the aBox Duodeno, please refer to the aScope Duodeno IFU for
ERCP related adverse events.

Potential adverse events in relation to Ambu Duodeno System (not exhaustive): Infection/
inflammation (including post-ERCP pancreatitis (PEP), cholangitis, cholecystitis, endocarditis and
sepsis), bleeding, perforation, thermal injuries, stent related adverse events, cardiopulmonary
adverse events, air embolism, anaesthesia related adverse events, nausea, sore throat, abdominal
pain and discomfort.



2. System Description

2.1. System Parts

The aBox™ Duodeno is reusable. No modification of this equipment is allowed. The aBox™
Duodeno is shipped with one power cable that supplies the power necessary to run the aBox™
Duodeno, a bottle holder for the sterile water bottle and a potential equalization cable (POAG).

Ambu® aBox™ Duodeno Part Number
Reusable Device

485001000US (for US market)
485001000 (for non US markets)

Bottle Holder

L

Power Cable

By

POAG Cable

B

The aBox™ Duodeno is not available in all countries. Please contact your local sales office.

2.2, Compatible Device (Application Part)

Ambu® aScope™ Duodeno Part Number = Distal End Outer | Working channel
Sterile and single-use device Diameter ¢ Inner Diameter ¢
482001000 41.2Fr 12.6 Fr

(13.7 mm) (4.2 mm)

The aScope™ Duodeno is not available in all countries. For detailed information please contact
your local sales office.



2.3. aBox™ Duodeno Description and Function
The aBox™ Duodeno is the console that is necessary for processing the endoscope camera’s

video image, the remote switch signals and output video and recorder data. The aBox™

Duodeno is designed to be used with the aScope™ Duodeno.

No. Part Function

1 Bottle holder (sterile water) Retainer for sterile water

2 Rinsing pump (peristaltic pump) Lens rinsing

3 Connector snap Bracket for endoscope connector

4 Endoscope connector cover Protection cover

5 Endoscope connector socket Electrical connection between aScope™
Duodeno and aBox™ Duodeno

6 Illumination button Press the button for illumination

7 Control panel Buttons for navigation through the settings
and information menu of the aBox™ Duodeno.

8 Power button with power indicator | Press the button for power ON before
procedure and power OFF after procedure.
The button will light up green when
turned ON

9 Main fuse Device protection

10 Main power switch Switch button for power ON and power OFF

1 AC power inlet AC power cable socket

12 POAG socket Socket for potential equalization

13 System ventilation Ventilation

14 HD-SDI connections Video output

15 DVI connection Video output

16 Stereo jack 3.5 mm Trigger output for video and image capture

17 D-SUB 9P Trigger output for video and image capture

18 Service panel Access for service technicians




3. Explanation of Symbols Used

3.1. Symbols

Symbols

O

¢

JARY

1> 9

1P 21

SN

w
Ce

2797

Indication

Consult
Instructions for Use

Protect the packaged
product from moisture

Waste Bin symbol,
indicating that waste
must be collected
according to local
regulation and collection
schemes for disposal of
electronic and electrical
waste (WEEE)

Ingress protection

Serial number (consisting
of number and year of
manufacturing)

Ground Connection

Legal Manufacturer

CE Mark

Symbols

e
&

R

4. Ancillary Equipment and Accessories
The following ancillary equipment must be connected for the system to become functional
and for recording patient data. Inspect the following equipment as described in their

respective instruction manuals.

. Bottle holder (part of the system).

Indication

NRTL Symbol

Medical Device

Protection against
electric shock - Type BF,
safety class IEC60601-1

Refer to
Instructions for Use

Prescription Device

Reference Number

Potential Equalization

Manufacturing Site

Do not touch
moving parts

. Sterile water for rinsing equal to or greater than 1000 ml in volume.



It is recommended that the bottle of sterile water is placed in the designed bottle holder on
the left side of the aBox™ Duodeno. For detailed information regarding attaching the bottle
holder to the aBox™ Duodeno please refer to the section 4.1 below.

. Medical Grade monitor with resolution of at least 1920x1080 and a monitor size of at
least 27" with DVI or HD-SDI input(s). Recommended color space is sSRGB.

. Image Capture Report and/or writing workstation.

. Vacuum source of at least -7 psi (-50 kPa) with suction system.

. Insufflation source approved for use in Gl endoscopic procedures.

4.1. Attaching the Bottle Holder to the aBox™ Duodeno
The aBox™ Duodeno is shipped with one bottle holder that must be attached to the left side of
the device. Follow the illustrations below to properly attach the bottle holder.

Ambu® aBox™ Duodeno Bottle Holder

5. Preparation and Inspection for Use

Numbers in gray circles below refer to illustrations on page 2. Inspect all ancillary equipment
to be used with this device as instructed in their respective Instructions for Use. Should any
irregularity be observed after inspection, follow the instructions as described in

section 12. Troubleshooting. If this device malfunctions, do not use it. Contact your Ambu sales
representative for further assistance.

. Inspect the content of the aBox™ Duodeno. Match all items in the package with the
components shown in the device description in section 2. (1
. If the device is damaged, a component is missing or you have any questions, do not use

the device, immediately contact Ambu.

. It is recommended that the aBox™ Duodeno is placed on level surfaces with the
capability of movement (i.e. mobile cart, medical equipment booms) such that the
system can be moved to the most advantageous position for any given patient and/or as



required to satisfactorily perform the intended patient procedure. All such carts or
booms should be designed for this purpose and rated for the weight requirements
necessary (refer to the technical data section 10, as well as possessing a locking
mechanism to prevent inadvertent rolling or movement during a procedure. (2

. Attach the Bottle Holder to the aBox™ Duodeno as described in section 4.1. (2

. One (1) hospital grade power supply cable is provided with the aBox™ Duodeno and is
necessary to supply power from the electrical mains to the aBox™ Duodeno (refer to the
technical data section 10 for electrical ratings and other applicable information). The
power supply cable is not an integral part of the aBox™ Duodeno. Connect the power
supply cable to the AC Mains Connection and to a grounded power source socket. (3

. This medical device may be connected to a network of medical grade devices. Use the
potential equalization conductor as determined necessary by your facilities Biomedical/
Clinical/Technical Engineering staff. The potential equalization conductor (is easily
identifiable as the green cable with a yellow line running along its length) serves as a
conductor for possible differences in ground potentials between network components
which can result in leakage current that can flow to the patient and is potentially
dangerous. The potential equalization conductor works to remove this hazard. (3

. Connect the aBox™ Duodeno to at least one medical grade monitor. It is recommended to
use HD-SDI 1 for the main monitor and to choose a medical grade monitor with a full HD
resolution. Please refer to Appendix 1 for specific connections details. (3

. An additional medical grade monitor or a medical grade recorder can be connected to
HD-SDI2 or DVI. (3

. Use the “TRIG 1, TRIG 2 and / or TRIG 3" output for the remote triggering signal cable to the
medical grade recorder whenever a recorder is connected. For detailed information
regarding connections please refer to Appendix 1.3

5.1. Powering up and Starting the aBox™ Duodeno

Once all components as described above have been connected, the aBox Duodeno can be

powered up.

. Switch the aBox™ Duodeno ON by switching on the main switch on the back of the unit
and then by pressing the power button on the front (right) side of the unit. The power
button will light up green when the aBox™ Duodeno is powered up. 4a

. The aBox™ Duodeno indicates when it is ready by displaying the information message on
the main monitor screen: “please connect endoscope”. Once the endoscope is connected,
the system will confirm by displaying the message "endoscope connected" on the main
monitor screen.

5.2. Preparing and Connecting the Ambu® aScope™ Duodeno
Please refer to the IFU of the aScope™ Duodeno. (5

5.3. The Main Monitor Screen
After completing the steps described in sections 4. and 5., the system will perform an internal
system check and display the status on the main monitor screen.

You will now have to confirm that a new bottle of sterile water has been prepared prior to the
procedure and you will be asked to connect the CO2 and the vacuum source as indicated. Once
the connections have been made, you can perform the functional check of the endoscope. To
confirm, please press the button on the control panel of the aBox™ Duodeno. After
confirmation, the aBox™ Duodeno will display the live image on the main monitor screen. Press
the illumination button for light. (¢



5.4. Control Panel Navigation
The settings and information menu can be displayed by pressing any button on the control
panel of the aBox™ Duodeno.

Explanation of control panel buttons

Button Name Function

Illumination button Turns the aScope™ Duodeno LEDs ON and OFF

Navigate to the left. The left button is used to hide
informations and settings menu

Left button

® 0 00O ®

Right button Navigate to the right

Up button Navigate upwards

Down button Navigate downwards

OK button Confirms messages and/or settings

Image settings @ Open the menu by pressing any button on the control panel, set up and then
go back with the left button @ Press once to exit the setting and twice to close the menu.

Remote switches @ Open the menu by pressing any button on the control panel and select
Remote switches. The available function for each remote switch will be displayed when
entering the settings in a pull side menu submenu. Set the desired function for each remote
switch and save.
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. To exit the information and settings menu, use the left button @ Press once to exit the
setting and twice to close the menu.

. The remote switches standard configuration is: 1 for image capture, 2 and 3 have no
preset function.

Language @ Notice the language setting is only active in the idle mode. If a scope is
connected you can’t change the language.

Open the menu by pressing any button on the control panel, navigate with down button @
to Language @ and enter in with the right button @ Choose your language by using the
left or right buttons. The language will be changed directly. Confirm with button.

Shutdown @ After the final procedure of the day, select the shutdown button on the
settings and information menu. After selecting to shutdown, press the shutdown button for
ending the daily session, press the button on the control panel to confirm. The system will
now begin the process of powering down. Shutdown is completed when the power button on
the aBox™ Duodeno is no longer illuminated.

Info button @ When setting up the aBox™ Duodeno, you will be asked to confirm that a new
bottle of sterile water has been prepared pre procedure. The info option will save every
message which might pop-up during the procedure, e.g. “Lid of the peristaltic pump is open”.
Press the button to confirm and the left button @ to close the menu.

Standard button @ Press the Standard button in any Sub Menu to return to standard
settings of each Sub Menu.

The system will display messages on the main screen monitor if an irregularity occurs.
For detailed information, see section 12. Troubleshooting.

Explanation of the Symbols

Symbol Name Description

i R . Icon will be displayed when the lid of the peristaltic

Peristaltic pump X
pump is open

& Warning Icon appears if a message is displayed and not confirmed

WA The number in this symbol will indicate the level of

-Or LEDs ON ) X

' increased or decreased brightness
v The number in this symbol will indicate the level of
Sod LEDs OFF Y

increased or decreased brightness




Explanation of the Symbols

Symbol Name Description
This icon will be displayed when an image has
B Image capture
been captured
0 Video recording This icon will be displayed when video recording begins
O\ Zoom This icon will be displayed when the zoom function is ON
A . This icon will be displayed when the rinsing function
¢ Rinsing . .
is activated

6. Ending a Procedure and Shutting Down the System

6.1. Concluding a Patient Procedure

To conclude a patient procedure, remove the endoscope connector plug from the connector
socket of the aBox™ Duodeno. For detailed information and disposal of the endoscope, please
refer to the IFU of the aScope™ Duodeno. (7

6.2. System Shutdown

After the final procedure of the day, push the power button for 3 seconds. The system will now
begin the process of powering down. Shutdown is completed when the power button on the
aBox™ Duodeno is no illuminated.

Notice that incorrect shut-down of the aBox™ Duodeno may impair its functionality
permanently and may require service. (8

7. Fuse Replacement

Always use the fuses recommended by Ambu. To order new fuses, contact your sales
representative. Make sure that only appropriately trained personnel are in charge of
the fuse replacement.

Turn the aBox™ Duodeno OFF and disconnect the power cable from the mains outlet.

. Release the fuse by squeezing the lower tab of the fuse box using a screwdriver. @
. Pull the fuse box straight out.

. Replace both fuses. @

. Insert the fuse box into the aBox™ Duodeno until it clicks into position. @

Connect the power cable to a grounded power source socket and turn the aBox™ Duodeno ON
and confirm the power output.




8. Peristaltic Pump Replacement
Ensure the aBox™ Duodeno is powered off and that the peristaltic pump housing is
completely closed.

. Release the entire peristaltic pump head by pressing the release tab on the lower-right
side of the pump housing. @

. Rotate the peristaltic pump to your left and pull it towards you in one continuous
motion.

. Align the key of the replacement peristaltic pump assembly with the corresponding

notch on the aBox™ Duodeno, then push and rotate the pump assembly to the right until
it locks into position. @
. When properly secured, peristaltic pump head should not rotate in any direction. @

O] ®
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9. Cleaning of the aBox™ Duodeno External Surfaces
The aBox™ Duodeno should be cleaned before and after each procedure. Clean the aBox™
Duodeno according to good medical practice and using the procedures below: (9

Use a germicidal wipe to remove heavy soil. All blood and other body fluids must be
thoroughly cleaned from all surfaces and objects before using germicidal wipe.
(SUPER- SANI-CLOTH® from PDI or equivalent)

The treated surfaces must remain visibly wet for the full length of two (2) minutes. Use
additional wipes, if needed, to assure continuous 2 minutes wet contact time. Let the aBox™
Duodeno air dry.

