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Overview

Please read the following information carefully before using this device. It provides important instructions
regarding proper operation, potential risks, and potential damage to the product or individuals. In the event of
any abnormal situation, follow the specified instructions to prevent harm to yourself or damage to the
equipment. Failure to follow these instructions may result in compromised safety, performance, warranty, or
maintenance, for which the manufacturer cannot be held liable. Please read the instructions for the
Transducer and Ultrasonic Shears as well before using the device.

This document is designed to assist in using this device. It is not a reference for surgical techniques.

Standard Conventions Used: Caution, WARNING, and Note

Statements

Please note the following statements, categorized as CAUTION, WARNING, or NOTE, which provide
essential guidance for completing tasks safely and thoroughly. These statements can be found throughout the
documentation and should be read before proceeding to the next step in a procedure.

WARNING: This statement highlights an operating or maintenance procedure, practice, or condition that, if not
strictly followed, could lead to personal injury or loss of life.

CAUTION: This statement alerts the user to a potentially hazardous situation that, if not avoided, may result in
minor or moderate injury to the user or patient, as well as damage to the equipment or other property. It may
also serve as a warning against unsafe practices. This includes the necessary precautions for the safe and
effective use of the Instrument and the care required to prevent damage resulting from proper or improper
use.

NOTE: This statement indicates an operating practice or condition that is essential for executing a task
efficiently.

Description

The ENER REACH Electrosurgical Instrument(herein referred as ‘the device’) is used in medical operating
rooms for surgical procedures for cutting, coagulating human tissue, and ligating vessels. It features two
separate slots: one for ultrasonic energy and the other for radio frequency waveform output.

In radio frequency mode, the generator delivers different energy schemas depending on the connected
instrument/electrosurgery device. When an advanced bipolar instrument is connected, the generator delivers
RF waveforms for sealing arterial and venous vessels, lymphatics, and tissue bundles up to 7 mm in diameter.
When a basic bipolar instrument is connected, constant power energy is outputted for soft tissue cutting and
coagulation.

In ultrasonic energy output mode, using the TRAG transducer in combination with Disposable Ultrasonic
Shears, including CH45PD, CH36PD, CH23PD, CH14PD, the device cuts soft tissues requiring bleeding
control and minimal thermal damage, and seals vessels up to a maximum diameter of 5 mm. When connected
with Disposable Ultrasonic Shears, including SRB14, SRB23, SRB36, SRB45, SRE14, SRE23, SRE36, and
SRE45, the device cuts soft tissues requiring bleeding control and minimal thermal damage, and seals
vessels up to a maximum diameter of 7 mm. When using the USC Ultrasound Converter in combination with
Disposable Ultrasonic Shears, including SFA9 and SFA17, the device cuts soft tissues requiring bleeding



control and minimal thermal damage, and seals vessels up to a maximum diameter of 5 mm.

Intended Use

The device provides radiofrequency power to drive electrosurgical handpieces that are intended to seal

vessels and cut, grasp, dissect tissues.

In addition, the generator provides ultrasonic power to drive ultrasonic surgical instruments that are indicated
for soft tissue incisions when bleeding control and minimal thermal injury are desired.

Indications

The device provides radiofrequency power to drive electrosurgical handpieces that are used during open
surgeries or laparoscopic surgeries in general, pediatric, gynecologic, urologic, thoracic surgery to cut and
seal vessels up to and including 7mm, and to cut, grasp, and dissect tissues.

In addition, the generator provides power to drive ultrasonic surgical instruments that are indicated for soft
tissue incisions when bleeding control and minimal thermal injury are desired. The ultrasonic surgical
instruments can be used as an adjunct to or substitute for electrosurgery, lasers, and steel Shears for cutting
and/or coagulating tissue in open surgeries or laparoscopic surgeries in general, pediatric, gynecologic,
urologic, thoracic, and sealing and transection of lymphatic vessels.

Intended User

The device is intended for use by healthcare professionals for surgical applications.

Intended Use Environment

The device is intended to be used in a hospital.

Intended Patient Population

This device is suitable for patients aged 3 and older who require surgical procedures involving soft tissue
incisions with bleeding control and minimal thermal injury.

Clinical Benefit

The device can be used safely and effectively in ligation and division of vessels, tissue bundles, and
lymphatics.



Contraindications

This device is contraindicated for bone incisions, contraceptive tubal occlusion, and coagulation procedures. It
is also not intended for use in neurosurgery.

System Composition

|

o

[01] Electrosurgery handpiece [02] OP9 Generator

[03] Ultrasonic footswitch [04] Electrosurgical footswitch
[05] Transducer [06] Ultrasonic Shears

[07] Electrosurgery Bipolar Converter [08] Ultrasound Converter

[01] Electrosurgical Handpiece

The electrosurgical handpiece, connected to a generator, is operated by the surgeon during the procedure. It
applies RF electrosurgical energy to tissue between its jaws to coagulate or seal. The instrument also includes
a blade for tissue division. Model: OSA23, OSA37, OSA44. Refer to the instructions for detailed information.
Note: The maximum operating voltage of The Osprey instrument is 250Vpk, which is compatible with the OP9
generator.

[02] OP9 Generator

The generator provides both electrosurgical energy and ultrasonic therapy energy through separate
instrument connection ports. It consists of a chassis, shell, electronic board, LCD touch screen, power switch,



and interfaces for accessory connection.
Model: OP9

[03] Ultrasonic Footswitch

Used to control the on/off output of ultrasonic energy with two switches ("MIN" and "MAX").
Model: OP-FSD

[04] Electrosurgical Footswitch

Used to control the on/off output of high-frequency energy with a single switch.
Model: OP-FSS

[05] Transducer

The transducer converts electrical energy from a compatible generator into mechanical motion for the
instrument blades. It is a reusable instrument with a limited service life. The transducer is non-sterile and must
be sterilized according to instructions before use. Refer to the TRA6 Transducer instructions for detailed
information.

Model: TRAG.

[06] Ultrasonic Shears

The Ultrasonic Shears use mechanical motion from the transducer/ Ultrasound Converter and deliver ultrasonic
energy for tissue cutting or coagulation. Caution should be taken as the mechanical vibration is not detectable
and could unintentionally affect non-targeted areas. The Ultrasonic Shears are sterilized with ethylene oxide. If
the shelf life is exceeded or the sterilization package is damaged, the Ultrasonic Shears should not be used
and should be disposed of. Refer to the instructions of the Ultrasonic Shears for detailed information.

The following Ultrasonic Shears are compatible with the OP9 generator:

PD series: CH14PD, CH23PD, CH36PD, CH45PD

SRB series: SRB14, SRB23, SRB36, SRB45

SRE series: SRE14, SRE23, SRE36, SRE45

SFA series: SFA9,SFA17

[07] Electrosurgery Bipolar Connector

Used to connect basic bipolar electrosurgical instruments to the generator for tissue coagulation.
Model: OP-BPC

Note: The rated maximum operating voltage of the basic bipolar electrosurgical instruments must be



=250Vpk, which is compatible with the OP9 generator. Please refer to the manual of the bipolar

electrosurgical instruments

[08] Electrosurgery Bipolar Connector

The Converter is used for connecting generator and open shear (SFA series shear)
Model: USC

Generator Front Panel

[01] Electrosurgical socket

Used to connect advanced bipolar electrosurgical instruments or electrosurgery bipolar Converter.

[02] Transducer socket.

Connects the Transducer or Ultrasound Converter to the Generator.

[03] LCD touch screen

Displays system information and serves as the interface for adjusting controls and settings.

[04] Power switch Button

Press to turn on the Generator; press and hold to power off.



Generator Back Panel
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[05] Electrosurgical Footswitch Socket

Round socket for connecting the Electrosurgical Footswitch

[06] Footswitch of Ultrasound Surgical Equipment Socket

Round socket for connecting the Footswitch of Ultrasound Surgical Equipment.

[07] Power Socket

Connects the Power Cord to the Generator.

[08] Potential Equalization Port

If the power socket's grounding is uncertain, this port allows for connection to protected earth.

[09] Expansion Interface

Used for function expansion and maintenance.

[10] Mounting Hole



Instructions for use

Refer to the provided guidelines for the operating environment.

Unpacking

Please follow the instructions upon receiving the components below.

® Check for any visible transportation damages. If any damage is found, please contact Reach Surgical,

Inc or the local agent for assistance.

Components included in the table (For detailed technical specifications and product codes, refer to Chapter

‘System Technical Conditions’):

Model Description Component
OP9 Generator Generator, Power cord, Instructions
TRAG6 Transducer Transducer with cable
OP-FSD Footswitch of Ultrasound Surgical /
Equipment
OP-FSS Electrosurgical Footswitch /
OP-BPC Basic Bipolar Energy Connector /
usSC Ultrasound Converter /

Safety Precautions

® During equipment inspection, keep the distal end of the instrument away from other apparatuses, surgical

drapes, the patient, or any other objects to avoid injury.

® Implement necessary safety measures in the presence of vapors, following hospital procedures and

regulations.

Ultrasonic Energy with PD/SFA Series Ultrasonic Shears

® Connect the transducer, foot switch, and PD series Ultrasonic Shear to the generator or Connect the
Ultrasound Converter, foot switch, and SFA series Ultrasonic Shear to the generator

® After passing the transducer and Ultrasonic Shear test, adjust the power level (1-5) using the +/- icons on
the LCD screen.

® Press the ‘Min’ button on the Ultrasonic Shear or Min pedal on the Foot switch to activate the ultrasonic

energy at the preset power level.

® Press the ‘Max’ button on the Ultrasonic Shear or Min pedal on Foot switch to deliver the maximum

power level of energy.

® Release the key or foot switch to stop energy output.




Ultrasonic Energy with SRB/SRE Series Ultrasonic Shears

After passing the transducer and Ultrasonic Shear test, adjust the power level (1-5) using the +/- icons on
the LCD screen.

Press the Energy Button on the instrument or Min button on the foot pedal to activate the ultrasonic
energy at the preset power level.

Press the Energy Button with Advanced Hemostasis on the instrument to activate Advanced Hemostasis
mode.

Release the Button on the Ultrasonic Shears or the button on the Foot switch to stop energy delivery.

Electrosurgical Bipolar Energy with advanced bipolar

instruments

® The LCD display shows the advanced bipolar icon and adjustable hand control icon.

® Pull the Lever on the instrument or press the footswitch pedal to activate the radio frequency.

® The generator will stop energy output when the closure is completed, indicated by the complete icon on
the screen.

® [f the ligation is incomplete, a warning tone will be played, and a warning icon will be displayed.

Electrosurgical Bipolar Energy with Bipolar Electrosurgical

Instrument

The LCD screen displays the power value, adjustable icons, and power level bars.

Power settings range from 1-95 watts, with adjustable increments.

Select the desired power output setting: Low (15 watts), Medium (30 watts), or High (60 watts).
Press the button on the hand switch or footswitch pedal to activate the radio frequency.
Release the button to deactivate the energy output.

Setting Recommendations

Effect Settings Power Settings Clinical application Optimized device
Range
Low 1-15 watts Such as nerves/spine, - Devices with smaller surface areas

hands and Facial surgery | Microtip forceps (0.4 — 2.2 mm)

Mid 16-40 watts Such as coagulation - Devices with medium surface area

during head/neck, spine | Microtip forceps (1.0 — 2.2 mm)
and anatomy - Small flat-head laparoscopic forceps
- Bipolar scissors

High 45-95 watts Such as head/neck and | Devices with large surface areas

(5 watts increments) |plastic surgery (similar to |- Large flat-head laparoscopic forceps




medium effect, but with

faster effect)

NOTE: This device is not compatible with neutral electrode.
NOTE: The Ultrasonic Shears and RF electric Shear are patient contact applied parts

Using the generator

Turn on the device

® The system is ready for operation once it's been turned on. When the generator is connected to the
mains supply and the standby switch light is on, the system is ready for use.
® After pressing the Standby Button, the following image will be displayed:

REACH SURGICAL, INC.

OPTIMUS

® If no Transducer/ Ultrasound Converter or Shear is connected to the Generator, or if they are connected
improperly, the following prompt will be indicated:

Bipolar p

No Device Detected

Ultrasound p




Using Ultrasonic instrument (Transducer and Ultrasonic Shear)

When transducer/ Ultrasound Converter and Ultrasonic Shear are detected, the following image will be

displayed.

Identifying Transducer & Shear

NOTE: if the remaining use of the Transducer is less than 10, a warning message will be prompted in screen.
User should pay attention to the number of remaining uses as the Transducer needs to be replaced when
the number down to zero.

Next the following icon will be displayed, user will be asked to press any button on the Shear or open shear to
start shear test with open jaws.

Press the any button, and system will start transducer & shear testing.

If the test fails, a test failed result with following icon will be shown in middle of screen.




When the transducer/ Ultrasound Converter and Ultrasonic Shear test passes, the following image will be

displayed:

Energy Ready

The following working screen will be displayed when connecting Shears without Advanced Hemostasis
function or single button shears.

The following working screen will be displayed when connected new SRB or SRE Shears with Advanced
Hemostasis.

ADVANCED

Output mode will be highlighted it's activated.

Using Electrosurgical instrument

When an electrosurgical instrument is detected, the following image will be displayed.



Identifying Bipolar Instrument

When the electrosurgical instrument is ready for use, the following image will be displayed:

Energy Ready

The following working screen will be displayed when connecting to advanced bipolar instrument.

Advanced
Bipolar

Z Hand Switch

The following working screen will be displayed when connecting to basic bipolar instrument.



Using Electrosurgical instrument and Ultrasonic Shears

Please note that when the generator is connected to both a bipolar electrosurgical instrument and an
Ultrasonic Shear, the system operates in a split-screen mode to display the current state. The device that is
prioritized will be the first to activate the energy. This split-screen state is shown below:

AdvancedBipolar

Z Hand Switch i

System Settings

To access the system settings, click on the settings icon located in the upper left corner of the screen. The
following system setting options are available:

- System Settings

Language System

Configuration Preferences

Diagnostics

System
Information

Language: Clicking on the Language item will display the language selection screen:



& System Language

English Espaiiol

LI5S
Francais
Deutsch 3204

Italiano pycckumn

User Configuration: Clicking on the User Configuration item will display the user configuration screen:
4+ User Configuration
US Activation Configuration
RF Activation Configuration
Save RF Power Level

Enable/Disable iTS Tone

System Preferences: Clicking on the System Preferences item will display the system preferences screen:
- System Preferences
O Display Brightness

1 Audio Volume

@ Date/Time Setting

System Info: Gently click on the System Info item to display the system information screen:

#  System Information

Transducer Instrument

Console SN YOO XIOOKNKX
PCBA SN JOOOOXXX
Hardware Version XX
Software Version XHXXXXX

Calibrated Date YYYY/MM/DD
Manufacturer Date YYYY/MM/DD

Diagnostics: Clicking on the Diagnostics item will display the diagnostics screen:



Aa Diagnostics

US Activation Switch Diag

RF Activation Switch Diag

Transducer & Shear Test
RF Circuit Test

System Log

To exit the system settings and return to the system standby mode, press the 'Return' icon located in the top
left corner of the screen.

Shutting down the system

Follow the steps below to safely shut down the system:

Press the Standby Button: Locate the Standby Button on the Generator and press it to initiate the shutdown
process.

Disconnect Transducer/ Ultrasound Converter and Ultrasonic Shear: Carefully disconnect the Transducer
and the Ultrasonic Shear from the system. Refer to the operating instructions for proper handling of the
Transducer and Ultrasonic Shear.

Unplug the power cable: Disconnect it from supply mains

Cleaning: Clean the Generator, Foot Switch, and Transducer/ Ultrasound Converter in accordance with the
specified procedures outlined in Chapter ‘Maintenance’.



Troubleshooting

The Generator incorporates various alert signals and error codes to aid in the identification and diagnosis of
component faults. It is important to note that these signals and codes are designed to support clinical
judgment and observation, rather than replace them.

Sound alert

Working Status

Sound Type

Possible cause and action

Self-check Status

Normal sound

Abnormal sound

A hardware fault has been detected. Please
contact the manufacturer for repair
assistance.

Using Ultrasonic

Max Level sound

/

Electrosurgical
Instrument

Instrument
Min Level sound /
Abnormal sound The Ultrasonic Shear has come into contact
with excessive tissue. Reduce the tissue
contact with the Ultrasonic Shear. If a
continuous sound persists, carefully remove
any tissue that may be accumulating around
the end of the Ultrasonic Shear.
There is a fault detected with the Transducer
and/or Ultrasonic Shear. Please refer to the
manufacturer or contact support for further
assistance.
ADVANCED sound /
ITS sound /
Activating Advanced bipolar warning tone /

Normal bipolar sound

Abnormal sound

Unsuccessful Cutting: If the tissue contacted
by the instrument does not meet cutting
requirements, reduce the amount of tissue in
contact with the instrument. If the fault tone
persists, carefully clear any tissue that may
be accumulating at the end of the
instrument.