10. Technical Data

All the following reported measurements (e.g. weight, dimensions) are average values.
Therefore, small variations may occur, which however have no effect on the performance and
safety of the system.

10.1. aBox™ Duodeno Specifications

Power Supply Voltage AC120V/230V
Frequency 50/60 Hz
Consumption 91 VA

electric power

Fuse rating 2x5AH250VT
Fuse size 5mm x 20 mm

Size of the aBox™ Duodeno Dimensions 494 (D) x 487 (W) x 145 (H) mm
Weight 13 kg



Classification (medical Type of protection Protection Class |

electrical equipment) against electric shock

IP Classification 1P21

10.2. Transportation, Storage and Operation Environment Specifications

Transportation temperature -5°C-40°C (23 °F - 104 °F)
Storage temperature 10 °C - 25°C (50 °F - 77 °F)
Operation temperature 10°C-40°C (50 °F - 104 °F)
Relative humidity 30 - 85 % relative

transportation and operation

Relative humidity storage 10 - 43 % relative

80 - 109 kPa (100 kPa = 1 Bar) 11.6 - 15.8 psi

Atmospheric pressure
600 - 818 mm Hg

10.3. Accessories

General information Connected equipment, especially electrical equipment,
must conform to relevant medical standards (medical

grade) as described in section 4.

10.4. List of Accessories-Examination

Accessory Information Part of the System
Rinsing water Sterile water available in clinical No
environment, with at least 1000ml
Bottle holder Holder for bottles of sterile water | Yes
Suction canister Medical grade vacuum suction No
canister. Any marketed canister
can be used

11. Environmental Protection

With regards to European Union Directive 2002/96/EC on waste electrical and electronic
equipment (WEEE), all medical waste electrical and electronic equipment (WEEE) should be
disposed of and collected separately. This product is Electrical and Electronic Equipment and
should be disposed of in accordance with national and local legislation and requirements.

12. Troubleshooting

The following table shows the possible causes and countermeasures against troubles that may
occur due to equipment setting errors or deterioration of the aBox™ Duodeno. Troubles or
failures other than those listed in the following table need repair. As repair performed by
persons who are not qualified by Ambu could cause patient or user injury and/or equipment

damage, be sure to contact Ambu for repair.



Irregularity Possible Cause Solution
Description
Power fails The power switch and/or the Set the power switch to ON
to come on power button of the aBox™
Duodeno is set to OFF
The power cable Connect the power cable with an
is not connected electrical source as described in
section 5
No video image The aBox™ Duodeno Switch aBox™ Duodeno and
or ancillary equipment ancillary equipment on
is not switched ON
Medical grade monitor Connect the medical grade
not properly connected monitor properly
or defective
aScope™ Duodeno Connect the aScope™ Duodeno
not properly connected correctly or connect a new
or defective aScope™ Duodeno
LEDs not switched ON Switch the LEDs ON
aBox™ Duodeno aBox™ Duodeno Power the aBox™ Duodeno ON
does not boot up not powered ON
Medical grade monitor Shutdown aBox™ Duodeno
not properly connected and connect the medical grade
or defective monitor properly. Try to power
ON the aBox™ Duodeno after
10 sec again
Power fails Power cable not connected Connect the power cable
to come on
Fuse blown Replace fuse. Please refer
to section 7
aBox™ Duodeno will | aScope™ Duodeno Please unplug the aScope™
not shut down still connected Duodeno from the aBox™ Duodeno
and press the power button for
3 secs. to shut down the system
Power button was pressed Press the power button
for too short a duration for at least 3 sec
aBox™ Duodeno defective Switch the aBox™ Duodeno off by
using the mains switch on the
back panel of the aBox™ Duodeno
and contact Ambu for support
Rinsing not possible | Peristaltic pump defective Replace the peristaltic pump.
See section 8




Irregularity
Description

Control panel
does not work

Endoscopicimage
is too dark

Endoscopic image is
too bright

Color tone of the
endoscopic image
is unusual

Endoscopic image
remains frozen

Image cannot
be stored
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Possible Cause

aBox™ Duodeno
not powered ON

Sterile water bottle
not confirmed

aScope™ Duodeno
not connected

LEDs are not switched ON

Image settings of the aBox™
Duodeno are incorrect
(brightness and contrast)

Medical grade monitor
settings are improper
(brightness and contrast)

LEDs are running in reduced
power mode

Image settings of the aBox™
Duodeno are incorrect
(brightness and contrast)

Monitor settings are improper
(brightness and contrast)

Medical grade monitor
settings are improper

Monitor cable is
connected incorrectly

Medical grade monitor cable
is defect

Freeze button is still set

No video recorder connected

Solution

Power the aBox™ Duodeno ON

Confirm the message on the
settings and information menu
that a new bottle of sterile water
was connected

Connect the aScope™ Duodeno

Switch the LEDs on as described in
section 5

Set the image settings correct as
described in section 5.4

Set a proper brightness
as described in the medical grade
monitor’s instruction manual.

Check the sterile water bottle and
connect a new bottle of sterile
water if necessary or check if the
process water tubing is sufficiently
inserted in the sterile water bottle

Check the suction system for
proper functionality. See section
12. Troubleshooting in the
aScope™ Duodeno IFU

Set the image settings correct as
described in section 5.4

Set a proper brightness or
contrast as described in the
monitor’s instruction manual

Adjust the color setting at the
monitor according its IFU, starting
from standard color setting (D65)

Connect the monitor cable
properly as described in Section 5

Connect a new power cable to the
medical grade monitor

Press the freeze button to restore
the real-time image

Connect a video recorder



Standard Messages During Set-up and Procedure

Message

Please connect a
new bottle of sterile
water

Lid of the peristaltic
pump is open

Please check process
water and the
connection of the
suction pump

Image initializing.
Please wait

Error Messages
Message

Video signal issue
identified (E1)

aBox™ Duodeno
defective (E2)

aBox™ Duodeno
defective (E3)

aBox™ Duodeno
defective (E4)

Remote switches and
rinsing function
access limited.

aBox™ Duodeno
defective (E5).
Contact Ambu
for support

Possible Cause

Standard request before each
examination

Lid of the peristaltic pump
is open

Increased temperature of
the distal end

Standard message after an
image drop-out was detected

Possible Cause
aScope™ Duodeno defect

Electrosurgical device set on
increased intensity

Framer grabber not
connected/defective/detected

No communication between
the controller board and the
aBox™ Duodeno

Wrong settings in the
controller board.

Limited functionality of
the endoscope due to a
defect endoscope

Hardware and software error

Solution

Confirm, that a new bottle of
sterile water was connected

Close the lid of the
peristaltic pump

Check process water and
the connection of the
suction pump

Wait until the aBox™ Duodeno
displays an image on the
monitor. If nothing happens,
contact Ambu for support

Solution
Connect a new aScope™ Duodeno

Reduce the intensity of the
electrosurgical device

End the procedure and contact
Ambu for support

End the procedure and contact
Ambu for support

End the procedure and contact
Ambu for support

If necessary, take a new aScope™
Duodeno for concluding the
procedure

End the procedure and contact
Ambu for support

12.1. Returning the aBox™ Duodeno to Ambu
Should it be necessary to return an aBox™ Duodeno to Ambu for investigation, please contact

your Ambu representative beforehand for instructions and/or guidance. To prevent infection,
itis strictly forbidden to ship contaminated medical devices outside of our guidance. Hence,

the aBox Duodeno must be appropriately cleaned and packed on site before shipment to

Ambu. Ambu reserves the right to return contaminated medical devices to the sender.
In an event of a serious incident, please inform Ambu and the competent authority.

12.2. Standards Applied
The system conforms to the standard of IEC 60601-1 / ANSI/AAMI ES60601-1, [EC 60601-1-2

and I[EC 60601-2-18.
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12.3. Electromagnetic Compatibility

General Information Medical electrical equipment is subject to special precautions

with respect to EMC and must be installed according to the
instructions in the accompanying documentation.

The manufacturer can only guarantee compliance of the
equipment if the accessory parts listed in the accompanying
documentation are used.

The device is intended for use exclusively by trained medical
personnel. This device can cause radio interference or
interference with the operation of other equipment in its close
vicinity. It may be necessary to take suitable corrective measures,
such as readjustment, a different system layout, or shielding.

Special instructions Regulations applying to medical devices require to provide
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you with the following information. (See the following pages
of all tables.

. Table 1 Recommended safety distances.

. Table 2 Electromagnetic compatibility 1.

. Table 3 Electromagnetic compatibility 2.

. Table 4 Electromagnetic transmission.

Table 1 Recommended Safety Distance

Recommended safety distance between portable and mobile HF telecommunications
systems and the aScope™ Duodeno. The system is intended for operation in an
electromagnetic environment in which HF interference is controlled. The user of the
system can prevent electromagnetic interference by maintaining a minimum distance
between portable and mobile HF telecommunications systems and the System, depending
on the output power of the communication unit, as specified below.

Nominal power, P, of Recommended safety distance, d, expressed in meters, based
transmitter, measured on the nominal transmitter power and transmission frequency
in watts [W]

150 kHz - 80 MHz 80 MHz - 800 MHz 800 MHz - 2.5 GHz

d=3.5/3 P d=3.5/3 P d=3.5/3 P
0.01 0.12 0.12 0.23
0.1 0.37 0.37 0.74
1 1.2 1.2 2.3
10 3.7 3.7 7.4
100 12 12 23

For transmitter where the maximum nominal power is not specified, the recommended
safety distance can be determined by use of the formulas above.



Table 2 Electromagnetic Compatibility 1

Guidelines and manufacturer’s declaration - resistance to electromagnetic interference.
The aScope™ Duodeno is intended for operation in the electromagnetic environment specified
below. The user of the aScope™ Duodeno should ensure that it is used in such an environment.

Electromagnetic
compatibility testing

IEC 60601 test level

Compliance level

Electromagnetic
Environmental
Guidelines.

Electrostatic

+ 8 kV contact

+ 8 kV contact

Floors should be

discharge (ESD) discharge discharge wooden or concrete
according to [EC + 15 kV air + 15 kV air or covered with
61000 -4 -2 discharge discharge ceramic tiles. If the
floor is made of a
synthetic material,
the relative humidity
must be at least 30 %.
Fast transient + 2 kV for + 2 kV for The quality of the
electric interference power lines power lines power supply voltage
(burst) according to must correspond
IEC61000-4 -4 to a typical hospital
or business
power supply.
Voltage drops, 0 % reduction 0 % reduction The quality of the

temporary power during 0,5 cycle for 2ms (drop) power supply voltage
outages, and 0 % reduction 0 % reduction for must correspond
variations in the during 1 cycle 4 ms (drop) to a typical hospital
power supply 70 % reduction 70 % reduction or business
voltage according to | during 25 cycles for 500 ms (drop) power supply.
IEC61000-4-11 0 9% during > 95 % reduction
250 cycles for 10 ms (drop) If the user
requires continued
functionality even
after failure of the
power supply,
we recommend
operating the
aScope™ Duodeno
from an
uninterruptible
power supply.
Magnetic field 30 A/m (50 Hz) 30 A/m (50 Hz)

at power supply
frequency (50/60 Hz)
according to

IEC 61000-4-11
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Table 3 Electromagnetic Compatibility 2

Guidelines and manufacturer’s declaration - resistance to electromagnetic interference.
The aScope™ Duodeno is intended for operation in the electromagnetic environment specified
below. The user of the aScope™ Duodeno should ensure that it is used in such an environment.

Electromagnetic IEC 60601 test level Compliance level | Electromagnetic

compatibility testing Environmental
Guidelines.

Line-conducted HF 3 V;AM/1 kHz/ 3V Portable and mobile

coupling according 80 % 150 KHz - radio equipment

to IEC61000-4 -6 80 MHz should not be used
closer to the unit,

Electromagnetic 3V/m; 3V/m including cables, than

fields according to 80 MHz - 2.7 GHz the recommended

IEC61000-4 -3 80 % 150 KHz - safety distance

80 MHz calculated according

to the formula
appropriate to
the transmission
frequency:

d=3.5/3Pupto

80 MHz

d=3.5/3 VP 80 MHz
- 800 MHz

d=3.5/3 /P 800 MHz
-2.5GHz

where P is the
nominal power of the
transmitter in watts
and d is the safety
distance in meters.

The field strength of stationary transmitters should be lower in all frequencies than the
compliance level, according to an examination on site. Malfunctions are possible in the
vicinity of equipment with the following symbols.