Hardware Failure: This error indicates a




potential failure in the circuit or connector. In
the event of any fault or error, it is
recommended to consult the manufacturer or
seek support for appropriate guidance and
resolution.

Error Codes

The Energy Platform Generator is equipped with a comprehensive fault identification system consisting of
alerts and system errors. When a fault is detected, the generator emits a warning tone, displays a warning
signal on the control panel, and shows a corresponding fault code on the LCD screen. Follow the steps
outlined below to address the issue:

Error Codes Table

Error code Corresponding fault message

Warning Please connect Ultrasonic Shear with Transducer correctly
Warning Make sure jaws are open while testing

Warning Ultrasonic Shear Error Detected

Warning The remaining time of the transducer is zero

Warning Please activate only one button at a time

Warning Please reduce the force applied to the Ultrasonic Shear
Warning Ultrasonic Shear button and footswitch cannot be closed simultaneously
Warning Button stuck, please check and continue

Warning Adjust jaws or clamp less tissue

Warning Remove device from tissues

System Error System Error

System Error Self-check Failed

If an error appears on the screen during ultrasonic testing, perform the following actions:

® Ensure that the Transducer cable is fully inserted in the correct direction.

® Check if the Ultrasonic Shear has been tightened correctly or if any tissue has accumulated around the
end of the Ultrasonic Shear. Adjust the Ultrasonic Shear's tightness and carefully remove any tissue
accumulation around the Ultrasonic Shear casing. (If the test is initiated prior to the operation, ensure that
the Ultrasonic Shear is pointing towards the air. If Ultrasonic Shears are being used, confirm that the
clamping jaw is open and not in contact with any objects.)

® |f the problem persists, consider replacing the Transducer or Ultrasonic Shear.

® Proceed to the equipment's working mode.



NOTE: The Transducer may not function properly if its temperature exceeds the specified limit. In such cases,

use another Transducer immediately for recovery or follow the steps below to determine the cause of the error

and explore optional recovery methods:

® Allow the Transducer to cool down at room temperature for a minimum of 45 minutes. This cooling
method also applies if the Transducer becomes hot after prolonged operation at high power.

® [f Transducer overheating is not evident and the problem remains unresolved, contact the manufacturer's
maintenance representatives for assistance.

® Apart from fuses, there are no user-serviceable parts in the Generator. For any replacement or service
requirements, please get in touch with service personnel who are trained and authorized by Reach
Surgical, Inc. or your local representative.

Maintenance and upgrades of the Generator should be exclusively performed by service personnel trained

and authorized by Reach Surgical.

Cybersecurity precautions should be considered to prevent potential threats. The following incidents pose

cybersecurity risks:

® Unauthorized access to any non-related products for the device.

® Any unauthorized network communication with the device.

® Firmware or software upgrades that have not been authorized by Reach Surgical.

In the event of any of the above incidents, please contact the sales representative of Reach Surgical, Inc. or

directly reach out to Reach Surgical, Inc. at Reachquality@reachsurgical.com.
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Maintenance

Cleaning and disinfecting the generator and Basic Bipolar

Energy Connector

Cleaning

Clean the Generator LCD screen and Basic bipolar/ Ultrasound Converter in accordance with hospital
procedures and regulations. Before cleaning, ensure that the main power supply of the Generator is
disconnected and the Power Cord is removed from the output unit.

WARNING: Cleaning procedures must be followed carefully to avoid damaging the Generator, causing electric
shock, or creating a fire hazard. Do not spill or splash liquids on or into the Generator, or immerse it in liquid.

Follow these steps for cleaning:

® Prepare a neutral pH detergent or neutral pH enzyme detergent as specified by the detergent
manufacturer.

® Using a clean, soft cloth soaked with a small amount of cleaning solution, manually wipe all surfaces,
including the Generator screen.

® Wipe all surfaces with a clean, soft cloth soaked in warm tap water.

® Finally, wipe all surfaces with a clean, soft cloth to ensure they are dry.

Disinfection

® [f the generator becomes contaminated with blood or bodily fluids, it must be disinfected before reuse.
The following chemical disinfectants have been validated for use on the generator: 70% isopropyl
alcohol, 6% sodium hypochlorite, 10% hydrogen peroxide.

® Follow the manufacturer's recommendations for proper use, concentration, and contact time of the
disinfectants.

® Ensure that disinfectors are configured and used according to the manufacturer's instructions.

Cleaning the Foot Switch

Clean the Foot Switch and cable after each use using the following procedure:

® Disconnect the Foot Switch from the Generator.

® Prepare a neutral pH detergent or a neutral pH enzymatic detergent according to the manufacturer’s
directions

® Use a soft, clean cloth lightly moistened with the cleaning solution to manually clean the surfaces. Pay
special attention to cracks and crevices.

® Wipe thoroughly using a soft, clean cloth lightly moistened with warm tap water



Dry with a soft, clean cloth.

CAUTION: Keep the cable and Foot Switch securely connected during rinsing.

Wipe all surfaces with a clean, soft cloth.

WARNING: Do not use an ultrasonic cleaning machine to clean the Foot Switch.

WARNING: Do not switch on the power supply of the Generator before connecting the AC power cable.

Ensure all connections are dry before assembly.

Cleaning and disinfecting the transducer

Transducers are shipped non-sterile and require thorough cleaning and sterilization before each use.
Cleaning:
Thoroughly clean Transducer according to the following steps:

Rinse the Transducer with the screw side up and clean with a soft bristle brush with purified water until
there are no smudges on the surface;

The Transducer is soaked in a pH neutral enzymatic detergent (main ingredients: protease, lipase, amylase,
cellulase, pectinase and other biological enzymes, environmentally friendly surfactant, rust prevention
factor and stabilizer) for a period of up to 10 minutes at an appropriate temperature 15°C~65°C. The ratio
of detergent and purified water is 1:400.

Rinse the Transducer with the screw side up with purified water for 2 minutes;

Clean the Connecting Screw, Shear Mount Surface and Connector with an alcohol wipe.

Soak the Transducer in 75% medical alcohol and hold and shake it for 30 times;

Rinse the Transducer with the screw side up with purified water for 2 minutes.

Note: The use of ultrasonic cleaners is not recommended for the Transducer.
Drying:

Drying temperature: 50~70°C, drying time: 30min.

Transducer Sterilization:

Following the cleaning and drying steps above, the Transducer must be sterilized by one of the methods listed

below.
Steam Sterilization (121°C)

Sheath should be installed before sterilization. Transducer should be wrapped during sterilization.
Put the Transducer into a high-temperature steam sterilization pot for sterilization, with a
temperature of 121°C and a duration of 30min.

Drying temperature: 50~70°C, drying time: 30min.

Steam Sterilization (134°C)

Sheath should be installed before sterilization. Transducer should be wrapped during sterilization.
Put the Transducer into a high-temperature steam sterilization pot for sterilization, with a
temperature of 134°C and a duration of 10min.

Drying temperature: 50~70°C, drying time:30min.



Safety and Functional Tests

Ensure the implementation of safety and functional tests for the Transducer, Generator, and Foot Switch in
accordance with hospital procedures and regulations. For safety and function tests of other components used
by multiple patients, refer to the operating instructions specific to each component.

Safety Test

Generator: Certified hospital technicians should perform a leakage current test.

Foot Switch: Inspect the pedal, cable connector, and cable for any cracks or damage. Replace any damaged
components.

Other components: Check all other components as instructed in their respective operating instructions.

Functional Test

Ultrasound Mode

® Prepare the complete set of PD Ultrasonic Shear and connect the Transducer following the instructions
provided in Chapter Il - Installation and Operation of the Equipment.

® Verify if it is possible to enter the working state. Different Ultrasonic Shears may have different entry
interfaces. Refer to Part 1, Section 3 of Chapter 2 for detailed instructions.

® Confirm the display of MIN power Level 3 and MAX power Level 5.

® Press the power increase and decrease buttons to ensure that the MIN power level can be adjusted from
levels 1 to 5.

® Power on the generator and switch it to ultrasonic working mode. Verify the correct connection of the
transducer and Ultrasonic Shear.

® With the jaw open, press the "MAX" button on the foot switch. The LCD screen should display the MAX
power level "5," and an activation tone should sound.

® With the jaw open, press the "MIN" button on the foot switch. The LCD screen should display the MIN
power level, and an activation tone should sound.

WARNING: Before activating the system, ensure that the jaw is kept away from tissues, other instruments, or

any other objects to prevent injury to the user.

Bipolar Electrosurgical Mode

® Connect the advanced bipolar Electrosurgical instrument/basic bipolar instrument according to the
instructions.

® Check if the system can enter the working interface. Basic bipolar mode should display the 30 power
level icon, while advanced bipolar mode should display the "advanced bipolar" icon.

® Lightly touch the power increment and decrement keys under Basic bipolar mode to confirm that the
power level can be adjusted between 1 and 95. Touch the Low, Medium, and High bars to switch directly



between 15, 30, and 60.
® Power off the generator and wait for 5 seconds. Then, turn on the power supply of the generator and wait
for 10 seconds. Check if the Basic bipolar mode displays the 30 power level interface, and the advanced
bipolar mode displays the "advanced bipolar" interface. Verify if the generator is activated according to
the predetermined requirements.
® Connect the advanced and Basic bipolar Electrosurgical instruments and press the single foot switch.
Check for flashing power level indications on the control panel and listen for an activation sound.
WARNING: Before activating the system, it is strictly prohibited to allow any contact of the Ultrasonic Shear
with tissues, other instruments, or any other objects to prevent injury to the user.



Warnings and Precautions

System related

® Read the instructions prior to use and follow hospital guidelines for clinical practice for ultrasonic surgery,
electrosurgery, gynecology, and laparoscopy.

® Minimally invasive devices may vary from manufacturer to manufacturer. If minimally invasive instruments
and accessories from different manufacturers are used in a surgery at the same time, check the
compatibility of instruments and accessories before the surgery and check whether the accessories
inserted into the human body have a rough surface, sharp edge, or protrusion that may cause safety
hazards.

® This device is intended for use by trained and licensed surgeons only. Do not use electrosurgical devices
unless you have been properly trained in their use for the specific procedure that you will need to
complete. Untrained use of this device can cause unintended serious injury to the patient, including
bowel perforation and unconscious and irreparable tissue necrosis.

® Do not open the generator enclosure without permission to avoid possible shock hazards. Any repair and
upgrade of the instrument shall be performed by a service person trained and authorized by Reach
Surgical, Inc. Do not use this instrument for any purpose other than medical surgery.

® Athorough understanding of the principles and techniques involved in laser, electrosurgical, and
ultrasonic procedures is essential to prevent shock and burn hazards to both the patient and medical
personnel and damage to this device or other medical devices. Electrical insulation or grounding must not
be compromised. Do not immerse electrosurgical devices in fluids unless the design requires it, and
labeling states that they should be immersed.

® Safe and effective ultrasonic surgery and electrosurgery depend not only on the design of the equipment
but also largely on many factors controlled by the operator. To improve safety and effectiveness, read,
understand, and follow the instructions for use provided with the device.

® As with all energy sources (electrosurgical, laser, or ultrasound), consideration should be given to the
carcinogenic and infectious risks that many tissue byproducts, such as smoke and aerosols, may
present. Appropriate precautions such as safety glasses, filtration masks, and effective smoke evacuation
equipment should be observed in both open and endoscopic procedures.

® After removing the device, check the tissue for hemostasis. If hemostasis is absent, appropriate methods
should be used to achieve hemostasis.

® Products manufactured or distributed by companies not authorized by Reach Surgical, Inc. may not be
compatible with the device. Use of such products may lead to unexpected results and may injure the user
or patient.

® To reduce the risk of interference, the device and the shell be connected to an independent power circuit.

® The equipment is not suitable for use in the presence of a flammable anesthetic mixture with air or with
oxygen or nitrous oxide. Potential for sparking due to collision with other metallic devices. Sparks may
ignite flammable gases, such as field gases.

® The must operate within the required ambient operating temperature range.

® Output socket voltage shall meet the requirements of the generator (Chapter ‘System technical
conditions’). If the power supply is not connected correctly, it may damage the generator and cause
electric shock or fire hazards.



Do not use extension cords to avoid fire hazards.

Do not turn the activation tone to an inaudible level. Activation tones can be noticed by surgical team
personnel while the generator is delivering energy.

Smoke generated during electrosurgery has been shown to be potentially injurious to patients or surgical
team personnel. Suggest adequate ventilation with a surgical smoke evacuator or other means.

There are some components in the Ultrasonic Surgical Integrated Generator that are shipped non-sterile
(e.g., Transducer). Sterilize the product as required before starting system installation. For cleaning and
sterilization instructions, refer to each relevant instruction.

To avoid injury to users or patients, the Ultrasonic Shear must avoid other devices, surgical drapes,
patients, or other objects before pressing the test button and during system check. Safety measures in
case of aerosol (according to hospital regulations) shall be implemented in the system inspection and test
method.

Do not apply too much pressure to the jaw to avoid inhibiting the delivery of ultrasonic energy.

To avoid injury to the user, the blade must avoid contact with tissue, other devices, or other objects
before activating the system.

If liquid is sputtered or poured on or into the generator, or the generator is spilled or poured into the liquid,
it may damage the generator and cause electric shock or fire hazards.

Sparking and heating associated with vessel closure techniques can both serve as sources of ignition.
Gauze and a sponge should remain moist. Keep electrosurgical electrodes away from combustible
materials and oxygen-rich (O2) environments.

When there is significant damage to the Transducer or if any parts show signs of damage after cleaning
and disinfection maintenance, discard them. Damaged parts are clearly marked to avoid misuse prior to
subsequent handling.

Disposable waste and electronic waste shall be disposed according to hospital regulations and shall not
be discarded at will to avoid environmental pollution.

Avoid using the generator close to or stacked on other equipment. If adjacent or stacked use is
necessary, monitor the generator and other equipment to ensure proper operation.

The device does not contain any operator-serviceable parts. For service, contact your Reach Surgical
sales representative or service personnel.

Check all devices connected to the system and connections prior to use. Validate that the device
performs as intended. Improper connection can lead to arcing, sparking, device malfunction, or
unintended surgical results.

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

Keep as far as possible between the generator and other electronic devices (e.g., monitors). Do not cross
or tie electrical wires to electronic devices. The generator may cause interference with other electronic
devices.

Use the system with caution in the presence of internal or external pacemakers or other implanted
Devices(IEDs). Interference produced by electrosurgical equipment can cause a pacemaker or other
device to enter an unsafe mode or permanently damage the device. Consult the device manufacturer or
responsible hospital department for further information when use is planned in patients with implanted
medical devices.

Use caution if stacking instruments on top of the generator or placing the generator on top of electrical
instruments. This is an unstable configuration and does not provide adequate cooling.



® |f the generator fails, it may cause surgical interruption. A backup system shall be available.

® [frequired by local regulations, the generator should be connected to the hospital's equipotential
connector using an equipotential cable.

® When the system and physiological monitoring equipment are used simultaneously on the same patient,
any monitoring electrode shall be placed as far as possible from the instrument.

® In basic bipolar mode, choose the lowest possible output power for the desired effect.

® The failure of high-frequency surgical equipment may cause an unexpected increase in output power.

® The generator and basic bipolar electrosurgical connector may be invaded by water or particulate matter.
In the process of use and cleaning, it is necessary to avoid the invasion of water or particulate matter.

® When the system is used in combination with an endoscope, it may increase the leakage current on the
patient body. Pay attention during the procedure.

® A notice to the user and/or patient that any serious incident that has occurred in relation to the device sho
uld be reported to Reach Surgical, Inc. through Reachquality@reachsurgical.com. and the competent aut
hority of the Member State in which the user and/or patient is established.

® To avoid unknown risks ,do not use non-standard accessories to connect to generators.

® OP9 generator and ancillary devices should not be used when the physician believes that high-frequency
bipolar or ultrasound surgery may be contrary to the best interests of the patient

® For contraindications when used with high-frequency bipolar devices or ultrasonic tool heads, please
refer to the instructions for Use of each device (IFU).

Instrument related

During surgical procedures, it is important to be aware that the end portion of the instrument Ultrasonic Shear,
Ultrasonic Shears pad, and shaft may experience elevated temperatures when ultrasound or bipolar
electrocautery is applied to tissue for extended periods. To ensure safety, it is crucial to avoid any accidental
contact between these instrument components and tissue, surgical drapes, surgical coats, or any unrelated
areas throughout the procedure.

Furthermore, it is vital to exercise caution when positioning the bipolar instrument. Specifically, it should not be
placed near or in contact with combustible materials such as gauze or surgical drapes. The bipolar
instruments used in this context can generate heat during use, which could potentially lead to a fire hazard.
When the bipolar electrosurgical generator is not in use, it should be properly stored in the protective sleeve
or kept at a safe distance from the patient, surgical team members, and any combustible materials.