(((; ))
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Table 4 Electromagnetic Transmission

Guidelines and manufacturer’s declaration - resistance to electromagnetic interference.

The aScope™ Duodeno is intended for use in the electromagnetic environment specified

below. The user of the aScope™ Duodeno should ensure that it is used in such an environment.

Transmission measurement

HF transmission according
to CISPR 11

HF transmission according
to CISPR 11

Upper harmonics according
to IEC61000-2-3

Voltage fluctuations / flicker
according to IEC 61000 - 3 - 3

13. Contact
Manufacturer

Ambu A/S
Baltorpbakken 13

2750 Ballerup, Denmark

Compliance

Group 1

Class A

Class A

Satisfied

Electromagnetic
Environmental Guidelines.

The aScope™ Duodeno uses HF
power internally only. Its HF
transmission is therefore very low
and it is improbable that it will
cause interference with electrical
equipment in its vicinity.

The aScope™ Duodeno is suitable
for use in facilities other than
residential areas that are
connected directly to the public
power grid that also supplies
buildings used for residential
purpose, provided that the
following warning is observed:

Warning:

This device is intended only for use
by trained medical personnel. This
is a Class A device according to
CISPR 11. In a residential area, this
unit can cause radio interference,
so it is necessary in this case to
take suitable corrective measures,
such as readjusting it, rearranging
it, or shielding the unit or filtering
its power connection.

Appendix 1. Connection Configurations Descriptions
The aBox™ Duodeno is equipped with multiple video outputs for viewing by clinicians and

several options for documentation via additional video outputs and a remote signal (i.e.
“trigger”) to activate common recording devices. The steps in this appendix will guide the
installer through various available connections and the required cabling for each configuration.
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Connecting the Mandatory Main Primary Imaging Monitor using the HD-SDI 1 Video
Signal Connecting the Optional Secondary Imaging Monitor using the HD-SDI 2 or DVI
Video Signal

Main Imaging Monitor Secondary Imaging Monitor

Ambu* aBox™ Duodeno
Video Connection Plate

Connecting of an Image Capture / Report Writing Workstation using the HD-SDI 2 or DVI
Video Signal and TRIG 3

Main Imaging Monitor Image Capture /Report Writing
Ee Worlatation

Connecting of a Digital Video Recorder using the HD-SDI 2 or the DVI Video Signal and
TRIG 1 and/or TRIG 2

Secondary Imaging Monitor
Main Imaging Monitor Indl,
DVRGUI

Digital Video Recorder
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Appendix 2. WPF-Mediakit

WPF-Mediakit is an open source library.

It provides control for Visual Studio .NET to display video from a Windows imaging device.
https://github.com/Sascha-L/WPF-MediaKit/wiki

Version: 2.2.0

Release Date: 2017-01-19

Microsoft Public License (Ms-PL)

This license governs use of the accompanying software. If you use the software, you accept
this license. If you do not accept the license, do not use the software.

1. Definitions

. The terms "reproduce,” "reproduction," "derivative works," and "distribution" have the
same meaning here as under U.S. copyright law.

. A "contribution” is the original software, or any additions or changes to the software.

. A "contributor" is any person that distributes its contribution under this license.

. "Licensed patents" are a contributor's patent claims that read directly on its contribution.

2.  Grantof Rights

. (A) Copyright Grant- Subject to the terms of this license, including the license conditions
and limitations in section 3, each contributor grants you a non-exclusive, worldwide,
royalty-free copyright license to reproduce its contribution, prepare derivative works of
its contribution, and distribute its contribution or any derivative works that you create.

. (B) Patent Grant- Subject to the terms of this license, including the license conditions and
limitations in section 3, each contributor grants you a non-exclusive, worldwide, royalty-
free license under its licensed patents to make, have made, use, sell, offer for sale,
import, and/or otherwise dispose of its contribution in the software or derivative works
of the contribution in the software.

3. Conditions and Limitations

. (A) No Trademark License- This license does not grant you rights to use any contributors'
name, logo, or trademarks.
. (B) If you bring a patent claim against any contributor over patents that you claim are

infringed by the software, your patent license from such contributor to the software
ends automatically.

. (C) If you distribute any portion of the software, you must retain all copyright, patent,
trademark, and attribution notices that are present in the software.
. (D) If you distribute any portion of the software in source code form, you may do so only

under this license by including a complete copy of this license with your distribution. If
you distribute any portion of the software in compiled or object code form, you may
only do so under a license that complies with this license.

. (E) The software is licensed "as-is." You bear the risk of using it. The contributors give no
express warranties, guarantees or conditions. You may have additional consumer rights
under your local laws which this license cannot change. To the extent permitted under
your local laws, the contributors exclude the implied warranties of merchantability,
fitness for a particular purpose and non-infringement.
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1. BaxkHa nHpopmauua - npoyeTeTe npean ynorpeba!

MpoueTeTe Te3n MHcmpykyuu 3a ynompeba (13Y) npean paboTa v rv 3anasete 3a 6baewwm
cnpaBKu. AKO He NpoyeTeTe U He pasbepeTe HaMbHO NHOPMaLMATa, NpefCcTaBeHa B Te3n
M3Y, KaKTO 1 B MHCTPYKLMUTE 32 AOMBIIHATENHOTO EHAOCKOMCKO 060PYABaHe 1 aKcecoapuTe,
MOXe Aa npegn3BnkKate CEpMO3HO HapaHABaHEe Ha NauneHTa n/vnn I'IOTpe6I/ITeJ1FI. OcBeH ToBa
HecnasBaHeTo Ha yKasaHuATa B Te3un W3Y moxe Aa aosefe o nospeaa U/vnm HensnpasHOCT
Ha obopyfBaHeTO.

Te3n U3Y onnceat npenopbuMTENHNTE NPOLIEAYPU 3@ MPOBEPKa 1 MOArOTOBKa Ha 060pYABaHETO
npeav ynotpeba. Te He ONMCBAT Kak Aa Ce 13BbPLUBA AECTBUTEHATa NPOLeAYpa, HUTO Ce onuT-
BaT [ja HayyaT HauMHaeLm NOTPeGUTENM Ha NPABUITHATA TEXHIKA UMW MEANLIMHCKUTE acnekTn
OTHOCHO M3MOM3BaHETO Ha 060pyABaHETO. OTFOBOPHOCT Ha BCAKO MEAMLIMHCKO 3aBeAeHMe e Aa
rapaHTvpa, e Camo NOAXOAALLO 0ByUYeH NepPCoHan, KONTO e KOMMETEHTEH N MHGOPMUPAH 3a
€HA0CKOMCKOTO 060pyABaHe, aHTUMNKPOGHUTE areHTU/npoLecyt 1 GOMHNYHIA NPOTOKOS 3a KOH-
TPON Ha UHPEKLMMTE, yyacTBa B M3MOM3BaHETO, GOPABEHETO U rPUXKaTa 3@ TE3U MEANLIMHCKN
n3genus. HCTpyKummTe 3a yrnotpeba Moxe fia ce akTyanuampar 6e3 AoMbIHUTENHO NpeAn3Bec-
Tre. Konus Ha TeKyLaTa BepCus ca HaNMyHM NPy NMOUCKBaHe.

[JonbnHutenHoTo obopyfBaHe, CBbP3aHO KbM eNleKTpoMeJMLIMHCKO o6opyaBaHe, TpA6GBa fa
oTroBaps Ha cbotBeTHUTe |EC nnn ISO ctanpapTyn (Hanp. IEC 60950 nnun IEC 62368 oTHOCHO
obopynBaHe 3a 06paboTKa Ha faHHM). OCBeH ToBa BCUYKM KOHOUrypauuv TpabBea aa oTrosa-
PAT Ha N3NCKBAHWATA 3a €NeKTPUYECKN CUCTEMI OT MEeANLIMHCKN Knac (BX. Knay3a 16 Ha
Haii-HoBaTa BanugHa sepcua Ha IEC 60601-1). Bceku, KOMTO CBbP3Ba JOMbAHUTENHO 06opyaBa-
He KbM efleKTpuyecko obopyaBaHe OT MeAULMHCKM KNac, U3BbpLIBa KOHGUrypUpaHe Ha Mean-
LIMHCKa cMCcTeMa U CleloBaTeSTHO HOCK OTTOBOPHOCT CCTeMaTa Aa OTroBapA Ha U3MCKBaHUATa
3a eN1eKTPOMeULIMHCKN CUCTeMU. AKO MMaTe CbMHEHWS, e KOHCYNTHpaliTe C Ballna MecTeH
npeAcTaBUTeN UK OTAENa 33 TEXHNYECKo 0bcnyxBaHe. DeiepanHOTO 3aKOHOAATENCTBO Ha
CALL Hanara orpaHNYeHNETO TOBA YCTPONCTBO Aia Ce NPOAaBa CaMo OT /ieKap uau no
nopbuKa Ha leKkap.

1.1. MpegHa3HayeHne/noKasaHusA 3a ynortpeba

KoH3onata aBox™ Duodeno e npeaHa3HaueHa 3a ynotpeba c aScope™ Duodeno n gpyro
[ONbIHUTENHO o6opyABaHe (Hanp. BUAEO MOHWUTOP OT MEANLIMHCKM Klac) 3a eH0CKONUA 1
€HAOCKONCKa XMpyprna B BaHageceTonpbCTHUKA.

3ABEJIEXKKA: He nsnonssaiite ToBa yCTPOWCTBO 3a LieNW, Pa3fnyHmn OT NpefiHasHaueHneTo my. N3bepete
eHAoCKoMa 3a U3Nnos3BaHe CNopea LienTa Ha NpeABUAeHaTa NpoLeaypa Bb3 0CHOBa Ha MbJIHO pa3bupaHe 3a
cneuynduKkaunmte n GyHKLMOHANHOCTTa Ha €HI0CKONa, KaKTo ca onucanu B Tesun U3Y.

1.2. LleneBu notpeburtenckun rpynun notpebutenckn KBannukaymm
YcTpoNCTBOTO e NpefHa3HaueHo 3a ynotpeba ot nekapu, obyuenu B EPXMI npoueaypute. Ako
MMa odULManHK CTaHAAPTM 3a KBanudUKaLya Ha NoTpebuTennTe, U3BbPLLBALLY €HAOCKONUA 1
€HJIOCKONNCKO JleYeHue, KOUTO ca onpeaeneHun oT MeMLIMHCKNTE afiIMHNCTPATOPK Ha 60HK-
uata unm gpyrvm oduLManHy MHCTUTYLMK, KaTo HanpuMep akageMUyYHU obLecTBa no eHAO0CKo-
nvs, cneABaiTe Te3n cTaHAAPTU. AKO HAMa oduLManHU CTaHAapTy 3a KBanuduKaLms, onepaTo-
PBT Ha TOBa YCTPOICTBO TpAGBa Aa 6bae nekap, ofobpeH OT PbKOBOAUTENA MO MeANLIMHCKa be3-
OMacHOCT Ha 6oMHMLAaTa WU NLETO, OTFOBAPALLO 3a OTAENEHVETO (Hanp. OTAeNeHMe MO BbTpeLl-
Ha MeanUMHA U T.H.).

JlekapAT TpAGBa la MOXe [la U3BbPLUBa 6e30MacHO NNaHMpaHaTa eHAOCKONUA 1 eHAOCKOMNCKO
NleyeHwe, KaTo CliefiBa HaCoKMTe, 33flafieHN OT akafieMVYHUTE obLecTBa No eHAOCKONUA U TH., N
B3eme NpeABUA TPYAHOCTTa Ha €HAOCKOMNMATA N €HAOCKOMCKOTO NleyeHue. ToBa PbKOBOACTBO He
06ACHABa 1 He 06CbX/Aa eHJOCKONCKUTE NpoLeaypu.
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1.3. MpoTnBonokasaHuna
I'Ipomson0Ka3aHmma 3aBUCAT OT U3NON3BaHNA eHAO0CKON N eHAO0CKoNCKaTa npoueaypa. 3a
nogpo6bHa nHdopmauma OTHOCHO NpPoTMBOMNOKasaHmaATa BuxTe M3Y Ha aScope™ Duodeno.

1.4. MoHTaX 1 noaapbKKa

MeanumnHCKNTE n3genus, onucanu B Tesu M3Y, Tpabea ga 6baaT n3NUTaHN/NpPoBEPEHN B CbOT-
BeTCTBME C HAaUMOHaHUTe pa3nopen6v| Nno Bpeme Ha MOHTa)<a 1 pefjoBHaTa MHcnekyuA. Meﬂl/l-
LUMNHCKOTO n3fenve Ha Usnckea nepmnognyHa nognpbxka.

1.5. MpeaynpexaeHna n npeanasHn MepKu

Hecna3eaHeTo Ha Te3n npefynpexaeHna n npeanasHn Mepkn Moxe aa aoseae fo
HapaHABaHe Ha NauneHTa Uiu noBpefa Ha o6opynBaHeTo. I'Ipomsso,umenm He HOCK
OTroBOPHOCT 3a NOBpeAn Ha cuctemaTta Win HapaHABaHNA Ha NaUUeHTUTe B pe3ynTaT Ha
HenpaBuiHa ynotpeba.

NMPEAYNPEXAEHUA A

YKa3BaT MOTeHUMaNHO ONacHM CUTyaLnK, KOUTO, ako He 6bJe n3berHaTy, morat Aa goBeaat

[0 CMBPT UK CEPUO3HO HapaHABaHe.

MoproToska 3a ynotpe6a

. He cBbp3BaliTe yCTPOINCTBA, KOUTO He ca OT MEANLIMHCKM Knac, KbM aBox™ Duodeno.
CBbp3BaHETO Ha YCTPOMCTBA, KOUTO He Ca OT MeAULIMHCKM Knac (B cboTeeTcTBYME C I[EC
60601), MOXe fja MMa OTpULLATENHO Bb3AeiCTBME BbpXy 6e30nacHOCTTa Ha cucTemara.
CBbp3BalTe camo 06opyfBaHe OT MEAVLIMHCKM KNlac KbM aBox™ Duodeno.

. Hukora He usnonseainTe aBox™ Duodeno npu cbMHeHue 3a aHomanus. Mospean unu
HepeaHOCTN B YCTPOWCTBOTO MOraT /la M3/10XaT Ha PUCK 6e30MacHOCTTa Ha naLueHTa
n/unn noTpebutens n fa foBefaTt A0 NO-CEPVO3HN NMOBPEAN Ha 06OpyABaHe.

. Ma3eTe OT eneKTpUYECKOTO 06OPYABaHE OT TEYHOCTU. AKO TEUHOCT Ce pasfiee BbpXy
1NU B anaparta, crpeTe He3abaBHO paboTtaTta ¢ aBox™ Duodeno u ce cBbpxeTe ¢ Ambu.
He nogroteainTe, He NnpoBepsBaliTe U He U3non3eante aBox™ Duodeno c MOKpu pblLie.

. BuHaru gpbTe BTOpo rotoBo 3a ynorpeba ycTponcTBo aBox™ Duodeno B
romelleHNeTo, B CJlyyail e Bb3HMKHE NOBpefa UK HEU3NPaBHOCT Ha YCTPOMNCTBOTO.

. HuKora He mbxaiTe 1 He NpbCKaWTe HULLO BbB BEHTUNALIMOHHUTE peLleTKn Ha aBox™
Duodeno. ToBa Moxe fja NpeAn3BMKa TOKOB yAap U/vim noxap.

. BuHaru 3apaBaiite MYHMManHaTa HeobxoArMa APKOCT. APKOCTTa Ha M306pa)xKeHneTo
Ha BM[IE0 MOHUTOP OT MEAVLIMHCKHM KNaC MOXe Aa ce pa3fiMyasa oT AeNCTBUTEHaTa
APKOCT NPV ANCTaNHWA Kpal Ha eHaockona. Makap ye cBeTiMHaTa 3a OCBeTABaHe,
M3byYBaHa OT JUCTANHWA Kpaii Ha eHAO0CKOMa, € HeO6XOAVMa 3a eHAOCKOMNCKOTO
HabniofeHne 1 neyeHune, TA MOXe CbLUO 1a AOBe/E A0 NPOMAHA Ha XMNBUTE TbKaHU,
KaTo HanprmMep 6enTbyHa AeHaTypaLusa Ha YepHOAPO6OHaTa TbKaH U nepdopauma Ha
yepBaTa, ako Ce 13MoJI3Ba HenpaBuIHO.

. He ocTaBaiiTe enjockona ocBeTeH Npeau 1 cnef npernea. B npotuseH cnyvaii
CBETOAMOANTE MOXe Aa 6bAAT HACOUEHN KbM OTBOPEHWTE OUM Ha YNOEHUA NaLMeHT
1 la NPUUMHAT U3rapAHUA Ha peTuHaTa. To3n MPOAYKT MOXe Aa BAVAe Ha ApYyro
€NeKTPOHHO obopyfBaHe OT MeULIMHCKM KNac, N3MNoJM13BaHO B KOMOMHALIWA C Hero.

. Mpean ynotpeba BuxTe MpunoxeHve 1, 3a 4a NOTBbPANTE CbBMECTUMOCTTA Ha TOBa
YCTPOWCTBO C LUANOTO 060pyABaHe, KOETO Lie n3non3BaTe.

. He n3non3BaiiTe TO31 NPOAYKT Ha MACTO, KbJieTO MOXe /1a € N3/I0KeH Ha CUITHO
€N1eKTPOMarHNTHO n3buBaHe (Hanpumep B 6;IM30CT O MUKPOBBIHOBO
TepaneBTUYHO yCTponcTBo, AMP, paanocTaHLumMa, KbCOBbIHOBO TepaneBTUUHO
YCTPONCTBO, MObUneH/npeHocum TenedoH 1 ap.). ToBa MoXe Aa BOLWN
NPOV3BOANTENHOCTTa Ha MPOAYKTa.
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AKO eHA0CKONCKOTO N306parkeHne ce 3aTbMHM No Bpeme Ha ynoTtpeba, KpbB,

C/y3 UIn OTNaAbLM MOXe Aa ca NosienHany No CBeTIMHHUA BOAAY Ha ANCTanHUA
Kpai Ha eHgockona. OnuTaiiTe a MOYNCTHTE CBETOAMOANTE Ype3 NPOMIUBAHE.

AKO 1306paxeHNeTo BCe OLLe € 3aTbMHEHO, BHUMATENHO U3Ternete eHAockona ot
nayneHTa 1 oTCTpaHeTe KpbBTa UM Cy3Ta, 3a fja NONyyYnTe ONTNMAJIHO OCBeTABaHe
1 [la rapaHTMpare 6e30MacHOCTTa Ha npernega. AKo Npoab/KMTe Aa 13Mnon3sarte
€HAOCKoMNa B TaKOBa CbCTOAHWE, TemnepaTypaTa Ha ANCTaNnHWA Kpail MoXe Aa ce
NOBULLY M fa NPUYMHIN N3rapAHNA Ha Nurasnuata. ToBa MOXe CbLO Aa NPeAn3BrKa
HapaHABaHe Ha nawuueHTa u/unn oneparopa.

3a fga Br3yanusvparte n3obpaxxeHnaTa oT Nperneaa, CBbpXKeTe 3XOAHWA TepMUHan
Ha aBox™ Duodeno aupeKkTHO KbM MOHUTOP. He ocbliecTBABalTe Bpb3KkaTa upes
JonbaHuTeNnHo obopyaBaHe. /I306paxkeHnsATa MoXe fa M34e3Hart no Bpeme Ha
npernepa B 3aBUCUMOCT OT CbCTOAHMETO Ha JOMbIHUTENHOTO 060pyABaHe.

MpoBepka Ha aBox™ Duodeno

He cBbp3BaiiTe 3axpaHBalyuna Wencen KbM 2-nonlocHaTta 3axpaHBalla Bepura ¢
apanTep oT 3 nontoca KbM 2 nosntoca. 3a fja ce n3berHe pyckbT OT TOKOB yAap, TOBa
obopynBaHe TpsA6Ba Aa ce CBbP3Ba KbM 3aXpaHBalla eNeKTpuYecka Mpexa camo CbC
3alMTHO 3a3emsABaHe.

He n3nonsgaite aBox™ Duodeno, ako He cTe ro NpoBepUIN cnopes MHCTPYKLMUnTE.
MpoBepeTe Apyroto o6opynBaHe, KOETO Lie ce n3nonssa ¢ aBox™ Duodeno, cnopep
YKa3aHuATa B CbOTBETHUTE PbKOBOACTBA C MHCTPYKLUW. AKO 3abenexuTe HAKaKBa
HepeAHOCT, He n3non3eaiiTe aBox™ Duodeno u BuxTe pasgen 12. OTcTpaHABaHe Ha
HeusnpaBHOCTU. AKO HepefHOCTTa NPOABbKABA, C/IeA KaTo npernegate pasgen 12,
cBbpxKeTe ce ¢ Ambu. MoBpean nnu Hepe[HOCTY MOraT Aa U3N10XKaT Ha PUCK
6e30nacHOCTTa Ha NauueHTa unn NoTpebuTens 1 Aa foBeaaT A0 NO-CEePUO3HN
noBpeau Ha obopyaBaHe.

He n3nonsBaiiTe ycTpOMCTBOTO, KOraTo He MOXeTe Aa HabniofjaBaTe M306paKeHNeTo
B peanHo Bpeme. B npoTmBeH ciiyyal Moxe Aa HacTbMu HapaHABaHe Ha MaLlueHTa.

Cebp3BaHe KbM AC 3axpaHBalyaTa Mpexa

BvHaru nasete 3axpaHBaluua Wencen cyx. Mokbp 3axpaHBally LWencen Moxe Aa
npean3BMKa TOKOB yfap.

YBepeTe ce, Ye CTEHHUAT eNIEKTPUYECKU KOHTAKT OT GOSTHMUEH KNac, KbM KOWTO TOBa
YCTPOWCTBO € CBbP3aHO, MMa NOAXOAALY eNIeKTPNYECKM KanaLuTeT, HaABuLLIaBaLy
obLaTa KOHCyMaLIMA Ha eHepruA Ha LANoTo CBbp3aHo obopyasaHe. AKo
KanaumTeTbT He e J0CTaTbueH, MOXe ia Bb3HUKHE NoXap Unn Aa ce 3afeiicTsa
npeKbCBay, KOWTO fja U3KJI0UM YyCTPONCTBOTO U LANOTO 060pyfiBaHe, CBbP3aHO KbM
cbljaTa 3axpaHBalla Bepura.

YBepeTe ce, Ye CTe BKapanu CTabuIHO 3axpaHBaLLuA Werncen, 3a Aa npefoTepaTmte
MorpeLIHo My U3BaxzjaHe no Bpeme Ha ynotpeba. B npoTtuseH cnyyaii obopyasaHeTo
HAMa fia GYHKLMOHMpPa.

AKO CTe 13M0M3BaT KOMOVHaLMK OT 060pyABaHe, Pa3NNYHK OT NOCOUEHUTE No-A0NY,
Nb/HaTa OTrOBOPHOCT TPpA6Ba fa 6bAe NoeTa OT MeAULMHCKOTO 3aBeAeHue. TaknBa
KOMOMHaLMK He CaMo He NO3BONABAT Ha 060PY/ABAHETO Aa MOKaXe MbJjiHaTa cun
$YHKLMOHANHOCT, HO CbLLO Taka MoraT fla 3acTpaluaT 6e30nacHOCTTa Ha nauuneHTa

1 MeAVNLMHCKNA nepcoHan. OCBEH TOBa M3APBKNBOCTTA Ha LIeHTbpa Ha BUAEO CUC-
TemaTa 1 MOMOLYHOTO obopyfiBaHe He e rapaHTupaHa. [pobnemuTe, NpUYMHEHN B
TaKbB C/lyyail, He ce NOKPUBAT OT 6e3nnaTeH peMOoHT. YBepeTe ce, Ye U3nonspate
obopynBaHeTo B €jHa OT NpenopbyaH1Te KOMOUHaLMK.



Pa6ora c aBox™ Duodeno

3a ja ce npeAnasuTe OT ONACHW XMMUKany U NOTEHUMaNHO NHGEKTPaHW MaTepranm
no Bpeme Ha npoueaypata v OnacHOCT OT HEBOJTHW AMAaTEPMUYHMN U3rapAHUA, HoceTe
JIMYHM NPEeANna3HN CPeACTBa, KaTo HaNprMep 0YWa, NMLeBa Macka, yCTOMYNBO Ha
B/lara 0611eKso 1 YCTOMUMBM Ha XMMUKaIN 1 eNeKTPUYeCTBO PbKaBMLY, KOUTO ca B1
no MApKa ¥ ca AOCTAaTbYHO AbJITN [la NOKPUAT KoxaTa Bu. ImaiiTe npeaBupa, ye e
HeobxoMM HOB YT pbKaBULM NPeAn BCAKa npoueaypa.

Hukora He n3n on3gawTte aBox™ Duodeno npu cbMHeHWe 3a aHomanus. Mospean nnm
HepeAHOCTM B YCTPOWCTBOTO MOTaT fia M3/10XaT Ha PUCK 6e30MacHOCTTa Ha naLneHTa
1N noTpebuTtens n fa AoBeAaT A0 NO-CEPUO3HMN NOBPEAN Ha 06opyaBaHe.