NOTE: Please refer to the respective Instructions for Use for additional warnings and precautions.



EMC Information

The product has passed the electromagnetic compatibility test, which meets the limitation requirements of

IEC60601-1-2 standard for medical equipment. These restrictions provide reasonable protection against

harmful interference in normal medical installations.

Product composition

Serial Part Name Model/Version No. Remarks
Number
1 Electrosurgical Instrument OP9 /
2 Transducer of Ultrasound Surgical TRAG Compatible use
Equipment
Ultrasonic Shear System for Single Use CH14PD, CH23PD, CH36PD,
3 Ultrasonic Shear CH45PD, SRB14, SRB23, Compatible use
SRB36, SRB45, SRE14,
SRE23, SRE36, SRE45
Disposable ultrasonic high-frequency OSA23, OSA37, OSA44
4 surgery unit /
Tissue Sealer
5 Ultrasonic footswitch OP-FSD /
6 Electrosurgical footswitch OP-FSS /
7 Electrosurgery Bipolar Connector OP-BPC /
8 Ultrasound Converter uscC /

Note: In addition to the accessories provided by our company, the use of other manufacturer's accessories

may result in the degradation of the EMC performance of the ultrasonic high-frequency surgery integrated
surgical system

Product cable

Serial Cable Name Length (m) Shielded
Number

1 Ultrasonic footswitch Cable No

2 Electrosurgical footswitch Cable No




3 Power cord 5 No

4 Osprey Bipolar Electrosurgical 3 Yes
Cable
5 The cable of Transducer 2.9 Yes

EMC performance

This equipment may be subject to radio frequency interference caused by other medical equipment and radio
communications. To prevent such interference, this product has been tested according to IEC 60601-1-2 and
meets its requirements. However, Reach Surgical, Inc. does not guarantee that there will be absolutely no
interference in individual installation environments.

If it is found that the device is interfered (which can be determined by turning the device on and off), the user
(or maintenance personnel approved by Reach Surgical, Inc.) should try to take one or more of the following
measures to solve the interference problem:

Adjust the direction or position of the device that affects it.

Increase the distance between this device and the sending device.

Use other power sources (rather than the power used to affect the equipment) to power this equipment.
Consult the supplier or service representative for other suggestions.

The manufacturer is not responsible for any interference caused by the following situations: use other
interconnecting cables other than the recommended cables; alter or modify this equipment without
permission. Unauthorized changes or modifications may cause the equipment lose efficacy.

All types of electronic equipment may cause electromagnetic interference to other equipment through the air
or other cables connected to it. Do not use devices that can emit RF signals, such as cellular phones, radio
transceivers, or radio control products, near this device, as this may cause the performance of this device to
fail to meet the specified specifications. When such devices are close to this device, turn off the power of
these devices. The medical personnel in charge of this equipment should instruct technicians, patients and
other personnel who may be close to this equipment to fully comply with the above requirements.

To fully achieve the specified EMC performance, the user should install the product correctly according to the
steps described in the manual. If there are any EMC-related problems, please contact the maintenance
personnel approved by Reach Surgical, Inc.

The Transducer (with cable) and Ultrasonic Shears are defined as the applied part of the whole system.

Precautions for product installation

The equipment can be used in a hospital environment but does not include radio frequency shielding rooms
around active Radio frequency surgical equipment or where magnetic resonance impact equipment is placed,
because the electromagnetic disturbance intensity in these locations is high.

Separation distance and impact of fixed radio communication equipment: magnetic field strength generated by
fixed transmitters, such as base stations of wireless (cellular/cordless) telephones, land mobile radio
receivers, amateur radio receivers, AM and FM radio broadcasts, and TV broadcasts Generators, etc., cannot
be accurately measured theoretically. To assess the electromagnetic environment generated by fixed RF



transmitters, measurement of the electromagnetic field should be considered. If the measured value of the
magnetic field strength at the location of the device exceeds the corresponding radio frequency level specified
in the "Anti-Interference Statement”, the device should be inspected to ensure that it can operate normally. If
abnormal operating conditions are found, additional measurements should be considered, such as reorienting
or relocating the equipment, or using an anti-radio frequency room.

1) Use the Power Cord provided or designated by the Reach Surgical, Inc. Products equipped with a power
plug should be plugged into a fixed power outlet with protective grounding. Do not use any type of adapter or
connector to connect the power plug.

2) Keep this device away from other electronic devices as much as possible.

3) Follow the steps to connect the device.

General notes

(1) The specification of the cable.

The use of cables provided by the Reach Surgical, Inc will not damage the EMC performance of this product.
If unspecified cables are used, the EMC performance of this equipment may be significantly reduced.

(2) Precautions for unauthorized modifications

The user shall not modify this product, otherwise the EMC performance of this product may decrease.

The modification of the product includes the following changes:

a. Cable (length, material, and wiring, etc.).

b. Equipment installation/layout.

c. Equipment configuration/components.

d. Equipment protection parts (cover opening/closing and cover fixing parts).

(3) All protective covers should be closed when operating the equipment.

This product is expected to be used in the electromagnetic environment specified below, and the purchaser
and user of this product should ensure that it is used in this electromagnetic environment.

Essential Performance

Ultrasonic Basic performance: None

High-frequency Basic performance:

1. For advanced high-frequency Radio energy output, the system shall ensure that the deviation of rated
power output does not exceed 20% of the standard value

2. For basic high-frequency Radio energy output, the system shall ensure that the deviation of rated power
output does not exceed 20% of the standard value

Guidance and MANUFACTURER'S declaration - ELECTROMAGNETIC EMISSIONS

The device is intended for use in the electromagnetic environment specified as follows.

'The customer or the user of the device should assure that it is used in such an environment.

Emissions test Compliance Electromagnetic environment - guidance




RF emissions
CISPR 11

Group1

The device uses RF energy only for its internal function.
Therefore, its RF emissions are very low and are not likely
to cause any interference in nearby electronic equipment.

RF emissions Class A
Harmonic current Class A
IEC 61000-3-2

\Voltage changes/Voltage Complies

fluctuations/ flicker
IEC 61000-3-3

The EMISSIONS characteristics of this equipment make it
suitable for use in industrial areas and hospitals

Guidance and manufacturer's declaration - electromagnetic immunity

The device is intended for use in the electromagnetic environment Specified as follows.
The customer or the user of the device should assure that it is used in such an environment

IMMUNITY test

IEC 60601
test level

Compliance level

Electromagnetic environment - guidance

Electrostatic

discharge (ESD)
IEC 61000-4-2

+ 8 kV contact

+2,4,8 ,15kV air

+ 8 kV contact

+2,4,8 ,15kV air

Floors should be wood, concrete, or ceramic
tile.

If floors are covered with synthetic material,
The relative humidity should be at least 30 %.

Electrical fast

+ 2 kV for power

+ 2 kV for power

Mains power quality should be that of a

+ 2 kV line(s) to
earth

+ 2 kV line (s) to
earth

transient/burst supply lines supply lines typical commercial or hospital environment.
IEC 61000-4-4 + 1 kV for + 1 kV for

input/output lines |input/output lines
Surge + 1 kV line(s) to + 1 kV line(s) to line |Mains power quality should be that of a
IEC 61000-4-5 line(s) (s) typical commercial or hospital environment.

\Voltage dips, short
interruptions

on power supply
input lines

IEC 61000-4-11

0 % UT; 0,5 cycle
at 0°, 45°, 90°,
135°, 180°, 225°,
270° and 315°

0 % UT; 1 cycle
and 70 % UT,
25/30 cycles
Single phase: at 0°
0 % UT; 250/300

0 % UT; 0,5 cycle At
0°, 45°, 90°, 135°,
180°, 225°, 270° and
315°

0 % UT; 1 cycle and
70 % UT; 25/30
cycles

Single phase: at 0°

0 % UT; 250/300

Mains power quality should be that of a
typical commercial or hospital environment. If
the user of the Ultrasound surgical

Equipment requires continued operation
during power mains interruptions, it is

recommended that the Ultrasound surgical

Equipment be powered from an

cycle cycle uninterruptible power supply or a battery.
Power frequency 30 A/m 30 A/m Power frequency magnetic
(50/60 Hz) fields should be at level characteristic.
Magnetic field Of a typical location in a typical commercial
IEC 61000-4-8 or hospital environment.




Guidance and manufacturer's declaration - electromagnetic immunity

The device aims at application under the electromagnetic environment specified as follows.
Customer or user of the device should assure that it is used under such environment

IMMUNITY IEC 60601 test  |Compliance [Electromagnetic environment-

test level level guidance
Conducted RF 3 Vrms Portable and mobile RF communications
IEC 61000-4-6 150 kHz to 80 3V Equipment should be used no closer to any part of The
MHz device , including cables, than recommended separation
6 V in ISM bands distance calculated from the equation for frequency of the
between 0.15 transmitter.
MHz and Recommended separation distance
80 MHz 3.5
d= [W]\/ﬁ
Radiated RF 3 V/m 3V/m d=[VP  80MHz to 800MHz

IEC 61000-4-3 80 MHz to 2.7
GHz
80 % AM at 1 kHz where P is the maximum output power rating

d=[=VP  800MHz to 2.7GHz

of the transmitter in watts (W) according to the transmitter
manufacturer and d is the recommended separation
distance in meters (m).

Field strengths from fixed RF transmitters, as determined by
an electromagnetic site survey.3 should be less than the
compliance level in each frequency range.

Interference may occur in the vicinity of equipment marked
with the following symbol:

()

The ENCLOSURE PORT of ME EQUIPMENT and ME
SYSTEMS shall be tested as specified in Table 9 of IEC
60601-1-2 using the test methods specified in IEC 61000-4-
3.

Separation distances recommended between portable and mobile RF communications equipment and the
devices.

'The device aims at application under an electromagnetic environment in which radiated RF disturbances
are controlled. Customer or user of the device can help prevent electromagnetic interference by
maintaining a minimum distance between portable and mobile RF communications equipment
(transmitters) and the device as recommendation as follows., according to the maximum output power of
the communications equipment.

Rated maximum ‘Separation distance according to frequency of transmitter /m




output power of 150 kHz to 80 MHz |80 MHz to 800 MHz 800 MHz to 2.7 GHz
transmitter 3.5 3.5 7

(w) 4= [P 4= VP 4= VP
0.01 0.117 0.117 0.233

0.1 0.36999 0.36999 0.73681

1 1.17 1.17 2.33

10 3.69986 3.69986 7.36811

100 11.7 11.7 23.3

NOTE: These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption
and reflection from structures, objects, and people.



Technical Conditions

Components required for system operation: Electrosurgical Instrument, Transducer, Ultrasonic footswitch,
Electrosurgical footswitch, Ultrasonic Shear or Electrosurgery Handpieces Electrosurgery Bipolar Connector
Bipolar Instrument.

Refer to the product description for this component.

Degree of protection against electric shock Ultrasound:=——  Type CF Applied Part; Bipolar

Electrosurgical-I ' i Defibrillation-proof Type CF Applied

Part
Degree of Protection against Electric Shock Class |
Generator to harmful infusions Normal equipment

Degree of Protection against Harmful Ingress of |Footswitch: IP68
\Water

Management Category Class llIb

Ultrasound Mode Parameter Requirements:

Supply voltage: 100-240V

Input Power Supply frequency: 50Hz/60Hz

Input power: 400VA

Ultrasound Mode Parameter Requirements:

Excitation frequency 54 kHz - 57 kHz

Primary tip vibration excursion 25 um ~ 110 ym

Ultrasonic Shear tip main acoustic output surface
1.53~2.75 mm2
Product:

Secondary Crosslink Acoustic at Ultrasonic
Shears Tip 19.32~35.88 mm2
Output Area:

Derived Output Sound at Ultrasonic Shear Tip at
Reference Tip Primary Amplitude Power < 30W

Type of system frequency control Independent of load, the excitation frequency is automatically
adjusted continuously.

Power reserve index Not less than 2.5

Electrosurgical Parameters Requirements:

\Working frequency 400KHz £ 5%

Maximum output voltage < 250Vpk




IAdvanced Bipolar mode Maximum output current |< 5.5Arms

Basic bipolar mode Maximum output current < 2.2Arms
Maximum output peak-to-peak voltage < 500Vpk
Peak Factor 16104

Rated Power

Radio frequency advanced bipolar: 270 W+ 20%
Radio frequency Basic bipolar: 95W+ 20%

Rated load

Radio frequency advanced bipolar: 30Q
Radio frequency Basic bipolar: 200Q

Operating Environment
Conditions

Temperature: |After generator is moved from a storage environment lower
10 ° C to 30 ° C than 10°C or than 40°C to a running environment, stand the
generator for one hour before starting it

Relative humidity: 35%-75%

IAtmospheric pressure range: 800 hPa to 1060 hPa

Transportation and Storage
Conditions

Temperature: -30 ° C to + 55 ° C (generator, foot switch, adapter)
Temperature: -10 ° C to + 55 ° C (Ultrasonic Shear)

Humidity: < 80%

IAtmospheric pressure range: 800 hPa to 1060 hPa

Date of manufacture

The manufacturing date can be determined by the serial number on the
back panel of the generator.

Power cord

Compliance with CCC certification requirements

Current rating: 10A

Persistence Rate

Determined by transducer handpiece and Ultrasonic Shear used. For
Persistence Rate information, refer to applicable Ultrasonic Shears and
Transducer Handpiece Instructions or Chapter 7 — Warnings and
Precautions.

Fuse

¢5 * 20 T8BAH250V

Weight (without packaging)

Generator: nominal 8 kg

Total Volume

OP9 generator: (length * width * height): 34 cm-34 cm-16 cm

Disposition

Some internal components of generator, foot switch and foot switch cable
contain lead. According to local

Requirement and regulation for disposal. Dispose of batteries in accordance
with appropriate waste disposal practices.

IAP/APG Classification

Not AP/APG equipment.

Service life:

Service life: 7 years

Software Release Version

'\V01.01




Bipolar output waveform

Advanced bipolar output power-load curve

Power(W) Advanced Bipolar Power-Load Curve

1000

100

10

Load(Q)
1 10 100 1000

POWER CURVE LIMIT Max Output: 270[W]

Load (Q) Lower Limit Nominal Upper Limit
5 83.6 104.5 125.4
10 159.84 199.8 239.76
20 216 270 324

30 216 270 324

50 204.64 255.8 306.96
100 138.72 173.4 208.08
200 78.88 98.6 118.32
500 31.6 39.5 47.4
1000 15.84 19.8 23.76

Nominal power curve of 270 watts output at rated load in accordance with the current/voltage limit of the
power curve meter. The power curve represents the envelope that varies under operating condition.
Note: Advanced bipolar output power-load curve was tested in engineering mode of generator.



Basic bipolar output full power-load curve

Power(W) Basic Bipolar Full Power-Load Curve

100

10

1 10 100 Load(Q) 1000

Full Power Curve Limit [W]: Max Power 95 Watts

Load (Q) Lower Limit Nominal Upper Limit
5 16.16 20.2 4.24

10 32.32 40.4 18.48

20 64.48 80.6 06.72

30 76 95 114

50 75.52 94.4 113.28

100 75.68 94.6 113.52

200 76 95 114

500 37.12 16.4 55.68

1000 19.76 4.7 29.64




Basic bipolar output half power-load curve

Power(W) Basic Bipolar Half Power-Load Curve

100

10

1 10 100 Load(Q) 1000
Half Power Curve Limit [W]: Max Power 50 Watts
Load (Q) Lower Limit Nominal Upper Limit
5 16.16 20.2 24.24
10 32.32 40.4 48.48
20 40 50 60
30 40 50 60
50 39.68 49.6 59.52
100 39.84 49.8 59.76
200 39.92 49.9 59.88
500 20.48 25.6 30.72
1000 10.24 12.8 15.36




Output Power vs. Power Settings for Power in Normal Bipolar

Output
Power (W)

90
80
70
60
50
40
30
20

10

10

20

Output Power vs. Power Settings f Power in Normal Bipolar

30

40

50 60 70 80 yopktoo 100

Output Power vs. Power Set Value for Normal Bipolar [W]; Load: 200Q

Set Power (W) Output Power Lower Nominal Power  [Upper Output Power
Limit (W) (W) Limit (W)

5 1 5 10

10 5 10 15

15 10 15 20

20 15 20 25

30 24 30 36

45 36 45 54

60 48 60 72

75 60 75 90

95 76 95 114




Service and Warranty

Reach Surgical, Inc. warrants this product to be free from defects in material and workmanship under normal

use and preventive maintenance for the warranty period specified below. Reach Surgical's obligation under

this warranty is limited to repairing or replacing, at its option, any defective product or part that has been

returned to Reach Surgical, Inc. or its authorized Distributor within the applicable warranty period and is found

to be defective to Reach Surgical's satisfaction. This warranty does not apply to products or parts that have

been:

® Adversely affected due to use with unauthorized devices manufactured or distributed by parties not
authorized by Reach Surgical, Inc.

® Repaired or altered outside Reach Surgical's factory, if it affects the stability or reliability of the device as
determined by Reach Surgical.

® Subjected to improper use, negligence, or accident.

® Used in a manner inconsistent with the design, use parameters, instructions, and guidelines for the
product or with industry-accepted functional, operational, or environmental standards for similar products.

Warranty Periods

Basic Bipolar Energy Converter (OP-BPC)/ Ultrasound Converter(USC): 1 year for components and labor.
Generator (OP9): 1 year for components and labor.
Foot Switch/Power cord: 1 year for components and labor.

This warranty is the exclusive remedy for the original purchaser and replaces all other warranties, express or
implied, including warranties of merchantability and fitness for a particular purpose. Reach Surgical, Inc. shall
not be liable for any special, incidental, or consequential damages, including damages resulting from loss of
use, profits, business, or goodwill, except as expressly provided by applicable law.

Reach Surgical, Inc. does not authorize any person to assume any additional liability in connection with the
sale or use of its products. There are no warranties that extend beyond the terms stated herein.

Reach Surgical, Inc. reserves the right to make changes to its products without incurring any obligation to
retroactively apply those changes to previously sold or built products.



Symbols

EN Unique device identifier

EN Refer to instruction manual

EN Type CF Applied Part

EN Recyclable

EN Electrical and Electronic
equipment, separate collection

EN Standby

EN Liquid crystal screen

EN Transducer socket

EN Potential Equalization

EN Foot switch socket

REF

r EN Manufacturer r 7 | EN Date of manufacture
L L _
r EN Serial number r T | EN Batch code
L L _
r EN Use-by date r 7 | EN Fragile, handle with care
L L ]
r ¢ EN Keep dr 1T | EN Keep away from sunlight
‘ “4‘ p ary ;':\;/../\ p y g
/ I\
[ ]
L L _
T EN Up r 7 | EN Catalogue number




EN Storage temperature limit

EN Storage humidity limitation

EN Country of manufacture

EN Medical device

)

EN Do not use if package is
damaged.
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KpaTKne CBCIACHHUA

[epen TeM Kak UCTIONBH30BATH JaHHBIH HHCTPYMEHT, BHUMATEJILHO MIPOYTHUTE MPECTaBICHHYIO Hibke nHpopmanuto. OHa
COJIEPKHUT BaXKHbIE yKa3aHU OTHOCUTENILHO MPaBUIBHOM HKCILTyaTal[ly, TOTeHIUAIBHBIX PUCKOB U ONAaCHOCTEN s
M3AETHS ¥ NalUeHTOB. B 000 HEmTaTHON CUTyanny ClIeayiTe IPUBEICHHBIM YKa3aHUSIM B IIEIAX MIPEAYIPEKACHUS
Bpena i ceOs Wi HOBpEeXAeHUS 00opynoBanus. HecoOmoaeHne 3TUX yKa3aHUH MOXKET IPUBECTH K HApYyIICHHUIO
0€301acCHOCTH, YXYALUICHUIO Pa00YHX XapaKTEPUCTHK, AHHYJIMPOBAHHIO TAPAHTHH HIIM BO3MOKHOCTH TEXHHYECKOTO
oOcmyxuBaH1A 03 BOSHUKHOBEHHSI OTBETCTBEHHOCTH B JAHHOM OTHOIIECHUH AJIsI Tpon3BoanTeist. [lepen
UCTIONIb30BAaHUEM YCTPOICTBA 03HAKOMBTECH C MHCTPYKIMSAMHE 0 3KCILUTyaTallly TPAaHCABIOCEPA U yIBTPAa3ByKOBBIX
HOXHHUII.

OTOT AOKYMEHT NpefHa3HaueH IS OKa3aHHsI IOMOINHU B UCIOIB30BAHUU JaHHOTO YCTpoiicTBa. OHa HE COOEPIKUT
peKOMeHAANuH 10 XUPYyPrudecKUM METOAaM.

HUcnoab3yemblie cTaHaapTHBIE 0003HaYeHHs1: BHuMaHue,

IMpeaynpexnenue u Illpumeyanue

ITynxtsl, HaunHaromuecs co cioB « BHUMAHUWEY, «[TIPEJYIIPEXXKAEHUE» u «IIPUMEYAHUMEY, cogepxaT BaKHYIO
nHpopmanuio s 6€30MaCHOTO U HaJUIEXKAIIETo BBIMOMHEHUs onepanuy. OHU BCTPEYAIOTCS HA MTPOTSIKECHUH BCETO
nokymeHTa. C 3TUMH yHKTaMU HEOOXOJMMO O3HAKOMUTBCS, IIPEXK/IEC YeM MEPEXOANUTH K CIEAYIOIEMY LIary
MIPOLEAYPHI.

HOPEAYHPEXIEHHUE: nyHKT COAEPKUT UHCTPYKIIUHU, METOBI HJIM YCIOBHSI SKCILTyaTalluu WK TEXHUYECKOTO
00CITyXUBaHHA, OTCYTCTBHE CTPOTO COOJIOICHHST KOTOPBIX MOXKET MPUBECTH K NPUUMHEHUIO BPEa 300POBBIO TN
ruOeny NanueHTa.

BHUMAHMUE: B nyHKTE COAECPKUTCS ONUCAHUE MOTEHLIUAIBHO OMIACHON CUTYalluH, KOTOpasi, ECIIU €€ HE
MIPEAOTBPATUTH, MOKET IIPHUBECTH K TPaBMaM JIETKOH MIIM YMEPEHHON CTETIEHH TSDKECTH JUIS TT0JIb30BATENS WITH
MAIMeHTa, a TAKXKE K MOBPEXICHUIO 000pyIOBaHNS WIN APYTOrO UMYyIIecTBa. Takke MOXKET COepKaTh
MIpeayIpexaeHue 0 HeOe30MacHbIX ASHCTBHIX ¢ HHCTpYMeHTOM. Cro/ia BKIIIOUAIOTCSI HEOOXOAUMBIE MEPHI
MPE0CTOPOKHOCTH ISl 6e30nacHOro U 3 (HeKTUBHOTO MOJIb30BaHKS HHCTPYMEHTOM, a Takxke nHdopmanus oo
OCMOTPHUTEIHFHOM 00paIleH!H C HUM B IEJIAX NpeaynpexIeHus yiepoa, BEI3BIBAEMOT0 Ha [JIeKAIIM WITH
HEHaJJIeKalIM HCIO0Ib30BaHUEM YCTPONUCTBA.

INPUMEYAHME: onuceIBalOTCS METO/IBI WIIM YCIOBUS SKCIUTyaTalllH, SBIISIFOIINECS 00s3aTeNbHBIMU IS

3¢ QEKTUBHOTO BBIIIOIHEHHS ONIEpaLnH.

Onucanue

Onextpoxupyprudeckuit uHCTpyMeHT ENER REACH (nanee — ycTpoiicTBO) IpuMeHSETCS B ONEPAlIMOHHBIX IS
BBITTOJIHEHHSI XUPYPTUUECKUX MPOLEAYP pa3pe3aHus U KoaryIaluy TKaHei opraHu3Ma 4ejoBeKa, a TaKkKe s
JUTUPOBAHMA COCYIOB. B HEM MMEIOTCS JBa OT/IENBHBIX BBIXOAA: OJUH T'€HEPUPYET YIBTPa3BYKOBYIO SHEPIHIO, a
BTOPOM — paJuO4YacTOTHYIO.

B panmogacToTHOM peXHMe TeHepaTop oOecleurnBaeT pa3Hble BAPHAHTHI TOJa4d SHEPTUH B 3aBUCUMOCTH OT
MOJIKJII0YaeMOT0 HHCTPYMEHTa/3JIEKTPOXUPYPIUIECcKOro ycrpoiicTa. I1py moaKiIo4eHy IpOABUHYTOTO OUITOISIPHOTO
WHCTPYMEHTa I'eHepaTop BeIpabaThiBacT paJlodacTOTHBIE BOJIHBI ISl KOATYJISIUK apTepuil M BeH, TUM(aTHIECKUX
COCYJIOB, a TaKXe IyYKOB TKaHel He Ooiiee 7 MM B tuamerpe. [1pu noaxiroueHnH 0ObIYHOTO OUITOIISIPHOTO HHCTPYMEHTA
BbIpabaThIBacTCsl SHEPIHs TOCTOSTHHOM MOIITHOCTH ISl pa3pe3aHus U KOaryJsiuy MATKUX TKaHEeH.

B pexxnme BBIpaOOTKH yIbTPa3ByKOBOM SHEPIMH MCHOIB30BaHue TpaHcapiocepa TRA6 B KOMOMHAINN C 0JTHOPA30BBIMU
yIBTPa3BYKOBBIMU HOXKHUIaMH, BKIrouass CH45PD, CH36PD, CH23PD, CH14PD, ycTpoiicTBO CIIyKUT AT pa3pe3aHus
MSATKHX TKaHeH, TpeOyIonX KOHTPOIIS KPOBOTEUCHHUH 1 MUHIMAJIFHOTO TPAaBMHPYIOIIET0 TEPMUIECKOTO BO3ICHCTBUS,
a TaKoKe UL KOaryJIIUK COCYI0B THaMeTpPoOM He bosree 5 MM. B codeTanmu ¢ 0JHOPa30BEIMHU YIIbTPa3BYKOBBIMU
HokHHLIaMu, BKrodast SRB14, SRB23, SRB36, SRB45, SRE14, SRE23, SRE36 u SRE45 ycTpoitcTBO puMeHseTCs s
pa3pe3aHns MATKAX TKaHEeH, TpeOYIOIMX KOHTPOJIS KPOBOTEYCHNH 1 MUHIMAIBHOTO TPAaBMUPYIOIIET0 TEPMHUUECKOTO
BO3IECHUCTBUS, a TAKXKE JUISI KOATYJISAIIUHN COCYI0B TnaMeTpoM He 6omee 7 M. IIpu ucrons30BaHUN yIBTPa3ByKOBOTO
npeobpaszosatenst USC B KOMOMHAIMY ¢ OJJTHOPA30BBIMHU YJIbTPa3BYKOBBIMH HOXHHUIIaMU, BKitodast SFA9 u SFA17,
YCTpOMCTBO IPUMEHSIETCSI IS pa3pe3aHusi MATKUX TKaHeH, TPeOYIOIMX KOHTPOJISl KPOBOTEUEHUH M MUHUMAIILHOTO
TPaBMHPYIOIIET0 TEPMHYECKOTO BO3/ICHCTBHS, a TAKXKE JUIS KOAryJISIIIMU COCYJI0B IMaMETPOM He boiiee 5 MM.



Haznauenue

YCTpOﬁCTBO BLIpaGaTLIBaeT PaanovYaCTOTHYIO SHEPTUIO UIA MMUTAHUA DJICKTPOXUPYPIrUICCKUX HOXKHMUII,
NpeAHa3HAYCHHBIX IJIS KOAryJsalnuu COCY10B, a TAKXKC 3axXBaTa, pa3pe3aHusd U paCCCYCHU TKaHEMH.

ITomumo 3TOTO, TEHEPATOP BHIPAOATHIBACT YIBTPA3BYKOBYIO SHEPTHIO, HA OCHOBE KOTOPOH ()yHKIMOHUPYIOT
YJIBTPa3BYKOBBIE XUPYPTHIECKUE HHCTPYMEHTSI, IPeIHA3HAUEHHBIE TSI Pa3pe3aHisi MATKHAX TKaHeH, TpeOyomux
KOHTPOJISI KPOBOTEUEHHI 1 MUHUMAIIBHOTO TPABMUPYIOIIETO TEPMUIECKOTO BO3ICHCTBHA.

Ioka3zaHus K NPUMEHEHUIO

JlaHHOE yCTpOMCTBO BHIPAa0aTHIBACT PAJIMOYACTOTHYIO SHEPTHIO JJIS AJIEKTPOXUPYPrHYECKUX HOXKHUILL, KOTOPbIE
HCTIONB3YIOTCS MPH BHITIOJIHEHUH OTKPBITHIX U JIAIIapOCKOMNYECKUX OOIINX, NeANATPUUIECKUX, THHEKOJIOTHUECKHUX,
YPOJIOTHUECKUX U TOPAKaIbHBIX ONEPaTHBHBIX BMEIIATEILCTB I Pa3pe3aHusl U KOaryJIAIiy COCyI0B TUAMETPOM He
Gonee 7 MM, a TaKKe [UIS 3aXBaTa, pa3pe3aHusi U pacCeUCHHs TKaHEH.

ITomumo 3TOTO, TEHEPATOP BHIpAOATHIBACT YHEPTHIO, HA OCHOBE KOTOPOH (PyHKINOHUPYIOT YJIBTPa3BYKOBBIE
XUPYpPrHYECKHEe HHCTPYMEHTSHI, IpeTHa3HAYE€HHbIC AT Pa3pe3aHust MATKUX TKaHEH, TpeOyIONMX KOHTPOIISA
KPOBOTCUCHNH 1 MHHUMAJIBHOTO TPAaBMHUPYIOIIEr0 TEPMUUECKOTO BO3ICHCTBHA. Y Ibpa3ByKOBbIE XUPYPIUUECKHE
HMHCTPYMEHTBI MOT'YT UCIIOJIB30BaThCsl B KAUECTBE JOTIOJIHEHNUS MIIH 3aMEHBI 3JIEKTPOXUPYPTHUH, JIa3epa U CTaIbHBIX
HOXHUII JJIS1 pa3pe3aHusi H/WIN KOaryJISIIAU TKaHEeH IIPH OTKPBITHIX HIIH JIAAPOCKOITNYECKUX OOIINX, MeANAaTPHIECKUX,
THHEKOJIOTHYECKUX, YPOJIOTMYECKHX U TOPaKaJbHBIX OMIEPAaTUBHBIX BMELIATENbCTBAX, a TAKXKE I KOAryJIsIuU U
pacceueHust TUM(ATHIECKUX COCYIOB.

IIpeanoJsiaraemMslii MOJIb30BaTEIb

Y CTpOHCTBO IpeAHA3HAYCHO [UIST UCTIONB30BAHISI MEAHIIMHCKIMH Pa0OTHIUKAMH TIPU TPOBEICHUH XUPYPTUICCKUX
onepauuu.

Cpena npeanosiaraeMoro HCnoJib30BaHUsA

Y CTpONCTBO IpeAHA3HAYEHO IS UCIIOJIb30BAHMA B YCIOBUAX CTAllMOHAPA.

MeneBasi rpynna namueHToB

ﬂaHHOC YCTpOﬁCTBO MNOAXOJAUT AJId MPUMCEHCHMS Y MAITUCHTOB B BO3PACTC OT 3 JICT, KOTOPbIM Tpe6yeTc91 XUPYPruieCKkoe
BMCHIATEIILCTBO C Pa3pE3aHUEM MATKUX TKaHe# O KOHTPOJIEM KpOBOTC‘ICHI/II‘/‘I 1 MUHUMAJIBHOT'O TPABMHUPYIOLICTO
TEPMUYECKOI'O BO3,H€I710TBPIH.

Kiaunnueckue NnpenmMyuiecraa

VYerpoiicTBo 6e30macHO U 3QPEKTUBHO MPUMEHSIETCS MIPH JIUTHPOBAHUH U PACCEYEHUH KPOBEHOCHBIX COCY/IOB, ITyYKOB
TKaHel 1 TUM(PATHIECKUX COCYIOB.

IIporuBonoKa3zanus

Hcnonb3oBanue yCTpOﬁCTBa IMPOTUBOIIOKA3aHO IMPU BbITTIOJIHCHUUN paccequHﬁ KOCTHOM TKaHH, OKKJIFO3UHW MAaTOYHBIX
pr6 1 KOAryJisiMOHHBIX BMCIIATCIILCTB. OHo TaKke He npeaHa3zHau4CHO AJid UCIIOJIb30BaHNs B HeﬁPOXprpFHH.