AKO Bb3HUKHE MNU Ce Nofo3vpa Apyra HeobuyaiHa cuTyauws, He3abaBHO crpeTe Aa
n3non3sare 060pyABaHETO, N3KITIOUETE LANOTO 060pyABaHE N BHUMATENHO U3TerneTe
€HJJ0CKOMa OT MaLMEeHTa, KakTo € On1caHo B PbKOBOACTBOTO C MHCTPYKLMMN Ha
eHpockona. Cnep ToBa BUXKTE MHCTPYKUMMTe B pasaen 12. OTcTpaHABaHe Ha
Heun3npaBHOCTU. AKO NPOBIEMBT HE MOXe fia Ce pa3peLun Ypes Kopuripaiimre
LecTBYA, ON1caHu B pasaen 12, He n3non3garite o6opyaBaHeTo 1 ce ceBbpxeTe ¢ Ambu.
MouuncTBariTe yCTPONCTBOTO U CMEHANTE PbKaBMLUTE CY, NPeAun Aa [OKOCHETe
YCTPONCTBOTO 1 MeXAY cilyyauTe. I3non3BaHeTo Ha €AHMN 1 CbLYM PbKaBULUTE MOXeE
[la joBefie A0 KPbCTOCaHa KOHTaMUHaLMA.

JonbaHntenHo o6opyaBaHe

KoraTo n3nonssate MeguLMHCKM areHTy nog ¢dopmata Ha Cnpen, KaTo Hanpumep
Ny6pUKaHT, aHeCTETUK UKW CNWPT, M3non3BanTe ru ganey ot aBox™ Duodeno, Taka ue
MeANLNHCKUTE areHTy 1a He BNA3aT B KOHTAKT ¢ aBox™ Duodeno. MeguunHckute
areHTV MoXe Aa NpoTeKaT BbB BUAEO CUCTeMaTa Npe3 BEHTUNALVOHHUTE PeLLeTKN 1
[la NPUYMHAT noBpeaa Ha 06opyaBaHeTo.

He n3non3BaiiTe HECbBMECTVIMO eNIEKTPOXMPYPrYHO 060pyABaHe C TOBa
YCTPOMNCTBO. Bb3MOXKHa e NosiBaTa Ha CMyLLEHUA B MOHUTOPA 1K 3ary6a Ha
€HAO0CKOMNCKOTO U306pakeHue.

He n3nonsgaiTte oBnaxHuTen 61130 [o LeHTbpa Ha BUAEO CUCTEMATA, Thil KaTo
MOXe [la ce NoABY KOHAEH3 1 Aia floBe/ie 10 HEU3MNPABHOCT Ha o6opyABaHeTO.
KoraTo 3anucBate nsobpaxkeHus, yBeperte ce, Ye ru 3anncBate 3aefHO C AaHHWUTe

3a nayumeHTa. B npoTmBeH cnyyan moxe Aa e TPYAHO fa pasrpaHnynTe pasnnyHuTe
HabnoaeHus.

CmsAHa Ha npegnasuTens

Hvikora He n3nonseaiTe mofen npeanasnTen, pasfvyeH oT nocoueHns ot Ambu. B
NPOTUBEH CNyYail Hen3nNpPaBHOCT UK nospefa Ha aBox Duodeno moxe fa
npefn3BrKa NoXap UM ONacHOCT OT TOKOB yAap.

He 3abpaesaiiTe ga usknounte aBox™ Duodeno v fa nsBagnTe 3axpaHBalms kaben ot
KOHTaKTa, Npeau Aa MaxHeTe npefnasutens ot aBox™ Duodeno. B npotuseH cnyyvan
MOXe Aa Bb3HWNKHE NoXkap 1y TOKOB yAap.

AKo cnefj CMfiHa Ha npefnasnTens 3axpaHBaHeTo He ce Bb3CTaHOBU, U3BajeTe
He3abaBHO 3axpaHBalLuA Kaben oT KoHTaKTa 3a AC 3axpaHBaHe 1 cfefj ToBa ce
cBbpeTe ¢ Ambu. B npoTtrBeH cnyyaii Moxe fja Bb3HWKHe TOKOB yAap.

He noctaBsaiiTe ycTpoicTBOTO Haj NaumeHTa. AKO NpefHaTa YacT 6be paspyLueHa ot
CVNHU BBHLUHM Ylapy, YCTPOICTBOTO MOXe Aa ce pasnagHe. Majalyy napyeta Moxe fa
npeAv3BUKaT HapaHABaHE Ha NauveHTa.

[bxHeTe NpeAnasnTens B TOBa yCTPOWCTBO, AOKATO LWpaKHe Ha MACTO. AKo
npeanasuTenaT He 6bfe NbXHaT AOKPal, 3aXxpaHBaHETO MOXe Aa He Ce BKIoUM 1nu
no Bpeme Ha paboTa MOe [1a Bb3HVUKHE Hel3MNpPaBHOCT B €/1eKTPO3axXPaHBaHeTo.
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TpuXa n cbxpaHeHune

Cnep KaTo U3bbpLUeTe C Napye HaBlaXHeHa MapnsA, NoAcyLieTe Aobpe aBox™
Duodeno npeau noBTopHa ynotpeba. AKO yCTPONCTBOTO M3MON3Ba, JOKATO e BCe
ole MOKpPO, MMa PUCK OT TOKOB yfiap.

He n3nonseaiite ycTpoicTBOTO, 6€3 fla cTe pa3bpanu HanbaHo U3Y. Ako cuctemarta
He e NOAroTBEHa NPaBWITHO NPeAN BCAKa ynoTpeba, Moxe Aa Bb3HUKHe NoBpeaa Ha
obopynBaHeTo, HapaHABaHe Ha NaLVeHTa 1 ornepaTtopa U/vimn noxap.

OnacHOCT OT noXxap

Cuctemara He e 3almTeHa oT NoXap 1 ekcnnosua. Korato usnosnseare ycTponcTBoTo B
cpefaa CbC 3ananumm U U3byxnnBK rasose UKW B cpefa C oborateH ¢ KUCIOPOg,
Bb3[yX, B YCTPOWNCTBOTO MOXe fla Bb3HMKHE NoXap 1 ekcnnosus. He nsnonssarirte
YCTPOWCTBOTO B Cpefia CbC 3anasumm Unm n3byxnmem razoBe Uim rasoBu cmecu. He
13non3saiTe yCTPOCTBOTO B 060raTeHa C KMCI0pos cpepa.

MoHTax, nonpaeBka n nogapbXKa

YCTPOWCTBOTO He CbABPXKA HMKAKBY YacTU, KOUTO MoraT fia 6baaT nonpassaHM oT
notpebutens. PasrnobsBaHe, NpOMsAHa 1AW ONWT 3a NONpaBsiHe MoraT Aa AOBeAaT A0
HapaHsBaHe Ha NauveHTa unm NnoTpebutens U NoBpeAa Ha cucteMata. MOHTaXbT,
nonpaekuTe 1 NoAAPbKKaTa TPAOBa Aa ce M3BBPLLBAT OT NepcoHan Ha Ambu unu
opobpeH oT Ambu nepcoHan. MpouyeteTe pa3aen 12 3a noseye Hdopmaums
OTHOCHO OTCTPAHABAHETO Ha HEM3MPABHOCTU.

NPEAMA3HU MEPKU

YKa3BaT noTeHLManHo onacHn cUTyauunmn, KOUTo, ako He 6baat n3berHatu, morat Aa gosefart oo

NeKn nnn cpeHn HapaHABaHUA. Morar cblUo fia ce 13MoN3BaT KaTo npegynpexaeHne 3a onac-

HUW NPaKTVKM WY Bb3MOXHO NOBPeXAaHe Ha 060pyABaHETO.
o6wn

He n3nonssaiiTe ocTpm unv TBbPAN NpeAMeTH, 3a la HaTUCKaTe By TOHMTE Ha
npeaHua naHen. ToBa MoXe fla noBpeamn 6yToHuTe.

He npunaraiite npekomepHa cuna Bbpxy aBox™ Duodeno v/vnu apyru cBbp3ann
YCTPOWCTBA. B MpoTHBEH Cilyyal MOXe fla Bb3HUKHAT NMOBPEAM U/ HeN3NpPaBHOCTH.
MouncTeTe N N3cMyyeTe NpaxTa OT BEHTUNALMOHHUTE pelueTKn Ha aBox™ Duodeno ¢
rnomoLyTa Ha MpaxocMyKauka, ako e Heobxoanmo. MoaabpxaTe BeHTUNALMOHHATa
peleTKa yncTa. B npotuseH cnyuvait aBox™ Duodeno moxe Aa ce cuynu v nospeam
nopaawu nperpsasaHe.

YBeperTe ce, Ye yCTPONCTBOTO He Ce 13MoM3Ba B 6IM30CT A0 MK B KyN € ApYro
obopyfBaHe (pa3nMyHO OT KOMMOHEHTUTE Ha Ta3n CUCTEMA), 3a Aa n3berHete
€NeKTPOMarHUTHY CMyLEHNS.

EnekTpomarHuUTHM CMyLieHMA B TOBa YCTPOWNCTBO MOXe [la Bb3HIKHAT, KoraTo e
nocTaseHo 671130 40 06opyABaHe, MapKMpPaHO Cbe ciefHna cumeon (), unm gpyro
NPEHOCKIMO 1 MOBUIHO PaANOYECTOTHO KOMYHIKaALIMOHHO 060py/ABaHe, KaTo
Hanpumep Mo6unHy TenedpoHn. AKO Bb3HUKHE PaanoCMyLLeHre, MoXe Aa ca
HeOOXOANMM KOPUrMPALL MePKU, KaTo HanpriMep NpeopreHTpaHe uan
npemecTBaHe Ha yCTPOMCTBOTO WU 130NIMPaHe Ha NoMelLleHneTo.

He nocTaBaiiTe HMKakBU NpeameTn Bbpxy aBox™ Duodeno. B npoTuBeH cnyyvai
MOXe [la Bb3HIKHe fepopmaLina 1 noBpeAa Ha o6opyABaHeTo.

MNocTaBaiiTe aBox™ Duodeno Bbpxy cTabunHa, XopnsoHTanHa NOBbPXHOCT. B npoTu-
BeH cnyyait aBox™ Duodeno moxe aa ce npeobbpHe nnun nagHe 1 Moxke fa npeans-
BUMKa HapaHABaHe Ha NOTpebuTensa UM nayMeHTa UK NoBpeAa Ha 060pyABaHeTo.



AKo n3non3BaTe KOMMYKa, pasfinyHa oT mobunHata paboTHa CTaHUuA, ce yBepeTe, ye
KONMYKaTa MoXe Aia U3AbPKn TernoTo Ha NOCTaBeHOTO BbPXYy HeA obopyABaHe.
QepepanHoTo 3akoHofaTenctso Ha CALL Hanara orpaHUYeHMeTo ToBa YCTPOWCTBO
[la ce Npojasa CaMo OT JIeKap WM Mo NOpbYKa Ha fekap.

Fpuka n cbxpaHeHue

He nouuncTBaiite rHe3foTo 3a 3axpaHBalyma kaben, Bpb3Kkute 1 KoHTakTa 3a AC
3axpaHBaHe. louncTBaHeTo MoXe Aa Aedpopmrpa Unm pasage KOHTaKTUTe, KOeTo
MoXe fa noBpean aBox™ Duodeno.

He cbxpaHABanTe yCTPONCTBOTO HAa MACTO, M3N0XKEHO Ha NpAKa CibHYeBa CBETANHA,
PEHTreHOBY NbUK, PaANOAKTUBHOCT U CUITHO eNeKTPOMarHUTHO NbueHue (Hanp.
651130 10 MUKPOBDBJIHOBO 060pYABaHe 33 MEAULIMHCKO NeYeHne, KbCOBBIHOBO
obopyaBaHe 3a MeguLMHCKO neyeHune, AMP o6opyaBaHe, paano unu MoounHu
TenedoHw). B npoTuBeH cnyyai moxe Aa Bb3HUKHe noBpefa Ha aBox™ Duodeno.
KoraTo usxsbpnuTe TOBa yCTPONCTBO UM HAKOW OT HEFOBUTE KOMMOHEHTH
(HanpumMep npefnasutenuTe), CeaBaiiTe BCUYKN NPUNOKUMUA HALMOHANHW Y MECTHU
3aKOHW U yKa3aHuA.

W3kniouBaiiTe BCMYKM JOMBIHUTENHY anapaTtu, Npean Aa rv cBbpxete Kbm aBox™
Duodeno, n n3nonssaiite camo NoaxoAALmM kKabenu. B npotuseH cnyyain moxe aa
Bb3HUKHE NOBPEeAa UK HeN3NpaBHOCT Ha 06opyaBaHeTo.

3aTBopeTe Kanaka Ha KOHeKTopa, Npean ga nounctute aBox™ Duodeno. He
oTBapsANTe Kanaka, AoKaTo nouncrTearte aBox™ Duodeno, Tbil KaTo B NPOTNBEH
Cnyyvaii TeYHOCT MOXe [la MPOHMKHE B KOHEKTOpa 1 Aa MOBPeAN YCTPOCTBOTO.

He o6paboTBaiiTe B aBTOKNaB 1 He cTepunusvpainTte aBox™ Duodeno. ToBa Moxe aa
fosefe [0 NoBpeAa Ha yCTPONCTBOTO.

KabenwuTe He TpAGBa fla ce orbBaT NOA OCTBHP bIbJl, AbPNAT, yCyKBaT MW MauKar.
ToBa Moxe Aa noBpeAm Kabenute.

Hukora He ynpaxHaBanTe npekomepHa cuna Bbpxy KoHeKkTopuTe. ToBa MoXe Aa
noBpeaun KoHeKTopuTe.

M3non3BaiTe ToBa yCTPOWCTBO CaMo B YCNIOBWATa, onucaHn B pasgen 10.2
,CneundrKaumm 3a cpefaTta Ha TpaHCNopTHpaHe, CbxpaHeHne 1 paboTa”. B
NPOTVBEH CNlyYall pe3ynTaTbT MOXe Aia € HEeNpPaBuUIHO GYHKLMOHMPaAHE, HapyLweHa
6e30MacHOCT U/unn noBpeaa Ha obopyaBaHeTo.

AKcecoapu

He 3aKkpenBaiiTe HULLO APYro OCBEH NOCTaBKaTa 3a byTuika Kbm aBox™ Duodeno. B
NPOTUBEH Clyyail MOXe Aia Bb3HUKHe noBpefa unu aedopmauusa Ha 060pyABaHeTo.
B noctaBkaTa 3a 6yTunka noctasanTe camo 6yTunKa CbC CTepunHa Boaa. B npotmseH
C/lyyai nocTaBKaTa 3a Gy Tuiika MOXe Aa ce NoBpeau.

KoraTo ycTpoiicTBOTO Ce 13Mon3Ba C eHJOCKOMNCKUN YyCTPONCTBA NOA HanpexeHue,
MOXe fla ce fo6aBu TOK OT yTeuKa. /i3non3saiTe camo eHJOCKONCKN YCTPONCTBa OT
Tn BF nnu CF. NMpeau ynoTpe6a npoBepeTe CbBMECTUMOCTTa Ha akcecoapa/
€HJJOCKOMNCKOTO YCTPOWCTBO BbB BPb3Ka C KpUTepunTe 3a 6e3onacHa ynotpeba.
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1.6. HexxenaHu cb6muTtus
He ca nsBecTHU HexenaHn cbbuTKsA, cBbp3aHu ¢ aBox Duodeno; BuxTe M3Y Ha aScope
Duodeno 3a nHpopmMaLmnsa OTHOCHO HeXenaHuTe cbbuTus, cebp3ann ¢ EPXMT

Bb3MOXHWM HexenaHn cbbutns, cBbp3aHn cbe cructemata Ambu Duodeno (6e3 aa ca nsyepnaten-
HW): HeKUMA/BB3NaneHune (BknounTenHo nocT-EPXMI naHkpeaTtnT (PEP), XonaHrnT, xoneuncrur,
€eHA0KAPANT U CENCHC), KbpBeHe, Nepdopauus, TONIMHHU HapaHABaHUA, CBbP3aHN CbC CTEHT
HeXenaHy CbouTrs, CbpAeUYHO-6en104PO6HMN HeXeNaH CbOMTUS, Bb3AyLIHA eM6OouUs, CBbp3aHu
C aHecTe3mns HeXenaHy CbOnTUSA, rageHe, Bb3naneHo rbpio, KopemHa 6osKa 1 AMCKOMPOpT.

2. OnucaHue Ha cuctemarta

2.1. YacTn Ha cuctemaTa

aBox™ Duodeno e 3a MHOrokpaTHa ynotpeba. He e paspelueHo MoandrLvpaHe Ha ToBa 060-
pyaBaHe. aBox™ Duodeno ce focTaBs ¢ eAnH 3axpaHBaly Kaben, KOWTo OCMrypsBa 3axpaHBaHe-
TO, HeobxoAMMoO 3a paboTaTa Ha aBox™ Duodeno, nocTaBka 3a 6yTunKa CbC CTepuiHa Boaa v
kaben 3a u3pasHaBaHe Ha noTeHymana (POAG).

YcTpoiCcTBO 32 MHOTOKpaTHa Homep Ha yact
ynotpe6a Ambu® aBox™
Duodeno

485001000US (3a nasapa B CALL)
485001000 (3a nasapu nssbH CALL)

MocTaBKa 3a 6yTunka

L

3axpaHBauy Kaben

By

POAG kaben

B

aBox™ Duodeno He ce npeanara BbB BCUUKN Abpxasu. CBbPXKETE Ce C MECTHUA TbProBCKM OduC.
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2.2. CbBMeCTMMO YCTPOMCTBO (NpUNoXKHa YacT)

Ambu® aScope™ Duodeno Homep BbHWeH aname- = Pa6oTeH KaHan
CTepunHo yCTPoICTBO 3a Ha vacT Tbp Ha gucTan- BbTpelueH ana-
efiHOKpaTHa ynoTpe6a HUA Kpail 8 MeTbp o
482001000 41,2 Fr 12,6 Fr
(13,7 mm) (4,2 mm)

aScope™ Duodeno He ce npefnara BbB BCUUKM AbpxaBu. 3a NogpobHa MHGopmMaLma ce CBbPXKETe C MECTHUA
TbProBcky odpuc.

2.3. OnuncaHue n pyHKumnA Ha aBox™ Duodeno

aBox™ Duodeno e koH30naTa, KOATO e HeobxofMMa 3a 06paboTKaTa Ha BUAEO U306PpaKeHNeTo
oT KamepaTa Ha eHaocCKona, CurHannte oT ANCTaHUMNOHHUTE npeBKmquaTenm W AaHHWTE 3a
N3XOAALLO BUAEO U1 3aNncBaLlo yCcTpoicTBo. aBox™ Duodeno e npeaHasHaueHa 3a U3nonssaHe
caScope™ Duodeno.

Ne Yacr DyHKUNA

1 MocTaBka 3a 6yTUnKa [bpkau 3a cTepunHa Boaa

(cTepunHa Bofa)

2 Momna 3a npomuBaHe MpomuBaHe Ha newata

(NnepucTanTyHa nomna)

3 Knunc 3a KoHeKkTOpa Ckoba 3a KOHEKTopa Ha eHfioCKoNa
4 Kanak Ha KOHeKTopa Ha eHpoCcKomMa 3awwnTeH Kanak
5 [He3p0 3a KOHeKTOpa Ha eHfoCKoMa EnexTpuuecka Bpb3ka mexay aScope™
Duodeno n aBox™ Duodeno
6 ByToH 3a ocBeTABaHe HatucHete 6yToHa, 3a aa
aKTMBMpaTe OCBETABAHETO
7 KoHTponeH naHen ByToHU 3a HaBuraumna npes MeHTo
C HaCTPOWKKN U MHPOpMaLMA Ha
aBox™ Duodeno
8 ByTOH 3a 3axpaHBaHe C nHAUKaToOp HaTtncHeTe 6yToHa, 3a fia BKNtOUMUTE YCTPOI-

Ha 3axpaHBaHeTo CTBOTO NpeAu NpoLeayparta 1 3a a ro UsKnio-
unTe cnep Npoueaypara. By TOHBT Le cBeTH B

3eNeHo, Korato yCTpOI?ICTBOTO € BKNIYeHO
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Ne Yacr

OyHKunA

9 [naBeH npeanasuten

3awuTa Ha yCTPONCTBOTO

10 [naBeH npeBknoyBaTen
Ha 3axpaHBaHETO

MpeBKaoyBaTeN 3a BKIOUBAHE U
N3KKOYBaHe Ha 3aXpaHBaHETO

1 Bxop 3a AC 3axpaHBaHe

MHe3po 3a AC 3axpaHBawms kaben

12 POAG rHesgo

[He340 3a n3paBHABaHe Ha NoTeHUMana

13 BeHTunauyma Ha cuctemarta

BeHTunauuna

14 HD-SDI Bpb3Ku

Buaeo nsxopn

15 DVI Bpb3Ka

Buaeo nsxopn

16 Crepeo xak 3,5 mm

3apencTBa U3XoAeH CMrHan 3a 3acHemMaHe
Ha BUAEO 1 n3obpaxkeHns

17 D-SUB 9P

3apeiicTBa U3XOAEH CUrHaN 3a 3aCHEMaHe
Ha BUAEO 1 n306paxkeHns

18 CepBu3eH naHen

JlocTbN 33 CEPBU3HUTE TEXHNLMN

3.1. CumBonn

3. O6sCcHeHe Ha n3nos3BaHNTe CUMBONN

Cumsonn MokasaHune Cumsonu MokasaHue
HanpaseTte cnpaska
B MHCMPpyKyuu 3a NRTL cumBon
ynompeb6a

MaseTe onakoBaHnA
npoAyKT OT BNlara

MeguumHcko nsgenue

Cumson ,Kowue”,
nocouBall, Ye oTna-
abunTe TpA6Ba Aa
ce cbbupart cbrnac-
HO MeCTHUTe Hapeg-
61 1 cxemu 3a CboU-
paHe 1 U3XBbpnAHe
Ha oTnagbum oT
€1eKTPNUECKO U
eNeKTPOHHO 060-
pyasaHe (OEEO)

® 3awnTa cpely TOKOB yaap
- T1n BF, Knac Ha
6e3onacHocT IEC60601-1

Buixte MHcmpykyuu
3aynompeba

3awwTa ot
P21 »
NPOHVKBaHe

Rx Onl YcTpoiictso no
x On
y npeanucasme
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Cumsonu MNMokasaHne Cumsonu MNokasanne

CepueH Homep

SN| oo, [REF] rweroo

NPOoV3BOACTBO)

WN3paBHABaHe
Ha noTeHumana

3asemnABalla Bpb3Ka

Opuanyeckn
MscTto Ha npon3BoOACTBO
npoussoguTen

He pokocsante
CE mapkunpoBka
2797 [BVXeLLN ce YacTu

4. lonbAHUTENIHO oﬁopyABaHe n akcecoapun

[onbnHnTenHOTO 060pYyABaHe, NOCOYEHO MO-A0NY, TPA6Ba Aa 6bAe CBbP3aHO, 3a ja MOXe CUC-
TemaTta Aa GyHKLMOHVpPa 1 Aa 3an1cBa AaHHM 3a NauveHTa. lpoBepeTe 060pyaBaHETO NO-A0-
1y, KaKTO € OMICAHO B CbOTBETHNTE PbKOBOACTBA C UHCTPYKLMN.

. MocTaBKa 3a 6yTunKa (4acT oT cucTemarta).

. CrepunHa Boaa 3a npomumBaHe ¢ 06em noxe 1000 ml.

MpenopbuBa ce GyTunkaTta CbC CTepuHa BoAa a Ce NOCTaBM B NpeABMAEHaTa 3a uenta
nocTaBKa OT ifABaTa CTpaHa Ha aBox™ Duodeno. 3a nogpo6Ha nHGopmMaLma OTHOCHO 3aKpen-
BaHeTO Ha NocTaBKaTa 3a 6yTunika KbM aBox™ Duodeno BuxTe pasgen 4.1 no-gony.

. MOHMTOpP OT MeAULIMHCKI KNac C pa3fenutenHa cnocobHocT noHe 1920x1080 n pasmep
nowe 27" ¢ DVI unun HD-SDI Bxog(oBe). MpenopbunTeNHOTO LIBETOBO NPOCTPaHCTBO € SRGB.

. PaboTHa cTaHLMA 3a OTYMTAHE Ha 3aCHETUTE U306PaKeHUA 1IN 3anncBaHe.

. M3TOUHMK Ha BaKyyMm C HansaraHe noHe -7 psi (-50 kPa) n acnupauymoHHa cuctema.

. VI3TOYHWMK Ha nHcydnauma, onobpeH 3a ynotpeba npu CTOMaLIHO-YPeBHN

€HAO0CKONCKM npouegypw.

4.1. NpuKpenBaHe Ha NocTaBKaTa 3a 6yTunka kbm aBox™ Duodeno
aBox™ Duodeno ce gocTaBs C ejHa NoCcTaBKa 3a 6y TuiKa, KoATo TpA6bBa Aa ce NnpuKpenu ot
nABaTa cTpaHa Ha ycTporicteoTo. CneagaiiTe unlocTpauumnte no-gony, 3a Aa npukpenute npa-
BUIHO NOCTaBKaTa 3a 6y TuKa.