CocTaBHbBIE YaCTH CHCTEMBI

6 5 1

[01] DIeKTPOXUPYPTrUUECKUE HOKHHIIBI [02] I'eneparop OP9

[03] [enans 11s yapTpa3ByKOBOTO [04] [Menane Ui 3NEKTPOXUPYPTUIECKOTO
HHCTPYMEHTapHs HHCTPYMECHTApHS

[05] Jatunk [06] VIbTpa3ByKOBbIE HOKHHIIBI

[07] DNEKTPOXUPYPrHUCCKHil OUITONAPHBIH [08] VbTpassyKoBoii npeoBpasoaters
npeoOpa3oBaTeib

[01] DarekTpoxupypruvecKkue HOKHHULBI

[onkirouaemMble K TeHepaTopy IEKTPOXUPYPrHIECKHE HOXKHUIBI HCTIONB3YIOTCSI XUPYProM MPH IIPOBEACHUH OIIEpaIi.
C UX MOMOIIBIO MOCPEACTBOM PaIMOYaCTOTHON 3JEKTPOXUPYPTUUECKOI SHEPTHH OCYIIECTBISIOT KOATYJISIIHIO U
pa3pe3aHne TKaHeH, MOMeIaeMbIX MeX Iy OpaHmaMu. B KOHCTPYKIIMIO HHCTPYMEHTA TaK)Ke BXOJMT JIE3BHE /IS
pacceuenns Tkaneid. Monens: OSA23, OSA37, OSA44. [TonpoOHy0 HHPOPMALIHIO CM. B COOTBETCTBYIOIICH
MHCTPYKIIMH T10 KCIITyaTalyy.

[Mpumeuanue: MakcuManbHOE pabouee HanpspkeHne nHerpymeHTa Osprey coctasiser 250 B, 1.e. o coBMecTnm ¢
reHepaTopom OP9.

[02] I'enepaTop OP9

I'enepatop BbLAAET 3NEKTPOXUPYPTHUUECKYIO U YIBTPA3BYKOBYIO SHEPTHUIO Uepe3 OTAENIbHbIEC TOPTHI MOAKIIOUEHHUS Ha
ycrpoiicTBe. COCTOHT M3 MOACTaBKH, KOPIyca, 3JIEKTPOHHOU maThl, ceHcopHoro XKK-skpaHa, mepexarodarens u
UHTEePPEHCOB TSI TTOIKITFOYCHUS IPUHAUICKHOCTEH.

Mopens: OP9

[03] ITexaab As yIbTPa3ByKOBOIO HHCTPYMEHTA

I/IC]’[OJ’IBSyeTCﬂ IS BKHIO‘{CHHH/BBIKJ’IIO‘ICHI/IH noaadyn yHBTpa3ByKOBOﬁ 3HepFI/II/I C IOMOIIBIO }IByX nepeKnmanenei/'I
(MIN u MAX).
Mogens: OP-FSD



[04] ITenaab st 3JIEKTPOXUPYPrUY€CKOr0 HHCTPYMEHTaApHUs

Vcnonb3yeTcst UTs BKIFOUCHUS/BBIKITIOUCHUS 019K BEICOKOYACTOTHOM SHEPTHHU C MMOMOIIBIO OJTHOTO EPEKITF0YaTeIs.
Mopens: OP-FSS

[05] Tpancabrocep

[TpeoOpa3yeT ANEKTPUUESCKYIO SHEPTUIO OT COBMECTHMOTO T'€HEeparopa B MEXaHUUECKOe BIDKCHHUE JIC3BUI
UHCTPYMEHTOB. SIBJIICTCS HHCTPYMEHTOM MHOT'OPa30BOTO UCIIOJIb30BAHMS C OTPAaHHYCHHBIM CPOKOM CiIykO0b1. He
SIBIIICTCS CTCPUIILHBIM U TIEPE]] KCIIOJIh30BAHUEM TOJIJICKUT CTCPUIIA3AIUHN B COOTBETCTBUU C HHCTPYKIIUAMHU.
IMompoOHyro HHMOPMAIIHIO CM. B MHCTPYKIIMH 110 SKCIUTyaTaluu TpaHcapiocepa TRAG.

Mogens: TRAG6.

[06] YabTpa3ByKOBbIE HOKHHUIIBI

JleficTBysl Ha OCHOBE MEXaHHYECKOTO JABMXKCHUS, IIEPelaBacMOro OT TPAHCABIOCEPa/yIbTPa3ByKOBOTO Ipeodpa3oBaTels,
YIBTPa3BYKOBBIC HOXKHUIIBI OCYIIECTBISIOT IIepeady yJIbTpa3ByKOBOH SHEPTHHU VIS pa3pe3aHysl WM KOaryJsiuuu
TKaHeil. Cneyer coOIIoIaTh OCTOPOXKHOCTb, IIOCKOJIBKY MEXaHHYeCKast BHOpaLus He OLIyIIaeTCs, HO MOXET
HETpeTHAMEPEHHO BBI3BIBATH IIOPAXKECHHS HEIIEICBBIX YUaCTKOB. YIIbTPa3BYKOBbIC HOXKHUIBI CTEPHIN30BAHbI
O9THJIICHOKCH/IOM. Henp3s ucnons3oBarh YIAbBTPAa3BYKOBBIC HOKHHUIBI MMOCJIC UCTCYCHUA UX CPOKa 'O JHOCTH HUJIU B CIIydac
TIOBPEKIACHHSI CTEPUIIM3AIIMOHHON YITAKOBKH; B TIOJJOOHBIX CIIy4asiX HOKHUIIBI CIeNyeT yTUIH3upoBaTh. [loapobHyio
nH(pOpMAaLHUIO CM. B MHCTPYKLIUH MO 3KCIUTyaTalluy yJIbTPa3BYKOBBIX HOKHHII.

C reneparopom OP9 cOBMECTHMBI CIEAYIONINE MOJIENHN YIbTPa3ByKOBBIX HOXKHHIL:

Cepus PD: CH14PD, CH23PD, CH36PD, CH45PD

Cepust SRB: SRB14, SRB23, SRB36, SRB45

Cepus SRE: SRE14, SRE23, SRE36, SRE45

Cepust SFA:SFA9, SFA17

[07] DaekTpoxupypruveckuii OMNmoIsipHbIid Ka0esb

[Tpenna3HaveH U1 COEIMHEHHUS] OCHOBHBIX OMIOJISAPHBIX IEKTPOXUPYPTrHUECKUX HHCTPYMEHTOB C TEHEPATOPOM ISt
KOAaryJsiuy TKaHEeH.
Mogens: OP-BPC

[IpumMeuanue: HOMMHAIbHOE MAaKCUMaJIbHOE pabodee HAMPsDKEHUE OCHOBHBIX OUIOJISIPHBIX 3JIEKTPOXUPYPIUIECKUX

HHCTPYMEHTOB JIOJKHO COCTaBIATH >250 B s coBMecTumoctu ¢ reneparopom OP9. CMm. HHCTpYKIIMHU TTO
9KCIITyaTaly OUTIOJIIPHBIX MIEKTPOXUPYPTHIECKUX HHCTPYMEHTOB.

[08]DsiekTpoXupypruveckuii OuNoAsIpHbIA Kade/Ib

IpeoGpa3oBareib CIyKHT IS COEIMHEHHS TE€HEPATOPA M OTKPBITHIX HOXKHUL, (cepun SFA)
Mopens: USC



Ilepennsiss maHeJb reHeparopa

7Y REACH SURSICAL

[01] Pazbem aJist 3JIEKTPOXHPYPrUYEeCKUX HHCTPYMEHTOB

Cay>XuT 115 TOJKITIOYCHNUS CHIENHATN3HPOBAHHBIX OMITOISIPHBIX 3JEKTPOXUPYPTHUECKUX HHCTPYMEHTOB HIIH
EKTPOXUPYPIHIECKOT0 OUIIONIIPHOTO TpeoOpazoBaTes.

[02] Pazbem a1t MOAKJIIOYEHHS TPAHCABIOCEPA

City>XuT TS OAKIIOYEHHS TPAHCIBIOCEPa HIIH YIIBTPa3ByKOBOTO Mpeobpa3oBatelis K TeHepaTopy.

[03] Cencopubiit ZKK-3xpan

OTto0paxaeT CUCTEMHYIO HH(OpMaNNIO U CIyKHUT HHTep(EHcoM JuIsi HACTPOHKH JIEMEHTOB YIPABIICHNS U IIAPaMETPOB.

[04] Knonka nuTanusi

Ha)KaTI:-, YTOOBI BKIIOYUTH reéHeparop, YTOOBI OTKIIOUYUTH — HAXATh U YACPKUBATH.

3anHAs NaHeJ b reHepaTopa
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[05] Pa3bem 1 OAKJIIOYEHHSA MeAAJIH IS JJIeKTPOXUPYPIrUIeCKOro

HHCTPYMEHTapus

Kpyraslii pazseM A7t HOAKITIOYEHHS HEJaTH IS 3IEKTPOXUPYPrUIecKOT0 HHCTPYMEHTapHsI.

[06] Pa3beM aJ1s1 MOAKIIOYEHHUSA MEJATH JJIS YILTPA3BYKOBOI0 MHCTPYMEHTAPHUSA

Kpyraslii pazseM A7t HOAKIIOYEHHS eJalH IS yJIbTPa3ByKOBOTO HHCTPYMEHTAPHS

[07] Po3eTka 3J1eKTPONNUTAHUSA

CoenuHseT CHIIOBOIT Kabenb ¢ FeHepaTopPoOM.

[08] ITopT BbIpABHMBAHUA MOTEHIUAJIOB

B ClIy4qac OTCyTCTBUA I[OCTOBepHOﬁ I/IHCI)OpMaL[I/II/I 0 3a3€MJICHUHU PO3CTKH DJICKTPOIIUTAHUA Z[aHHLIﬁ nopT obecrieynBaeT
MOAKIIOYCHHUC K 3alIUTHOMY 3a3CMJICHHUIO.

[09] NuTepdeiic paciimpeHus

Hcnonb3yeTcst i paciiupenus GyHKIMOHATA U 00CTyKHBaHUS 000PYI0BaHHS.

[10] Kpene:xxHoe oTBepcTHE



PyKOBOI[CTBO moJb30BaTeJif

WNudopmanuto o paboueii cpene cM. B IPEIOCTABICHHBIX HHCTPYKIHSX.

N3Biaevyenne u3 ynakoBKu

Crenyiite HHCTPYKIUSIM IIOCIIE MTOTY9EHHS IEPEUUCICHHBIX HIKE KOMIOHEHTOB.

e [IpousBeaure BU3yalbHBIM OCMOTP Ha IpeAMET MOBPEXKACHUM, IPUYUHEHHBIX BO BpeMsl TPAHCIIOPTUPOBKHU. B
Cllydae BBISBJICHUS TaKUX MOBPEXACHUH cBxkUTECh ¢ KommnaHuell «Puu Cepxuxkai, HK.» UM ee MECTHBIM
IpeJCTaBUTENIEM.

Ta6nnua KOMIIOHCHTOB (HOHpO6HLIe OIMUCAaHUA TCXHUYCCKUX XapaKTCPUCTUK U apPTUKYJIbI CM. B pa3aciie «TexHuueckue

CIIOBHSI»):
Monenb Onucanue KoMnonent
OP9 I'enepaTop I'enepaTop, CHIIOBOH KaOeb, HHCTPYKITUS
TRAG JlaTauk TpaHcapIOCEp ¢ KabeneM
OP-FSD HoxHoii nepekirodaTenb 11 yibTpa3BykoBoro | /
HHCTPYMEHTa
OP-FSS [emans M1 AMEKTPOXUPYPTUICCKOTO /
HHCTPYMEHTAPHS
OP-BPC CraHIapTHBIA OUTIONIIPHBIN Kabelb /
USC YapTpa3ByKOBOH npeoOpa3zoBaTelb /

Mepsbl IpeaoCTOPOKHOCTH

e  [Ipu npoBepke 000PYIOBAaHUS IEPKUTE AUCTAIBHBINA KOHEI] HHCTPYMEHTA BJIAJIM OT APYTHX YCTPOMCTB,
XMPYPTUYECKUX MIPOCTHIHEH, MAIHeHTa U IPOYHX IIPEIMETOB BO H30EkKaHNE TPAaBMHUPOBAHUS.

e  [Ipu HaMMUYUM ApOB IPUMHUTE HEOOXOIUMBIE MEPHI NTPEJOCTOPOKHOCTH B COOTBETCTBHH C MPOLIELypPaMH,
JEWCTBYIOIIMMH B JIe4eOHOM YUpEXJICHUH U NPEyCMOTPEHHBIMH HOPMATHBHBIMH MOJIOKEHHUSIMH.

YabTpa3BykoBasi JHeprus npu padore ¢ yjabTpPa3ByKOBbIMHU

Ho:kHMIamu cepuit PD/SFA

e [loxkmrounTe K TeHepaTopy TPAHCABIOCED, IIealb U YIbTPa3BYKOBEIE HOXKHHUIEI cepud PD mmbo yneTpa3BykoBoit
nmpeoOpa3oBaresb, eJallb U YIAbTPa3ByKOBbIE HOKHUIIBI cepun SFA

e  [locne nmpoBepKH TpaHCABIOCEPA U YIBTPa3ByKOBBIX HOXHUI] HACTPOHTE ypOBEHb dHEpruH (1-5) ¢ momomnipo
UKOHOK +/- Ha JKK-3kpaHe.

e  Haxwmure kHONKy Min Ha yIbTpa3ByKOBBIX HOKHHUIAX Wik Min Ha remasny, 9To0sl aKTUBUPOBATH HOAAYY
YIIBTPa3BYKOBOH HEPTHH HA MPETyCTaHOBICHHOM YPOBHE.

e  Ur0OBI aKTHBUPOBATH MOJJaYy SHEPTHH MAKCUMAJILHOTO YPOBHS, HAKMHUTE KHONKY Max Ha yJIbTpa3ByKOBBIX
HOKHHUIIAX Wik Min Ha meand.

e  UroOBI NIpeKpaTUTh MoJavy SHEPTHUH, OTIYCTUTE KHOIIKY WIIU IIE/1alb.

YabTpa3BykoBasi JHeprus npu padore ¢ yjabTPa3ByKOBbIMHU

Ho:kHMIamu cepuiit SRB/SRE

e  Tlocne npoBepKH TPaHCABIOCEPA U YIbTPA3ByKOBBIX HOXKHUIL HACTPOWTE ypoBeHb dHepruu (1-5) ¢ momompio
nkoHOK +/- Ha XKK-akpane.
e  Haxwmure kHonKy Energy Ha HHCTpyMEHTE WK KHOTIKY Min Ha meianu, 94ToObl akTHBHPOBATH OAAYY



yIBTPa3BYKOBOW SHEPIHHU Ha MIPEIyCTaHOBICHHOM yPOBHE.

e  Ur0OBI aKTHBUPOBATH PEXKHUM JIOTIOTHUTEIBHOTO reMocTasa (Advanced Hemostasis), HaxxmuTe kHONKY Energy ¢
¢ynkiueir Advanced Hemostasis Ha HHCTpyMeHTe.

e  YT0OBI IpEKpaTHTH NOAYy SHEPTHH, OTIIYCTUTE KHOIIKY Ha YJIBTPa3ByKOBBIX HOXKHHLAX W HeJalb.

DIeKTPOXMPYPruvecKasi OUNOJIsIpHAS JHEPrus npu padore co

CIICHMAJTU3UPOBAHHBIMHA 6I/IHOJ'IﬂpHI)IMI/l HHCTPYMCHTaAMHU

e  Ha XK-skpaHe 0TOOpaskaroTCsi NKOHKH /IS BBIOOpA CIICIMAIN3UPOBAHHBIX OUITOJISIPHBIX HHCTPYMEHTOB U PYYHOTO
yIpaBJICHUs/PETyITUPOBKH.

e  HaxmuTe Ha pelYar Ha HHCTPYMEHTE JIM0O0 Ha IeAanb, YTOObl aKTHBUPOBATH NOady PaAnOYacTOTHON SHEPTHH.

e  [eHepaTop MPEKPATHUT MOJady SHEPTHHU IIOCIIE 3aBEPIICHHS IPOLETYPHI 3aKPBITHSA, O YeM OyIET CHI'HAJIU3UPOBATh
MKOHKa complete Ha KpaHe.

e  Eciu nmurupoBaHue He 3aBEPILEHO, NPO3BYUUT NPy IPEKAIOIINIA CUT'HAN, a Ha YKpaHe 0TOOPA3UTCsl NKOHKA
warning.

JJIeKTPOXMPYPruvecKkasi OUMIOAsIPHAS JHEPrus npu padore ¢

OMIOJIIPHBIMU JJIEKTPOXUPYPIrUYeCKMMU HHCTPYMEHTAMM

e  Ha JKK-skpane oToOpaxaroTcs 3HaUeHHUE MOITHOCTH, MKOHKH PETYIHPOBKH U TOJIOCKH YPOBHS MOIIIHOCTH.
° JuckpeTHast HacCTpOHKa MOILHOCTH MIPOU3BOJUTCS B 1uana3zoHe oT 1 1o 95 Br.
e  BriOepute HyXHbII ypoBeHb MomHOCTH: HU3KMit (Low) (15 Br), cpennuii (Medium) (30 Br) nnu Beicokuii (High)

(60 Br).

e ]l aKTHMBAIMM 1T0JIa4H PaJOYaCTOTHON SHEPTUH HA)KMHUTE KHOIIKY HA PYYHOM BBIKJIIOUATeINe JIM00 Heaaib.
e  UroOBI IpEeKpaTUTh MOAAYY SHEPTUH, OTITYCTUTE KHOIIKY.

PexoMengaumu no HacTpoiike

YpoBeHb Huanazon Knunnueckoe HazHaueHne | ONTUMU3UPOBAHHOE YCTPOUCTBO
Huskuit 1-15 Bt Onepanuu Ha - YcrpoiicTBa ¢ MaJIol 1010
HEpBax/CIIUHHOM MO3Te, MIOBEPXHOCTH
KHUCTSIX PYK U JIULE - Mukponuauer (0,4-2,2 mm)
Cpennuii 16-40 Bt Koarynsus npu - YcTpoiicTBa ¢ III0NIA/1bl0 TOBEPXHOCTH
olepanusx Ha rojioBe/Iee, | CPEeAHUX pa3MepoB
CIIMHHOM MO3I'€ U IIpU - Mukponuaner (1,0-2,2 mm)
BBIJICTICHUU * Mablii JI0CKUM JanapoCKONMUYECKUN
AHATOMHYECKHUX CTPYKTYp | HHUHIET
- bunosnsipHble HOKHUIIBL
Beicoknit 45-95 Bt Omnepanyu Ha rosoBe/imee | - YcrpoiicTBa ¢ O0IBIION MIIOMAIbI0
(war 5 Br) U IUTACTUYECKAsi XUPYPIU | HMOBEPXHOCTU
(3¢ dexT kak npu cpexHeM | - Bonbioii miIockuii TanapocKonuuecKui
YpOBHE, HO HACTYTIAeT MUHLET
ObICTpEe)

INPUMEYAHME: J[aHHOE yCTPOHCTBO HE COBMECTHMO C HEUTPAIbHBIM 3JIEKTPOJOM.
MNPUMEYAHME: VipTpa3ByKOBBIE HOXKHHUIIBI M PaIA0OYACTOTHBIC JIEKTPUIECKHE HOXKHHUIIBI SBISTFOTCSA Pa0OInMu
Y4acTAMH, HAXOIAIMIMMHUCS B HEOCPEICTBEHHOM KOHTAKTE C MAIlHeHTOM




PaboTa c reneparopom

Brirouenue ycrpoucTa

e  (Cucrema rorosa K paboTe 1mocie BKIIOYEHUS, T.€. KOT/a II0ciie MOAKIII0YEHHS TeHepaTopa K dJIeKTPHYECKOH ceTh
3aropaeTcs JIaMIIoyKa PexrMa 0)KUIaHHS.
e [locne HaxkaTus KHOMIKK Standby Ha SKpaHe HOSBUTCS CIEIYIOIIee H300pakeHHe:

REACH SURGICAL, INC.

OPTIMUS

e  Ecim K reHepaTopy He MOJKIIOYEH TPaHCIbIocep/yIbTpa3ByKOBOH MpeoOpa3oBaTelb WM HOXKHUIIBL, JINOO ecITH
OHH I10JKJIIOYCHB! HEPABIIILHO, HA SKpaHe HMOSBUTCS cieyloliee n300paxeHue:

Bipolar p

No Device Detected

Ultrasound p

Pabora ¢ yabTpa3ByKOBBIM HHCTPYMEHTOM (TPAHCABIOCEPOM HJIHN

YJIbTPA3BYKOBbIMHM HOKHUIIAMH)

IIpu 0OHapyKeHUH TPAHCIBIOCEPa/ YIBTPA3ByKOBOIO MPEOOpa30BaTEIIs U YIbTPA3BYKOBBIX HOXKHUIY TTOSBIISICTCS
cienmyromiee n300pakeHue:



Identifying Transducer & Shear

INPUMEYAHME: ecnu oCTaTOUHBIN pecypc TpaHCAbIOCEpa cocTaBisieT MeHee 10, Ha SKpaHe MOsBUTCA
npenynpexzacHue. 1lonp3oBaTens JOIKEH CICAUTD 32 KOJIMYECTBOM OCTABIIMXCS IIOIBITOK, TAK KaK 110 MEPe UCYEPIIaHuUs
pecypca TpaHcaplocep He0OX0IMMO 3aMEHSTb.

I[anee TMOSAABUTCA CJICAYIOLICC I/1306pa)KCHI/Ie, U ITOJIB30BATCJIb NOJIDKCH 6yz[eT HaXXaTb J'IIO6yIO KHOIIKY Ha HOXXHHIAX 6o
PACKPBIThL HOXKHUIIBI, YTOOBI HAYATh IPOBCPKY HOXKXHULL C PACKPBITBIMU OpaHIlIaMHu.

Hasxmure mr00y10 KHOIIKY, M CHCTEMA 3aITyCTHT IIPOBEPKY TPaHCAbIOCEPa M HOXKHHUIL.

Ecimm npoBepka okakeTcs He Z[a‘IHOfI, B ICHTPC 3KpaHa NOSIBUTCS CJICAYIONIICC I/1306pa>KeHI/I€Z

B cnydae ycnemnHo# npoBepky TpaHcAbIocepa/ yIbTPa3ByKOBOTO MPeoOpa3oBaTeis U YIbTPa3BYKOBBIX HOXKHHIL
TOSIBJIETCS ClIeTyIolIee H300paKeHue:

Energy Ready

[Tpu nonkmoyenun HoxHUL 6e3 akTuBanuy GyHkmMu Advanced Hemostasis function (ycoBepiieHCTBOBaHHBIN



reMOCTa3) WIM HOKHUIL C OJHOW KHOTIKOW MOSIBUTCS CJICAYIOINN paboUunii SKpaH:

[Mpu nmonxmoyenun HoBBIX HOXHULL cepun SRB mnu SRE ¢ pynkuuneit Advanced Hemostasis (ycoBepiieHCTBOBaHHBIH
reMoCTa3) HOSIBUTCS CIIeAYIOmui pabouunii sxpaH:

o}

-
i &

5 ADVANCED
L

AXTHBHPOBaHHBIN PEXKHUM pabOTHI Oy/eT BIJCICH.

Pabora ¢ 2JIeKTPOXUPYPrUYeCKUMH HHCTPYMEHTAMU

IIpu 00HAPYKEHUU DIEKTPOXUPYPrHUECKOTO HHCTPYMEHTA HOSIBUTCS ciaeayromiee I/I306pa)KCHI/IeZ

Identifying Bipolar Instrument

Energy Ready




ITpn moIKITIOYEHUH K CTICIHATH3UPOBAHHOMY OUTIONIIPHOMY HHCTPYMEHTY MOSIBUTCS CIEAYIOMNI pabounii sKpaH:

Advanced
Bipolar

Z Hand Switch

Pabora ¢ 2JIeKTPOXUPYPrU4eCKUMHM HHCTPYMEHTAMM M YJIbTPAa3BYKOBBIMH

HOKHUIIAaMHU

O6pa1uaeM Bame Banmanue Ha TO, 4TO P OAHOBPEMCHHOM IOJKIIOUCHNHU K TCHEPATOPY 6I/IHOJ'I$IpHOFO
QJICKTPOXUPYPIUYCCKOI0 HHCTPYMCHTA U YJIbTPA3BYKOBBIX HOXHHUIL CUCTEMA pa60TaeT B PCIKUME PA3JACIICHHOT'O DKpaHa
JJIA OTO6pa>KeHI/I$[ TEKYLIETO COCTOAHUS. B TNEPBYIO O4YCPECab, SHCPTUA 6yZ[€T AKTUBUPOBAHA JI IPUOPUTETHOTO

YCTp orictBa. Hipke mp CJICTAaBJICHO n300paKEHUE PEKKMMA P A43/ICJIbHOT'O DKpaHa.

AdvancedBipolar

Z Hand Switch

Hacrpoiiku cucreMbl

UToOBI epelTH K HaCTPOWKAaM CHCTEMBI, BRIOEPHTE COOTBETCTBYIOIIYIO HKOHKY B JIEBOM BEpXHEM YTITy SKpaHa.
JocTynHbl cieayromue Oniuu HaCTPOMKH CUCTEMBI:



- System Settings

[=] - =
& =
User System

Language Configuration Preferences

]

Diagnostics

System
Information

Language (5I3b1K): eciiit BEIOpaTh NMyHKT Language, MOSIBUTCS SKpaH BEIOOpA S3BIKA:

& System Language

English Espaniol
e Portugués
Francais

Deutsch

Italiano pyccKkum

User Configuration (ITo1p3oBaTenbckue HacTpoiikm): eciu BEIOpaTh myHKT User Configuration, HOSBUTCS SKpaH s
HACTPOWKM KOH(HUTYPALIMH HOIb30BATEIIEM:

4+ User Configuration
US Activation Configuration
RF Activation Configuration
Save RF Power Level

Enable/Disable iTS Tone

System Preferences (YcTraHoBKkH cucTeMbl): eciii BEIOpaTh MyHKT System Preferences, mosiBUTCs 9KpaH ¢ yCTaHOBKaMH
CHCTCMBI.

Aal System Preferences

Display Brightness

od Audio Volume

@ Date/Time Setting

System Information (CBenenust o cucreme): eciu BoIOpaTh MyHKT System Information, mosBuTCs 3kpaH ¢
nHpOpManueit o cucreme:



Ao System Information

Console Transducer Instrument

Console SN XX XXXXXHXXXXX
PCBA SN XXX
Hardware Version XX
Software Version XXX
Calibrated Date YYYY/MM/DD

Manufacturer Date YYYY/MM/DD

Diagnostics (JImaraocruka): eciiu BeiOpaTh NyHKT Diagnostics, MOSBUTCS SKPaH JUATHOCTHKH:

+  Diagnostics

US Activation Switch Diag
RF Activation Switch Diag
Transducer & Shear Test

RF Circuit Test

System Log

UToOBI BBIMTH M3 HACTPOCK CUCTEMBI K BEPHYTHCS B PEKUM OXKHIaHHS, HAKMUTE KHONKY Return (BepHyThes) B 1eBoM
BEPXHEM yTIIy 3KpaHa.

BBIK/JII0UEHHE CHCTEMBbI

Jlst 6e301acHOTO BBIKJIIOUEHHS CHCTEMBI HEOOX0IMMO COOI0OAaTh OMMCAHHYIO HIKE TI0CIIEI0BATENLHOCTD JICHCTBHMI:
Haxkatp kHonky Standby (Pesxum oxumanust): HaiimuTe KHOTIKY Standby Ha reHepaTope M HAOXKMHUTE ee, YTOOBI
3aIlyCTUTH MTPOIECC BRIKIIIOYCHUS.

OTcoeMHUTH TPaHcAbIOCEP/yIbTPa3BYKOBOIi Ipeo0pa3oBaTelib H YIbTPa3BYKOBbIE HOKHUIIBI: OCTOPOKHO
OTCOEIMHHUTE TPAHCIBIOCEP M YIBTPa3BYKOBBIC HOXKHUIIBI OT cucTeMbl. [IpaBuia oOpamieHns ¢ TpaHCIbI0CEPOM U
yIIBTPa3BYKOBBIMH HOKHUIIAMHU CM. B MHCTPYKIIHSIX I10 MX SKCIUTyaTalllH.

OTKIII049eHne CHI0BOT0 KaleJisi: OTCOEIMHUTE €0 OT CETH.

YucTka: Ipon3BeJUTe YUCTKY T'eHepaTopa, eI U TPaHCAbIoCcepa/yIbTPa3ByKOBOTO Ipeodpa3oBaTess B
COOTBETCTBHH C IIPOLIEAYPaMH, ONIMCAaHHBIMH B pazzene « TexHnaeckoe 00cTy KuBaHHe».



Ilouck u YCTpaHenue HeI/ICHpaBHOCTeﬁ

JIng moMo1y B BBISIBJIEHUH U AUATHOCTUKE HEUCIIPABHOCTEH KOMIIOHEHTOB B T€HEPATOP MHTETPUPOBAH PsIf
MpEeAYNPEXTA0IINX CUTHAIOB U KOJIOB OIIMOOK. BakHO OTMETHTB, YTO 3TH CUTHAJIBI M KOJIBI IIPEAHA3HAYCHBI IS
MOJJICPKKY IPUHATHS KIMHIYECKUX PELICHUH 1 HAOMIOJCHUH 1 HE SABILIFOTCS MX 3aMEHOM.

3BYKOBBI€ CUTHAJIBI

PaGouwmii cratyc

Tun 3ByKOBOrO CUrHana

Bo3moxHast npuunHa U 1eHCTBUA

OUIOISIPHOTO MHCTPYMEHTApHsI

Camonposepka OOBIYHBIH 3ByKOBOW CHTHAI /
HeoObIuHbIi 3ByKOBOW CHIHA OOHapy»xeHa annaparHas ommnoka. Ooparurtech
K IPOU3BOUTEIIIO 3a COEHCTBUEM B PEMOHTE.
Pabota c 3BYK MaKCUMAaJIGHOTO YPOBHS /
YIIBTPa3BYKOBBIMU
HHCTpyMEHTAMH 3BYK MUHHIMAJILHOTO YPOBHS /
HeoOrI4HbI 3ByKOBOW CUTHAI VY 1bTpa3ByKOBbIE HOXKHMUIIBI KOHTAKTHPYIOT C
N30BITOYHBIM 00BEMOM TKaHH. Y MEHBIINTE
00beM TKaHH, KOHTAaKTUPYIOIIEH ¢
YIIBTPa3BYKOBBIMH HOXKHHIIAMH. Eciin
HETIPEPHIBHBIN 3BYK IIPOIOIKACTCS, OCTOPOKHO
yQJIUTE TKaHU, KOTOPBIC MOTYT HAaKOITUTHCS
BOKPYT KOHIIA YJIbTPa3BYKOBBIX HOXKHHII.
OOHapyxeHa HEeHCIPaBHOCTh TPaHCABIOCEpa
W/WIH yIbTPa3BYKOBBIX HOXKHUL. OOpaTuTech 3a
MTOMOIIBIO K IPOU3BOIUTENIO UM B OTIEI
MOJIEPIKKH.
Curnan pexxuma ADVANCED /
Curnan pexxuma ITS /
AKTHBaIus IIpenynpexxaaromuii CUurHan ajs /
3NEKTPOXUPYPTHUECKOTO | CIENUATH3NPOBAHHOTO OUITOJISIPHOTO
MHCTPyMEHTa WHCTPYMEHTapHUs
3BYKOBO# CHTHAI JJIsI OOBITHOTO /

HeoOBr4HEbI 3BYKOBOW CHTHAI

Pe3anue BBINONHEHO HEYAAYHO: €CITU TKAHB,
KOHTaKTUPYIOLIasi C HHCTPYMEHTOM, He
COOTBETCTBYET TPEOOBAaHUAM IJIsI pa3pe3anus,
YMEHBIINTE €€ Konn4decTBo. Eciu 3ByKoBOi
CHUTHAJI IPOJIOJIXKAETCS], OCTOPOKHO yIAJIUTE
TKaHH, KOTOPbIE MOTYT HaKOIIUThCS Y KOHLA
HMHCTPYMEHTA.

AmnmaparHasi HEHUCIIPaBHOCTG: JJaHHAsI OIIHNOKa
YKa3bIBaeT Ha BO3MOXHYI0 HEUCIIPABHOCTD B
LIeNy WK B Kabene. B ciydae HencnpaBHOCTH
WM OIIMOKN PEKOMEHIYETCsl 00paTUTHCS K
MPOM3BOJIUTEINIO 32 KOHCYJIbTallUEeH JIH00
COJICHCTBHEM B PEIICHHUU NPOOIIEMBI.