Ambu® aBox™ Duodeno MocTaBKa 3a 6yTnnKa
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5. HOAFOTOBKa N npoBepkKa 3a n3noJjisBaHe

Lindpute B cuBUTE KpbryeTa No-Aosy ce OTHACAT 3a UAKOCTPaLMNUTe Ha cTpaHuua 2. MposepeTe

BCVYKU JOMbBIHUTENHM anapaTy, KOMTO Lie Ce 13MON3BaT C ToBa YCTPONCTBO, CMOPEA yKa3aHu-

ATa B CbOTBETHUTE MIHCMpyKyuu 3a ynompeba. Ao npu NnpoBepKaTa 3abenexuTe HAKaKBU

HepefHOCTH, CneABaliTe MHCTPYKLUMUUTE, onncaHu B pasaen 12. OTcTpaHABaHe Ha Heusnpas-

HOCTU. AKO YCTPOIACTBOTO € HeM3npaBHO, He ro n3nonssanTte. CBbpKeTe ce C BalUA TbProBCKU

npeacTtaButen Ha Ambu 3a foNbAHUTENHO CbAeNCTBNE.

. MpoBepeTe cbabpKaHMeTo Ha aBox™ Duodeno. CpaBHeTe BCUYKM eNeMeHT B nakeTa C
KOMMOHEHTHMTE, MOKa3aHy B ONUCAHNETO Ha YCTPOICTBOTO B pasaen 2. (1

. AKO yCTPOWCTBOTO € NOBPefieHo, IMMNCBa KOMMOHEHT UK MMaTe HAKaKBM BbMNPOCK, He
M3M0oN3BalTe yCTPONCTBOTO U HE3abaBHO ce CBbpxeTe ¢ Ambu.

. MpenopbunTtenHo e aBox™ Duodeno fa ce NOCTaBA BbPXY XOPU30HTANIHU MOBBPXHOCTA C
BbH3MOXHOCT 3a NpemecTBaHe (Hanp. MOOUIHa KOJTMUKa, KONOHM 3a MeANLIMHCKO 06opya-
BaHe), Taka ye crcTemaTta Aa MoXe fla Ce MPemMecTun B Haln-yao6HaTa No3numsa 3a BCeku
e[VH NaLVeHT U/WKN KaKTo € Heo6XOAMMO 3a 33[J0BOSIMTENIHO U3BbPLUBaHE Ha NPeaBy-
[eHarTa 3a naumeHTa npoueaypa. logo6HN KONMYKM NN KONOHW TpAGBa fa 6baaT npea-
Ha3HauyeHW 3a TakaBa e/ v Aa OTroBapAT Ha HEOOXOAMMMTE N3NCKBAHMA 33 KanauuTeT
Ha HaTOBapBaHe (BUXTe TeXHUYeCKNTe AaHHM B pa3gen 10), KakTo 1 Aa pa3nonarat cbC
3aK/iouBall MexaH/3bM, NpefoTBPaTABall HEBOHO NpeBbpTaHe UM NpemecTBaHe no
Bpeme Ha npoueaypata. (2

. 3akpeneTe nocTtaBKaTa 3a 6yTunka kbMm aBox™ Duodeno, KakTo e onvcaHo
B pasgen4.1.(2
. EnviH (1) 3axpaHBaLy kaben oT 6onHUYeH Knac e foctaBeH ¢ aBox™ Duodeno u e Heo6xo-

[VM 33 OCUTYPABAHETO Ha 3aXpaHBaHe OT eNleKTpuyeckata mpexa kbm aBox™ Duodeno
(BMXKTE TeXHMYECKMTEe AaHHW B pa3aen 10 3a eneKTpuyeckuTe JaHHM 1 Apyra Nnpunoxmnma
nHbOopMaLws). 3axpaHBaWmAT Kaben He e Hepa3sgenHa yacT oT aBox™ Duodeno. CBbpxeTe
3axpaHBaLuA Kaben Kkbm Bpb3KkaTta 3a AC 3axpaHBaHe 1 KbM 3a3eMeHO rHe3f0 Ha 13Tou-
HVK Ha 3axpaHBaHe. (3
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. ToBa MEANLIMHCKO YCTPOICTBO MOXe Aa 6bje CBbP3aHO KbM MpeXKa OT YCTPOIiCTBa OT
MeAVLMHCKM Knac. /i3non3BaiiTe NpoBOAHMKa 3a U3paBHABaHe Ha NOTeHLMana, KakTo e
onpepaeneHo 3a He06XOANMO OT BYOMEANUNHCKUA/KNMHUYHUA/TEXHUYECKO-NHKEHEPHNA
nepcoHan Ha BalleTo 3aBefeHue. [IPOBOAHMKBT 3a U3paBHABaHe Ha NoTeHUMana (3eneH
Kaben C XbNTa NMMHUA, MUHaBaLla Mo Ab/KMHaTa My) Cy>KM 3a NPOBEX/aHe Ha Bb3MOXHU-
Te PasNNKU B MOTEHLMANNTE B 3a3€MABAHETO MEX/Y KOMMOHEHTUTE Ha MpPeXaTa, KOUTo
MoraT Aa AoBefaT 4o NOTEHLMANHO OMAacHO N3TUYaHe Ha TOK KbM naLueHTa. [IpoBOAHUKBT
3a 3paBHABaHe Ha NOTeHUVannTe NpeJoTBPaTABa Ta3n ONacHOCT. (3

. CebpxeTe aBox™ Duodeno Kbm NOHe €AVH MOHUTOP OT MeANLIMHCKM Knac. Mpenopbun-
TenHo e aa nsnonssarte HD-SDI 1 3a OCHOBHUA MOHUTOP U fla 36epeTe MOHUTOP OT Mefu-
umHckm Knac ¢ Full HD pasgenutenHa cnoco6HocT. BuxTe MpunoxeHvie 1 3a KOHKPETHU
noApo6HOCTN OTHOCHO BPb3KKTE. (3

. [JlonbaHUTEeNeH MOHNTOP OT MeAULIMHCKM Kflac MK 3aMm1CBaLLo YCTPONCTBO OT MeAULINH-
CKM Knac Moxe Aa ce cebpxe Kbm HD-SDI 2 nan DVI. (3

. WM3nonssawite usxopa,TRIG 1, TRIG 2 u/vunun TRIG 3” 3a kKabena 3a ANCTAHUMOHEH CUrHan 3a
3afeiicTBaHe KbM 3aMnmCBaLLOTO YCTPONCTBO OT MEAMLIMHCKM K/ac, KOraTo CTe CBbp3ai
TakoBa. 3a noapo6Ha nHPopMaLVA OTHOCHO Bpb3KUTe BUXTe Mpunoxerue 1.3

5.1. BKniouBaHe Ha 3aXpaHBaHeTO U cTapTupaHe Ha aBox™ Duodeno

Cnep KaTo CBbpKeTe BCUUKMN ONUCAHN MO-rope KOMMNOHEHTU, MOXeTe fja BKNIoYMTe 3axpaHBa-

HeTo Ha aBox Duodeno.

. BKJTIOYETE 3axpaHBaHeTo Ha aBox™ Duodeno oT rnaBHUsA NpeBKoYBaTen Ha rbpba Ha
YCTPONCTBOTO 1 e TOBa HaTUCHeTe ByTOHa 3a 3axpaHBaHe OT NpefHaTa cTpaHa (Bas-
CHO) Ha YCTPOWCTBOTO. By TOHBT 3@ 3axpaHBaHe LLie CBETY B 3eJ1eHO, KOraTo YCTPONCTBOTO
aBox™ Duodeno e BKoueHo. 4a

. KoH3onata aBox™ Duodeno yka3Ba Kora e rotoBa, KaTo nokasBa Ha eKpaHa Ha OCHOBHUVA
MOHWTOP MHGOPMALMOHHOTO CbobleHme: please connect endoscope” (Mons, CBbpXKeTe
eHpockona). Crefl KaTo eHJOCKOMBbT 6bAie CBbP3aH, cucTemarta Le NoTBbpAn TOBa, KaTo
nokaxe cbobuieHneto ,endoscope connected” (eHAOCKOMBT € CBbP3aH) Ha eKpaHa Ha
OCHOBHUA MOHUTOP.

5.2.MoproTtoBKa n cBbp3BaHe Ha Ambu® aScope™ Duodeno
BuixTe U3Y Ha aScope™ Duodeno. (5

5.3. EKpaH Ha OCHOBHUA MOHUTOP
Cnep KaTo U3NbAHWTE CTHIKNTE, ONUCaHW B pa3fenn 4 n 5, cuctemara Lie U3BbpLUM BbTPELLHa
npoBepKa Ha cucTtemaTta U1 e nokaxe CbCTOAHNETO Ha eKpaHa Ha OCHOBHMA MOHUTOP.

B T031 MOMEHT LWe TpA6Ba a NOTBBLPAUTE, Ye HoBa Gy TINKa CbC CTepuHa BoAa e 6una npu-
roTBeHa nNpeam NpoLueaypata, u Wwe 6baeTte NOMosEHN Aa CBbpXKeTe n3TouHuumTe Ha CO2 1 Ha
BaKyyM, KaKTo e yKkasaHo. Criefj KaTo 3aBbpluMTe CBbP3BAHETO, MOXETE fla HanpaBuTe GyHK-
Ha KOHTpOJI-

LMoHanHaTa npoBepka Ha eHAoCKomna. 3a NOTBbPXKAeHWe HaTUCHeTe 6y ToHa
HUA NaHen Ha aBox™ Duodeno. Cnep notBbpxaeHneTo aBox™ Duodeno wwe nokaxe n3obpa-
KEHMeTOo B peasiHo Bpeme Ha eKpaHa Ha OCHOBHMA MOHUTOP. HaTucHeTe ByToHa 3a ocBeTABaHe
3a BK/lOYUBaHe Ha cBeT/IMHaTa. (6

5.4. HaBurauyunsa B KOHTPOJIHMA NaHen

MeHIoTO € HaCTPOIKM 1 HGOPMaLMA MOXe fla Ce MOKaXe C HaTUCKaHe Ha KOWTO U Aa e By ToH
Ha KOHTPONHWA NaHen Ha aBox™ Duodeno.
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0O6scHeHVe Ha 6YTOHMTe Ha KOHTPONHUA NaHen

Ume QDyHKUMNA

BkntouBa 1 U3K/OUBa CBETOANOANTE Ha

ByToH 3a ocBeTABaHe
aScope™ Duodeno

MpuasnxBaHe HanABo. ByToHbT ,HanABo" ce msnonssa

ByToH ,Hanaso” .
3a CKpYIBaHe Ha MEHIOTO C HAaCTPONKU 1 nHPopmaLua

® 0000 el

ByTtoH ,HapsacHo” MpuasnxBaHe HagACHO

ByToH ,Harope” MpuasnxBaHe Harope

ByToH ,Hapony” MpupsnxBaHe Hagony

Byton OK MoTBbPKAaBa CbOOLEHNA U/UNN HACTPONKN

Image settings @ OTBOpEeTe MEHIOTO Ype3 HaTUCKaHe Ha KOMTO 1 fla e 6y TOH Ha KOHTPOJTHUA
naHen, 3afanTe HaCTPOMKMTE 1 Cief TOBa ce BbpHeTe ¢ 6yToHa ,Hanaso” @ HaTtucHete Ben-
HbBX 33 M3IM3aHe OT HacTpoiiKaTa 1 ABa MbTYW 3a 3aTBaPAHE Ha MEHIOTO.

Remote switches @ OTBOpeTe MEHIOTO, KaTo HaTUCHeTe KONTO 1 fja e 6yTOH Ha KOHTPONHMA
naHen, n cnep ToBa M36epe're Remote switches. Hanuununte (I)yHKLlVIVI 3a BCeKU ANCTAaHLMOHEH
npeBKyBaTen we 6'b,an MoKa3aHWu, KaTo Bnie3eTte B HaCTpOI?IKVITe Ha nagawoTo NoAMEHI0.
3apaiiTe xenaHata ¢yHKL|,I/1ﬂ 3a BCeKN ANCTaHUMOHEH NpeBK/oYBaTen n 3anuwerte.

. 3a pa usnesete OT MEHIOTO C UHPOPMALIMA N HACTPOWKH, 3non3saiite 6yToH ,Hanaso” @
HaTtucHeTe BelHbX 3a M3N13aHe OT HACTPOWKaTa 1 ABa MbTY 3a 3aTBAPAHE Ha MEHIOTO.
. CraHAapTHaTa KOHGMrypaumsa Ha SUCTaHLMOHHUTE NpeBKlouBaTeny e: 1 3a 3acHeMaHe

Ha n3obpaxeHue, 2 1 3 HAMAT NpeaBapPUTENHO 3ajageHa GyHKLMA.
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E3uk @ WmanTe npeaBns, Ye HacTponKaTa Ha e3rKa e akTMBHa CaMo B PEXUM Ha
HeaKTNBHOCT. He MoXeTe [la CMeHWTe e311Ka, ako MMa CBbP3aHO YCTPOMCTBO.