Koabl omnb6ok

I'erepaTop 3HEPTUH OCHAIIEH KOMIUIEKCHON CHCTEMO BBISBICHUS HEUCIIPABHOCTEH, BKITIOYAIOIICH B CE0sI 3ByKOBBIS
CUTHAJBI ¥ CHCTEMHBIE OIIMOKH. B ciyuae BBIIBICHUS HEHCIIPAaBHOCTH T'€HEPATOP M3JAeT CHUTHAJ, HA KOHTPOJIBHOM
TIaHEJIH BKJIFOUAETCsl CBETOBOM curHal, a Ha JKK-3kpaHe oToOpa)xaeTcss COOTBETCTBYIONIHM Ko, [[ist ycTpaneHus
po6IeMbl HeOOXOANMO BEITIONHUTH OMICAHHYIO HIDKE ITOCIIEA0BATEIFHOCTD JEHCTBII:




Tadoauma KoaoB OINOOK

Koa omnoku CooTBeTcTBYIOIIEE COO0IIEHHE 0 HEHCITPABHOCTH

IIpenynpexnenue Please connect Ultrasonic Shear with Transducer correctly (IToakiarounte ynsTpa3ByKoBble
HOKHHIIBI K TPAHCABIOCEPY HAUICKAIIMM 00pa3oM)

[penymnpexaerne Make sure jaws are open while testing (Y6emurecs, 4to GpaHIm pacKpbITH BO BpeMst
MTPOBEPKH)

IIpenynpexacHue Ultrasonic Shear Error Detected (OOHapykeHa HEHCIIPABHOCTD YJIbTPA3BYKOBBIX HOYKHHUIT)

IIpenynpexacHue The remaining time of the transducer is zero (Mcuepnan pecypc TpaHcaprocepa)

IIpenynpexacHue Please activate only one button at a time (HaxumaiiTe oJTHy KHOTIKY 32 pa3)

[Ipenynpexnenne Please reduce the force applied to the Ultrasonic Shear (YMenspmiTe ycnnme, mpuMeHseMoe K
YJIBTPa3BYKOBBIM HOKHHUIIAM)

[penymnpexnerne Ultrasonic Shear button and footswitch cannot be closed simultaneously (Hemb3st
OJTHOBPEMEHHO H)KMMAaTh KHOIKY YJIbTPa3BYKOBBIX HOXKHHUIL U I1€/1aJIb)

[penynpexnenne Button stuck, please check and continue (Kromka 3acTpsiia, mpoBepbTe, IpexKIe 9eM
MTPOJOJKHTB)

[IpenynpexacHue Adjust jaws or clamp less tissue (ITpoBepbTe OpaHIIHY JIMOO 3aXBATUTE MEHBITUH 00hEM TKAHH)

[IpenynpexacHue Remove device from tissues (Y0epuTe yCTpOHWCTBO OT TKaHH)

CucreMHas CucrtemHas ommuoOKa

ommbKa

CucrtemHas Self-check Failed (Omubka camonpoBepk)

omnoKa

B ciydae nosiBieHus Ha SKpaHe OMMOKY BO BpeMs POBEPKH YIbTPa3BYKOBOIO HHCTPYMEHTA BBIIIOJHUTE CICAYIOIINE

IEUCTBHSA:

e  YOemurech, 9To Kabesb TpaHCIbIOCEPA TOJHOCTHIO BCTABIICH B PaBHJIHLHOM HAIlPaBJICHHH.

e  [IpoBepbTe, MPaBUIBHO JIU 3aKaTHI YIbTPa3BYKOBbIE HOXKHMIBI U HE HAKOIIMINCH JIM BOKPYT UX KOHIA OCTaTKU
TKaHel. CKOpPEKTUPYHTE CTENCHb 3a)KaTHs YJIbTPa3BYKOBBIX HOXKHHII M OCTOPOXKHO YJalIUTEe TKAaHH, CKOTIMBIIAECS
BOKpYT UX Kopiyca. (Eciu mpoBepka mpoBOIUTCA A0 ONEPAIiH, TIPOBEPHTE, HAIPABIEHBI JIH YIBTPa3ByKOBbIE
HOKHMIIBI B BO3AYX. B cilyuae HCHOIBp30BaHuUS yIbTPa3BYKOBBIX HOXKHUI] yOEIUTECh, YTO 3aXBaTHAsA OpaHIIa
PacKphITa ¥ HE KOHTAKTHPYET C KAKUMU-JINOO0 TPeIMETaMHU. )

e  Ecim npobnema He ycTpaHeHa, ONpoOyHTe 3aMEHUTD TPAHCIABIOCED HIIH YIbTPa3ByKOBBIE HOKHHIIBI.

e  [lepeiigure B pabounii pe>kuM 000pYIOBaHHS.

HOPUMEYAHMHE: Tpancasrocep MOKET (DYHKIIMOHHPOBATH HEHA/IJICIKAIIIUM 00pa3oM, €CITH ero TeMIlepaTypa

IPEBBIIIACT YCTAHOBIECHHOE NPEeIbHOE 3HaUeHue. B no100HOM cityuae HeMeAJIEHHO UCIONb3yHTe ApyToi

TpaHCIbocep OO0 BBHINOIHHUTE YKa3aHHbIE HUKE IEHCTBHSI, YTOOBI BBIICHUTh IIPUYKHY OMIMOKH M ONPEIEINTh

BO3MOJKHBIC BAPHAHTHI €€ YCTPAHECHHUS:

e  JlaiiTe TpaHCOBIOCEPY OCTHITH IPU KOMHATHOM TeMIepaTrype B TCUCHHE KaKk MUHAUMYM 45 MHHYT. DTOT CItocob
OXJIKIEHUS TaK)Ke MOYKHO HCIIOJIb30BATh, €CIIM TPAHCABIOCEP HarpeBaeTcs MOCiie [UINTEIbHON paboThl Ha BBICOKOH

MOITHOCTH.

e  Eciu npoGnema coxpaHsaeTcs IpH OTCYTCTBUH ITPU3HAKOB IIeperpeBa TPaHCABIOCEPa, 0OpaTUTECH K CIIEI[HATIICTaM
10 TEXHUYECKOMY OOCITYXKHBAHUIO IPOU3BOJUTEIIS.

e B reneparope HET JeTanei, 00CcIyKMBaeMBIX OIIepaTopoM, KpoMme Tpenoxpanutenei. [Ipn HeoOXo MMOCTH 3aMEHBI
WM TEXHUYECKOTO OOCITYKUBAHHI 00panianTech K pEMOHTHO-00CITYy )KHBAIOIIEMY TIEPCOHAITY, TIPOIIESIIEMY
MOATOTOBKY U YHOJHOMOYeHHOMY KoMnanuer «Puua Cepxnkai, MHK.», 1100 B ee MECTHOE MPEICTABUTEIHCTRO.

JIroboe TexHHUUECcKoe 00CITy>KMBaHIE U MOJIEPHU3AIHS T€HEpaTopa JOIKHBI BBITIOIHATHCS NCKIIOUUTEIEHO TEXHUIECKHM

MIepCOHAJIOM, IPOLIEIINM 00y4YeHHE U YIIOJTHOMOUYEHHBIM Komnanuel «Puu Cepskukan, MHK.».

B nensx npeaynpesxaeHust HOTeHINAIBHBIX YIPo3 cileyeT NPUHUMATh MEPhI IIPE0CTOPOXKHOCTH B chepe

knbepOe3onacHocTH. Puckn knbepOe3omnacHOCTH CYyHIIECTBYIOT B CIIETYIOIINX CITydasx:

e  HecaHKIMOHUPOBAHHBIN IOCTYII K yCTPOUCTBY HE CBSI3aHHBIX C HUM IIPOJYKTOB.

e  HecaHKIIMOHMPOBAaHHOE CETEBOE COCIUHEHHUE C YCTPOHCTBOM.

e  MosepHu3anus 1 OOHOBJICHHE aNIapaTHOTO WM TPOrPaMMHOTO 0OecrieueH s, KOTOpbIe He OBIIH
CaHKLIMOHHpOBaHbl KomnaHueil «Puu Ceprxukanm.

B mro6oM u3 TNEPEUYUCICHHBIX BBINIC CIIYYaCB CBAKUTECH C TOPTOBBIM MPEACTABUTCIIEM KOMITAHUN «Puua Cepxcm(an,

WuKk.» mnbo obpaTuTecs HEOCpeACTBEHHO B Komnanuio «Puu Ceprkukan, HK.» 1o aapecy

Reachquality@reachsurgical.com.
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TexHuueckoe OﬁcJIYHCI/IBaHI/Ie

OuncTKa U Je3MH(eKIUA TeHepaTopa U CTAHAAPTHOI0 OUIIOJISIPHOTO

Ka0eas

Ouuncrka

Ipoussonute ounctky XXK-3kpaHa reHeparopa v CTAaHAAPTHOTO OUIOJSIPHOTO/yIbTPA3BYKOBOT0 MPeodpa3oBaTesisi B
COOTBETCTBHUH C TPOIIEypPaMu, NCHCTBYIOIIUMH B JICUCOHOM YUPESIKIACHUH U TIPEAYCMOTPEHHBIMU HOPMATHBHBIMU
nosoxeHusaMu. [lepen ouncTkoi yoeauTech, 4YTO reHepaTop OTKIFOUCH OT CETH AJICKTPOITUTAHUS U CHIIOBOW Kabeb
W3BIICUCH U3 PO3ETKH.

BHUMAHME: HE00X0AUMO CTPOTO COOTIONATH MOPSIOK ACUCTBHUH MPU OYNCTKE BO N30SKaHUE MTOBPEKICHHS
TeHepaTopa, MOpakeHMUs FIEKTPHISCKUM TOKOM HITH CO3JaHUsI ONTAaCHOCTH Moxkapa. He momyckaiite pasnmiBa uim
pa3OpBI3TUBAHUS KHUIKOCTEH Ha TEHEPATOP U HE MOTPYKaiTe ero B JKUAKOCTH.

IIpousBoauTE OUUCTKY B CIENYIOILEM IOPSIKE:

e  [IpuroToBsTE MOIOIIEE CPEACTBO C HEWTpaNbHBIM pH M (hepMeHTHOE MOIOIIEee CPECTBO C HEHTpanbHBIM pH B
COOTBETCTBUU C MHCTPYKLMSMU IIPOU3BOIUTEINS.

e  [IpoTrpute Bce MOBEPXHOCTH, B TOM YHCIIE, 3KpaH T'€HEPaTOpa, YUCTOH MATKOH TKaHbIO, CMOUYEHHONW HEOOIBIINM
KOJINYECTBOM YHCTSILETO PacCTBOPA.

e [IpoTrpure Bce NOBEPXHOCTH YUCTOM MATKOM TKAHBbIO, CMOYEHHOH TEIJIOW BOAOIIPOBOAHOM BONOM.

e B KoHIle IpPOTpPUTE BCE MOBEPXHOCTH YACTON MATKOH TKaHBIO 10CYXa.

He3nnpexums

e B ciyuae 3arpsi3HeHUs FeHEpaTOpa KPOBBIO MM (PU3HUOIOTHUECKUM JKUIKOCTSIMH TIepe]] CIIeyOIIUM
HCIIOJIb30BAHUEM €0 HEOOXOAMMO MPOAC3HHGUITUPOBATE. J[JIst 3TOH 1EIH MOIXOIAT CIACAYIOINE XUMHUICCKHE
JnesuHpuuupyrorme cpeactea: 70% U30nponuioBsiid crupt, 6% rumoxiaoput Hatpus, 10% mepokcum Bo1opoia.

e  CrenyiiTe peKOMEHIAIMSIM IPOU3BOIUTEISI OTHOCUTEIBHO JCUCTBUIN C TAKUMH CPEICTBAMH, UX KOHIICHTPAIIUHU U
MPOJIODKUTEILHOCTA KOHTAKTA.

e  Crueaute 3a TeM, YTOOBI IPUTOTOBJICHUE U UCIIOIb30BAHUE IE3UHPHUIIMPYIONIUX CPEICTB OCYIIECTBILIUCH C
COOJIFOICHIEM HHCTPYKIUH TPOU3BOIUTEIIS.

Ouuctka negajau

[Ipou3BoauTE OYUCTKY HETAIN U KaOels TeJaIn IOcie KaKI0T0 UCTIOIb30BaHMS B CIICAYIOIIEM TOPSIIKE:

e  OrcoeauHuTe Neaangb OT FeHEpaTopa.

e  [IpuroroBpTe MOIOIIEE CPEACTBO ¢ HEWTpaIbHBIM pH nim hepMeHTHOE MOTOIIee CPEeICTBO ¢ HeHTpanbHeIM pH B
COOTBETCTBHUH C HHCTPYKIIMSIMH MPOU3BOIUTEIS.

e  [IpoTpuTe MOBEPXHOCTH YUCTOM MSTKOH TKaHbIO, ClIerka CMOYEHHOH B YHCTAIIEM pacTBope. Y JelstiiTte ocodoe
BHHMaHHE TpPELIMHAM U O0po3/Kam.

° TuraTenbHO NPOTPUTE YUCTOM MATKOM TKaHbIO, CJIETKAa CMOYEHHOM TEIJIOW BOJONPOBOIHON BOJOM.

e  BpicymuTe YUCTON MATKOW TKaHBIO.

OCTOPOKHO: kabenp 1 ieqaib JOHKHBI OBITh HAZIEKHO COSTUHEHBI BO BPEMS OUHCTKH.

e  [IpoTpute Bce MOBEPXHOCTH YUCTOH MSTKON TKAHBIO.

BHUMAHME: He ucnonb3yiiTe A OYUCTKYU NMEAATHN YIbTPAa3BYKOBYIO YHCTSAIIYIO MAIINHY.

BHUMAHHE: He BKIIOYaliTe JICKTPONUTAHUE TEHEPATOPA /10 MOACOEIMHEHNS CHIIOBOTO Ka0esl IepeMEHHOTO TOKa.

[Mepen cbopkoit yOenuTech B TOM, YTO BCE COSAMHEHUS CyXHe.



Oumncrka U Ae3uH(pexuus TpaHcAbIOCEepa

TpaHcaplocepbl TOCTABISIOTCSI HECTEPHIILHBIMU M TPEOYIOT TIIATENLHOM OYMCTKU U CTEPUIIM3AIINH NTepel KaKIbIM

CJIEAYOIINM HCIOIb30BaHUEM.

Ouncrka:

[IpousBoauTE TIIATENBHYIO OYUCTKY TPAHCABIOCEPA B CIEAYIOIIEM MOPSIKE:

e  [IpomoiiTe TpaHCIbIOCED PE3EOOBOI CTOPOHOI BBEPX U YHCTHUTE LIETKOW C MATKOH MIETHHOW C OUUIEHHOW BO/IOH J10
TeX TI0p, T0Ka Ha TOBEPXHOCTH HE OCTAHETCS IISATCH;

e  [lorpysure Tpancapiocep B pH-HeliTpanpHOE hepMeHTHOE MOOIIee CPeACTBO (OCHOBHBIE HHTPEANEHTHI: IPOTEasa,

nWIa3a, aMiiIasa, HeJuToasa, IeKTHHA3a U ApyTrue Ononorndeckue epMeHTHI, 0€3BPEIHOE IS OKPYKAOIIEH CPEIbI

ITAB, nHTHONTOpP KOPPO3UH U cTabmIn3aTop) Ha nepuoxa Ao 10 muryT npu temmeparype 15—-65°C. CootHomenne

MOJOIIIETO CPENICTBA U OYHIICHHOM BOAbI 1:400.

[IpomotiTe TpaHCcABIOCEP PE3BOOBO CTOPOHOI BBEPX OUYHILCHHOMN BOJOHN B TCUCHUE 2 MUHYT;

OducTuTe COCeTMHUTENBHBIA BUHT, IOBEPXHOCTH IS KPETUICHNS HOKHHUIL M KaOeJIb CTUpTOBOH cal(eTKom.

ITorpy3ute Tpancaptocep B 75% MeaunMHCKuUl cupT U BeTpsixHute 30 pas;

[IpomotiTe TpaHCcabIOCEP PE3HOOBOM CTOPOHO BBEPX OUYHIICHHOM BOMOI B TCUCHUE 2 MUHYT.

[Ipumeuanue: 115 TpaHCABIOCEPA HE PEKOMEHIYETCS UCTIONb30BaTh YIABTPA3BYKOBBIE OUUCTUTENH.

Cyumka:

Temmneparypa cymxu: 50—70°C, qnutensHOCTh Cymku: 30 MUHYT.

Crepuinzanusi Tpancablocepa:

Ilocne BITIOJIHEHUS ONMCAHHBIX BHIIIIEC onepaunﬁ OYHMCTKHU U CYIIKU TPAHCABIOCED NOJIKCH OBITh MMPOCTCPUIIN30BaH

OIHUM M3 NEPCUNCIICHHBIX HUKE CHOCO6OB.

Crepunumsanus napoMm (121°C)

e [lepen crepunm3anueii cienyeT yCTaHOBUTH 000J109Ky. Bo Bpemst cTepruti3annyl TpaHCABIOCEep TOIDKEH OBITh
3aBepHyT. [loMecTuTe TpaHCABIOCEP B EMKOCTD IS BBICOKOTEMIIEPATYPHOM MapOBOM CTEPHIIU3ALINHY C
temrepatypoit 121°C na 30 MuHyT.

e Temmneparypa cymku: 50-70°C, qnmurensHOCTh cymku: 30 MUHYT.

Crepuinzarus napom (134°C)

e [lepen crepunuzaiueil cieryeT yCTaHOBUTH 000JI0UKY. Bo Bpems cTepuin3alyiu TpaHCABIOCED TOIKEH ObITh
3aBepHYT. [loMecTnTe TpaHCABIOCEP B EMKOCTB JUIsI BBICOKOTEMIIEPATYPHOM MTApOBOM CTEPHIIM3ALNH C
temnepatypoit 134°C na 10 MUHYT.

e  Temmnepatypa cymku: 50-70°C, mnurenbHOCTh cymku: 30 MUHYT.