©)

®

@)

OTBOpeTe MeHIOTO, KaTo HaTUCHeTe NPON3BONEH 6YTOH Ha KOHTPOMHUA NaHen, NpuABMXeTe
ce c 6yToHa 3a Hapgony @ no Language (E3uk) @ n BnesTe c 6yToHa 3a HapACHO @
M3bepeTe e31kK, KaTo U3non3saTe OyTOHMTE 3a HANABO UM HAAACHO. E3VKBT We 6be cMeHeH
avpekTHo. MoTebpaeTe upes byToHa

Shutdown @ Cnep nocnepHaTa npoueaypa 3a aeHa usbepete 6ytoHa Shutdown (U3kniouBa-
He) B MEHIOTO C HAaCcTPOIiKM 1 MHbopmauus. Cnep KaTo nsbeperte Shutdown, HaTucHeTe 6yToHa

Shutdown, 3a Aa npMKIlOUMTe JHEBHATa CECUSA, N HATUCHeTe By ToHa Ha KOHTPONHMA
naHen, 3a Aa NoTBbpAUTE. B TO31 MOMEHT C1CTeMaTa Lle 3anoyHe npoLeca 3a U3KJioYBaHe Ha
3axpaHBaHeTo. M3KkniouBaHeTo NPMKoUBa, Korato 6y TOHBT 3a 3axpaHBaHe Ha aBox™ Duodeno

Beye He CcBeTu.

ByToH Info @ Mpw HacTpoiiBaHeTo Ha aBox™ Duodeno wwe 6baeTe NOMoneHW A4a NOTBbPAUTE,
Ye Npeam npoueaypata e 6una NpMroTBeHa HoBa By TuKa Cbc cTepuHa Boaa. OnuumaTa Info we
3anmcea BCAKO CboOLIEHUE, KOETO MOXKeE fla Ce MoKaXke No BpemMe Ha npoLeayparta, Hanp. ,Lid of
the peristaltic pump is open” (KanakbT Ha nepucTanTuyHaTa nomna e oTBopeH). HaTucHeTe 6yTo-
3a NoTBbpXAeHve 1 6yToHa ,Hansaso” @ 3a 3aTBapsAHE Ha MEHIOTO.

ByToH Standard @ HatncHete 6yToHa Standard (CtaHBapT) OT MEHIOTO C HACTPOMKY, 3a Aa
Bb3CTaHOBUTE CTAHAAPTHUTE HACTPOIIKM.

CucTemara Le Noka3spa CbobLIEHNA Ha eKpaHa Ha OCHOBHWA MOHUTOP, ako Bb3HWKHAT Hepea-
HOCTU. 3a noapo6Ha nHdopmaLua BuKTe pasgen 12. OTcTpaHABaHe Ha HEM3NPaBHOCTU.

0O6ACHeHMe Ha cuMBoNUTe

Cumson Ume OnucaHue

MepucTtantnyHa MKoHaTa Le ce Noka3Ba, KoraTo KanakbT Ha
nomna nepucTanTUyHaTa nomna e oTBOpeH

MKoHa ce noka3Ba, ako e n3BeAeHo CboblleHne 1 He
MpenynpexaeHne

€ NoTBbPAEHO
CeeTognoauTte YncnoTo B TO3M CUMBON LUe YKa3Ba HBOTO Ha
ca BKN yBennyaBaHe NN HamanasaHe Ha APKOCTTa
CeeTognoaunTte YncnoTo B TO31 CMMBON LU YKa3Ba HBOTO Ha
ca U3Kn yBennyaBaHe UNn HamanasaHe Ha APKOCTTa
3acHemaHe Ta3u nkoHa e 6bae nokasBaHa,
Ha o6pa3 KOraTo e 3aCHeTo n3obpaxeHve

Ta3u nKoHa wwe 6bae nokasaHa,

. Bupeosanwuc
KoraTo 3anoyBa Braeo3anmc
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0O6sacHeHMe Ha cuMBONUTE

Q

Ta3u nkoHa we 6bae NokasaHa, Korato GyHKUMATA 3a
A Mawabunpare

MawabupaHe e BK

A Ta3u nKoHa e 6bAe NoKasaHa, Korato GyHKLMATA 3a
¢ NpomuBaHe
NpoMuBaHe e aKTUBMPaHa

6. 3aBbplLUBaHe Ha NpoueAypa 1 U3K/IOYBaHe Ha cucTemarta

6.1. MpukniouBaHe Ha Nnpoueaypa € NaLeHT

3a pa npuknlouMTe NpoLeaypa C naLueHTa, M3BaAeTe Lierncena Ha KOHeKTOpa Ha eHjockona oT
rHe3[0To 3a KOHeKTop Ha aBox™ Duodeno. 3a nogpo6Ha nHGopmaLua 1 U3XBbPAHE Ha
eHpockona BuxxTe /3Y Ha aScope™ Duodeno. (7

6.2. I3kniouBaHe Ha cuctemara

Cnep nocnepHaTa npoueaypa 3a AeHA HaTucHeTe 6yTOHa 3a 3axpaHBaHe B NPOAbIIKEHMNe Ha 3
CceKyHAW. B T031 MOMEHT cncTemaTa Le 3anoyHe npoueca 3a N3KNo4BaHe Ha 3axpaHBaHeTo.
M3kniouBaHeTo MPUKNIYBa, Korato 6yTOH'bT 3a 3axpaHBaHe Ha aBox™ Duodeno Beye He cBeTu.
WmaiiTe npeasua, e HenpaBuiHO U3KouBaHe Ha aBox™ Duodeno moxe fa Bnowm TpanHo
dYHKLMOHANHOCTTa 1 Aa HAaNOXW CepBU3HO 06CNyXBaHe. (8

7. CmAHa Ha npeanasuTens

BuHarn nsnonseante npeanasnTennTe, npenopb4yaHu oT Ambu. 3a Aa nopbyaTe HOBU nNpeana-
3UTenu, ce CBbpXKeTe C BallnAa TbProBCKU NnpeactaBuTen. yBepeTe ce, ye Camo nogxogAauo 06y-
4YeH NepcoHasn OTroBapA 3a CMAHATa Ha npejnasnTennTe.

W3knioueTe aBox™ Duodeno v n3BafeTe 3axpaHBaLLns Kaben oT enekTprnyeckus KOHTaKT.

. OcBobopeTe npefnasnTens, KaTo HaTUCHeTe AONHUA WNT Ha KYTUATa C NPeAnasnTenm ¢
nomouyTa Ha oTBepTKa. @

. N3gbpnanTte KyTuaTa ¢ Npegnasuten NpaBo HaBbH. @

. CmeHeTe u aBaTa npe,qnasmenﬂ.@

. MbxHeTe KyTMATa C NpeanasnTeny B aBox™ Duodeno, fokaTo wpakHe Ha MACTO. @

CBbpKeTe 3axpaHBaLLMA Kaben KbM rHe3fo Ha 3a3eMeH N3TOUYHVK Ha 3axpaHBaHe, BKoyeTe
aBox™ Duodeno v noTBbpaeTe 3axpaHBaliaTa MOLWHOCT.
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8. CmsAHa Ha nepucTanTM4yHaTa nomna
YBeperTe ce, e 3axpaHBaHeTO Ha aBox™ Duodeno e N3K/IoYEHO 1 Ye KopnyChT Ha nepucTan-
TUYHaTa MOMMA € HaMbJIHO 3aTBOPEH.

. OcBoGogeTe LyanaTa rnasa Ha NepyUCTanT1YHaTa NMOMNA, KaTo HaTUCHETEe 0CBOGOXAaBa-
wus wWndT OT foMNHaTa AsiCHa CTPaHa Ha Kopryca Ha nomnara. @

. 3aBbpTeTe NepuUcTanTUyHaTa NOMMa HansBO U A U3AbPNaiTe KbM cebe Cu C eAHO Henpe-
KbCHATO ABUXeHNe. @

. MopapasHeTe Koya Ha 610Ka Ha pe3epBHaTa NePUCTanTMyHa NOMNa CbC CbOTBETHNA

xneb6 B aBox™ Duodeno, cnep KoeTo HaTUCHETe 1 3aBbpTeTe 6/10Ka Ha NomnaTa HagACHo,
AOKaTO WpaKHe Ha MﬂCTO.@

. KoraTo e 3akpeneHa npaBusiHo, rasaTa Ha NepucTanTiyHaTa nomnara He Tpsa6Ba aa ce
BBPTY B HUTO €1Ha MOCOKa.

O] ©)

9. MouyncTBaHe Ha BbHLIHNTE NOBbPXHOCTN Ha aBox™ Duodeno
aBox™ Duodeno TpAa6Ba fa ce nouncTBa Npeam v cnep BcAka npouepypa. MouncTearte aBox™
Duodeno B cboTBeTCTBME € AOOPaTa MeAMLIMHCKA MPaKTIKa 1 CbIacHo npoueaypuTte no-gony: (9

M3non3BainTe 6akTepuurAHa Kbpa, 3a fa NpemMaxHeTe rofnemMute 3ambpcsaBaHusa. Lisanata kpbs
1 APYru TeNeCHN TeYHOCTU TPABBa fa 6baT MOUMCTEHM LWATENHO OT BCUYKM NOBBPXHOCTW 1
npeameTy Npeamn n3non3BaHeTo Ha 6akTepuumaHata kbpna. (SUPER- SANI-CLOTH® ot PDI
NNV eKBUBAJIEHT)

TpeTupaHuTe NOBBPXHOCTY TPAGBA Aa OCTaHAT BUANMO MOKPY B MPOLBIKEHWE Ha MbJIHU ABE
(2) MyrHYTU. M3non3BaiiTe AOMBAHUTENHN KbPMK, ako € HE0OXOAMMO, 3a Aa OCUTypUTE Henpe-
KbCHaT KOHTAKT C MOKpaTa CybcTaHLmMA B NPOAbIXKEHME Ha 2 MUHYTK. OcTaBeTe aBox™
Duodeno Aa n3cbxHe Ha Bb3ayX.

10. TexHNYeCKN AaHHN
Bcnuku nocoyeHn no-gony CTonHOCTW (Hanp. Terno, pasmepu) ca cpeaHu. lMopaau ToBa ca
Bb3MOXHU MaJik1 BapuaLum, KouTo obaye HAMaT BAMAHNE BbPXY NMPON3BOAUTENHOCTTa U
6e30MacHOCTTa Ha cucTemara.
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10.1. Cneyndukauum Ha aBox™ Duodeno

3axpaHBaHe

Pa3mep Ha aBox™ Duodeno

Knacndwmkauua
(eneKkTpoMeANLMHCKO
obopynBaHe)

HanpexeHune
YecToTa

KoHcymauua Ha
enekTpuyecka
eHeprus

HomurHaneH ToK Ha
npeanasutennte

Pasmep Ha
npeanasutenuTe

Paszmepu
Terno

Tvn 3awuTa cpewyy
TOKOB yAap

IP knacudmkaums

AC120V/230V

50/60 Hz

91 VA

2x5AH250VT

5mm x 20 mm

494 (01) x 487 (L) x 145 (B) mm

13 kg

Knac Ha 3awumTa |

1P21

10.2. CneundumKaumm 3a cpefaTa Ha TPaHCNOPTUpPaHe,
cbxpaHeHue n pabora

Temnepatypa npv -5°C-40°C (23 °F - 104 °F)

TpaHCNopTMpaHe

Temnepatypa Ha CbxpaHeHue 10°C-25°C (50 °F - 77 °F)

Pa6boTHa Temnepatypa 10 °C-40°C (50 °F - 104 °F)

OTHOCHTENHA BAAXXHOCT Npu 30 - 85 % oTHOCMTENHO

TpaHcnopTupaHe n paboTa

OTHOCKTENHa BIaXKHOCT 10 — 43 % oTHOCUTENHO

npu cbXxpaHeHue

80 - 109 kPa (100 kPa = 1 Bar) 11,6 - 15,8 psi
ATmMocdepHO HansraHe
600 - 818 mm Hg

10.3. AKcecoapm

061wa nHpopmauma CBbp3aHOTO 060pyABaHe, 0COOEHO eNekTPUYECKOTO
obopyaBaHe, TpA6Ba fa OTrOBapsA Ha CbOTBETHUTE
MeLMLMHCKN CTaHAAPTU (MeAMLMHCKM KNac), KakTo e

onucaHo B pasgen 4.
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10.4. CNucbK € akcecoapwm — nperneg

Akcecoap

Bopga 3a npomuBaHe

MocTasKa 3a
6yTunKa

KoHTenHep 3a
acnupauma

Wudopmaunsa Yacr or cucrtemara
CrepunHa BoAa, HasMuHa B KNWHWYH