HpOBepRa 0€30MaCHOCTH " (I)YHKIII/IOHaJ'ILHI)Ie HUCIHBITAHUSA

OpranusyiTe NpoBepKy 0€30acCHOCTH ¥ NPOBeAeHUE (DYHKIIMOHAIBHBIX UCIIBITAHUH TpaHCIbIOCEpa, FTeHEpaTopa 1
TIeJJaJId B COOTBETCTBHH C MPOLIEAYPaMH, JEHCTBYIOIIUMH B JIe4eOHOM yUPEXKICHUH U MPEIYCMOTPEHHBIMU
HOPMaTHBHBIMH MOJ0KEHUAMU. [IpoBepKy 6e30nmacHOCTH M (PyHKIIMOHATIBHBIE HCIIBITAHUS IPYTUX KOMIIOHEHTOB,
HCTIONIb3YEMBIX HECKOJIBKIMH MAIMEHTaMH, CM. B MHCTPYKIMAX IO SKCIUTyaTalllK KaXXJOTr0 U3 KOMIIOHEHTOB.

IIpoBepka 6e3omacHOCTH

I'enepaTop: ycnbITaHUS HA YTEUKY TOKA JOJIKEH NPOBOJMUTH aTTECTOBAHHBIN TEXHHYECKUI MepcoHal Je4e0HOTOo
YUpEKIACHUS.

Ienans: nenans, pazbeM U Kabeab HEOOX0ANMO TPOBEPSATH Ha HATMYUE TPEIMH U oBpexaeHui. [ToBpexneHHbIe
KOMIIOHEHTHI CIeyeT 3aMEHSTh.

IIpoyne KOMIOHEHTBI: IPOBEPKA BCEX MPOIUX KOMIIOHEHTOB MPOBOANTCS B COOTBETCTBUH C HX HHCTPYKIMSIMHU IO
SKCIITyaTaIyy.

q)yHKIIHOHaJ'IbHI)Ie HCIIBITAHUA

Pesxkum yibTpa3ByKoOBO# IJHEPruu

e  [loaroroBbTe MOJNHBIN KOMILIEKT YJIbTPa3BYKOBBIX HOXHUL PD 1 nojakitouute TpaHcabrocep, Clenys
HMHCTPYKLUAM, conepkamumcs B I'mase Il «YcraHoBKa U aKcILUTyaTanus 000pyA0BaHU.

e  [IpoBepbTe, BHIIOIHAETCS JIM NEPEXO B paOb0OUNi pexXnUM. Y pa3HBIX yIbTPa3BYKOBBIX HOKHHI] MOTYT OBITh pa3HbIC
uHTepdeiice Bxoaa. [logpodusre maCTpyKIMWNH conepxarcs B Yactu 1 Pasmena 3 ['massr 2.

e  VYOenurech B 0TOOpaykeHUH Ha Juciuiee MuHUMainbHOro (MIN) ypoBHs sHepruu 3 u MmakcuMaisHoro (MAX)
YPOBHS 9Hepruu 5.

e [loHaxxmMaliTe KHOIIKY YBEIWICHUS M YMCHBIIICHUS SHEPTHH, 9YTOOBI yOeAuThCs, 4T0 MUHUMANBHBIH (MIN)
YPOBEHb YHEPTUH MOXKHO PETyJIHpPOBaTh OT 1 10 5.

e  BruounTe reHepaTop ¥ NEPEeBEIUTE €ro B yIbTPA3BYKOBOH paboumii pexum. YOeanTecs B MPaBUILHOCTH
HOJKIIOUEHHs] TPAHCABIOCEPA U YIBTPAa3BYKOBBIX HOXKHUII.

e  PackpsIB Opanmy, HaxkmuTe kHOky MAX Ha nepanu. Ha XXK-3kxpane 10mKkHO 0TOOpa3UThCsa MaKCHMAaIbHOE
(MAX) 3HaueHHE HEPTHH «5», a TaKXKe JOJDKEH NMPO3BYdaTh CUTHAJ aKTHBAIIUH.

e  Haxmure kHonky MIN Ha memanu mpu packpsITeiX Opanmax. Ha JKK-skpane 10KHO 0TOOpa3UThCsI MUHIMATBHOE
(MIN) 3HaUeHHe 3HEPTHH, a TAKXKE TOJDKEH MPO3BYYaTh CUTHAT aKTHBALUH.

OPEAYHNPEXIEHUE: nepen TeM Kak akTHBHPOBATH CHCTEMY, YOSIUTECh, 9TO OpaHIITN HE COMPUKACAIOTCS C

TKaHSIMH, IPYTUMH HHCTPYMEHTAMH U IIPOYMMH NpeMETaMH BO N30€kKaHNe TPaBMHUPOBAHUS [10JIb30BATEIIS.

PesknmM OMIOISIPHOM 3JIEKTPOXUPYPIrUYECKON IJHEPIUH

e [loakirounTe CrielUANIN3UPOBAHHBII/OOBIYHBINM OUIIONSPHBIN 3JIEKTPOXUPYPTrUUECKUN HHCTPYMEHT C COOJIOICHUEM
UHCTPYKUUH.

e  VYbemurecs, YTO CHCTEMa BXOIUT B pabounii uaTepdeiic. g pexnma 00YHOT0 OMIOISIPHOTO HHCTPYMEHTA
JTOJDKHA OTOOpaKaThCsl MKOHKA YpOBHs dHepruu 30, a I crieuain3upoBaHHOr0 — MKoHKa «advanced bipolar»
(ciertmanu3npoOBaHHbIN OUITOJIAPHEII).

e  (erka Kacasich KHOIIOK MOIIArOBOTO YBEJIMUYEHUS U YMEHBIIEHHUS SHEPTHU B PEXHUME OOBIYHOTO OUIIOJISIPHOTO
MHCTPYMEHTA, yOeTUTeCh, YTO yPOBEHb YJHEPIHH MOXKET OBITh OTPETYJIHPOBaH B fuanaszone ot 1 1o 95. Uroost
MEPEKITIOYUTHCS HEOCPEICTBEHHO Mexy 3HaueHusMH 15, 30 u 60, xocHurech monoc Low (Huskuii ypoBeHs),
Medium (Cpennnit yposens) 1 High (Bsicokuii ypoBeHB).

. BrikirounTe reHepaTop Ha 5 ceKyHII. 3aTeM CHOBa BKIFOUUTE U BBKAUTE 10 cekyHA. YOeauTech B TOM, YTO JUIS
pexnMa 00BIYHOTO OHUITONSIPHOTO HHCTPYMEHTa oToOpaxkaeTcs uaTepderic ¢ 30 ypoBHAMH SHEPIHH, a IS
crennanu3upoBaHHOro — HHTEepdeiic «advanced bipolar» (cnennann3npoBanHbIi OnnomnsapHseiii). [IpoBepsTe
NPaBIJILHOCTh AKTUBALIMY T'€HEPATOPa COTIACHO YCTAHOBJICHHBIM TPEOOBAHMSIM.

e  [loxkimrounTe CIICIHAIM3UPOBAHHBIA U OOBIYHBINA OUIONISIPHBIE MIEKTPOXUPYPTHUECKHE HHCTPYMEHTHI i HAXKMUTE
Ha nefanb. JoKHBI 3aMUraTh HHAMKATOPHI YPOBHS YHEPTUU HA AHEIH yNPaBIECHUs U IPO3BYUYaTh CUTHAI
AKTUBAIIHH.

NPEAYIIPEXJIEHHUE: nepen akTuBanueld CUCTEMBI HEOOXOMMO CTPOTO CIICTUTH 32 TEM, YTOOBI YIbTPa3ByKOBbBIE

HOJKHHIIBI HE KacaJIUCh TKAHEH, APYTHX HHCTPYMEHTOB U IPOYNX IMPEAMETOB BO H30€KaHUE TPAaBMUPOBAHUS

MTOJIF30BATEIIA.



IpenynpesxkaeHuss 1 Mepbl NPEeIOCTOPOKHOCTH

HNmMeromue oTHOLIEHHE K CHCTEME

e  O3HaKOMBTECH C MHCTPYKIMSIMH IIEPE]l HCIIOIB30BAHUEM H COOMIOaiiTe AEHCTBYIONTHE B JICICOHOM YUPEKICHAH
MpaBHJIa KIMHAYICCKOH MPAKTHKH B 00NACTH yIIBTPa3BYKOBOW XUPYPTHH, JIEKTPOXUPYPTHH, THHEKOJIOTUH H
JIamapoCKOIIHH.

e  MuHMManbHO MHBAa3UBHBIE MEIUIIMHCKHE YCTPOICTBA pa3HBIX POU3BOANTENEH MOTYT OTINuaThed. Eciau npu
TIPOBEICHUH OTIEPAINHU HCIIONB3YIOTCS MUHIMAIBHO HHBA3WBHBIE METUIIMHCKAE YCTPOMCTBA M MIPUHAIIC)KHOCTH K
HHUM pa3HbIX IPON3BOJUTEINEH, yOeuTeCh B COBMECTHMOCTH HHCTPYMEHTOB M IIPHUHAJICKHOCTEH 110
XUPYPrU4ecKOro BMEIIaTelbCcTBa, a TakKe IPOBEPhTE BBOAUMBIE BHYTPh OpraHU3Ma NPUHAJICKHOCTH Ha
OTCYTCTBHUE I'PYOBIX IIOBEPXHOCTEH, OCTPBIX KPOMOK M BBICTYIIOB, KOTOPBIE MOTYT IIPECTABIISITH ONACHOCTb.

e  JlaHHOE yCTPOHCTBO MpeIHa3HAYCHO AJIS HCIIOB30BAHUS TOJIBKO aTTECTOBAHHBIMH XHPYPTraMH, HMCIOIINMHU
CHENHANBHYIO MOATOTOBKY. PaboTaTh ¢ 3NMeKTpOXUPYPriHYeCKIMHA HHCTPYMEHTaMH pa3penaeTcs TOIBKO IOCIe
MPOXOKICHUS COOTBETCTBYIOIICH OATOTOBKHU K MX MCIIOIB30BAHUIO MIPU TPOBEICHUH KOHKPETHBIX mporenyp. [Ipu
OTCYTCTBHUH MTOOOHON OATOTOBKH BO3MOXKHO HETPETHAMEPEHHOE IPUYNHECHNE TAMCHTY CePhE3HBIX TPABM,
BKITIOYast Iep(OpaIiio CTCHOK KUIICYHUKA U HeOOPaTUMBIH HEKPO3 TKaHEH.

e  He BckphIBaiiTe KOpIyc reHepaTopa 6e3 pa3penieHust Bo n30exkaHne BO3MOKHOTO MOPaXeHUsl TOKOM. Bce paboThl,
CBSI3aHHBIE C PEMOHTOM U MOJIepHHU3allMell HHCTPYMEHTA, JOJDKHBI BRITOIHATHCS JTUIAMH, TPOIIEAITNMHU
MOATrOTOBKY B KomnaHuu «Puu Ceprkukan, HK.» 1 aTTECTOBaHHBIMU €10. 3aIlpeIieHO HCII0Ib30BaTh JaHHOE
YCTPOMCTBO I KaKUX-JTMOO UHBIX LieNei, KpOMEe BBIOJHEHUS! XUPYPTrUUECKUX BMELIATENBCTB Y YEIOBEKa.

e i mpenoTBpaIICHUS] ONAaCHOCTH IMOPaXCHUS IEKTPUISCKUM TOKOM W TPAaBMHUPOBAHUS MAIUCHTA U
MEIHITUHCKOTO TIePCOHANa, a TAKKe TOBPEKACHUS TaHHOTO YCTPOMCTBA WITH JPYTUX MEIUITMHCKHUX H3ICITHN
TpeOyercs rry0oKkoe TOHUMaHNE TIPUHIIUTIOB U METOIUK, CBSI3aHHBIX C BHITIOJIHEHHEM JIa3ePHBIX,
NIEKTPOXUPYPTHUECKUX U YIBTPa3BYKOBBIX npolenyp. ClieayeT He HOIMyCKaTh HapyIIeHHs 3IEKTPOU3OJIAINN WIN
3a3emiieHHd. He morpyskaiiTe a1eKTpoXupypruueckue HHCTPYMEHTHI B )KUAKOCTH, KpOME CIydaeB, KOTAa 3TO
MPETYCMOTPEHO UX KOHCTPYKLHEH U MX MapKUPOBKE COAECPIKUTCS COAEPIKUTCS COOTBETCTBYIOIEE YKa3aHHUE.

e  beszomacHOCTE M 3(h()eKTUBHOCTH YIBTPa3BYKOBBIX U JIEKTPOXUPYPTHUSCKUX OIEPAIHil 3aBUCAT HE TOJIBKO OT
KOHCTPYKIIMH 000pYIOBaHUS, HO TAK)KE, BO MHOTOM, OT OOJIBIIIOTO KOJIMYeCTBa (PaKTOPOB, HAXOSAIIUXCS IO
KOHTpOJIEM oreparopa. [ moBkIIIeHNsT 0e30MacHOCTH 1 3P EKTHUBHOCTH HEOOXOIUMO IPOYUTATE, IIOHITH U
CJIeZIOBATh HHCTPYKIIMSAM IO IKCILTyaTalliH, TIPETyCMOTPEHHBIM JUIS yCTPOICTBA.

e  Kak U B cily4ae co BCeMH UCTOYHUKAMH DHEPTUU (DIEKTPOXUPYPTHUECKOH, Ta3epHON U YIbTPa3BYKOBOK), CIelyeT
YUUTBIBAaTh KaHLIEPOTEHHBIC U HHPEKIIMOHHBIE PUCKH, KOTOPhIE MOTYT HPOUCXOANUTE OT Pa3IMIHBIX MOOOYHBIX
MPOAYKTOB TKAHEH, TAKUX KaK JbIM U TBEp/ble YaCTHUIIbI B Bo3ayxe. [Ipy mpoBeieHNH KaK OTKPBITHIX, TaK U
9H/IOCKOITMYECKUX OTEpaLUii clelyeT UCIOIb30BaTh CPEACTBA AJIS 3alUTHI I71a3, PECITUPATOPHI, a TAKKe
3¢ deKkTHBHOE ABIMOOTBOIHOE 000PY/I0BAHHE.

e  [locne n3BNIeYEHUS HHCTPYMEHTA MIPOBEPETE TEMOCTa3 TKaHU. B ciIydae OTCYTCTBHSI TeMOCTa3a CIEAyeT
HCIIONIE30BaTh COOTBETCTBYIOIINE METOIBI JJISl €T0 00SCIIeUCHHUS.

e  3nenus, MpoU3BEICHHBIEC WIN PACIPOCTPaHAEMbIE KOMIIAHUAMH, HE yIToTHOMo4YeHHbIMH «Pru Cepaxuxain, MHK.»,
MOTYT ObITh HECOBMECTUMBI C CHUCTeMOil. VIcTionp30BaHNe TaKUX U3/ETTHI MOXKET IPUBECTH K HENPEIBUICHHBIM
pe3yabpTaTaM U TPaBMHPOBAHUIO MOJIH30BATEIS WIIN MTALlUEHTA.

e  Jlns cCHIKEHHS pUcKa HHTEP(EPEHIINN YCTPOHCTBO U €ro KOPITYC JOJDKHBI OBITH OAKIIIOUEHBI K OTAEIBHBIM LEIsIM
SNEeKTPONUTAHUS.

e  JlaHHOE yCTPOMCTBO HE MOAXOIUT JUIS UCTIONB30BAHMS B IPUCYTCTBUH JETKOBOCIUIAMEHSFOIIINXCS CMeceit
AQHECTETHKOB C BO3yXOM, KUCIOPOJOM HITH 3aKUCHIO a30Ta. CyIecTByeT BEpOSTHOCTh 00pa30BaHMUs HCKp MPH
COYAapeHNH C APYTUMH METAJUIMIECKUMHU YCTpOHCTBaMH. MICKpBI MOTY BBI3BaTh BO3TOpPaHNE TOPIOYHX Ta3oB,
HaIpUMep, IPOMBICIOBBIX Ta30B.

®  YCTpPOWCTBO AOIKHO NIPUMEHSTHCS B YCTAHOBJIEHHOM JMANa30He TEMIEPaATyp OKpYy Karollel cpeabl.

e  HanpspkeHne po3eTKH JODKHO COOTBETCTBOBATH TpeboBanmuaM renepatopa (I'maBa « TexHUYeCKne yCIOBH).
HenpaBunpHOE MOIKIIOUEHNE K HCTOYHUKY JIEKTPOIHEPTHH MOXKET BBI3BATh OBPEXKICHNE TeHEPaTOpa, MPUBECTH
K MOPaKEHHIO ANEKTPHIECKUM TOKOM WITH PUCKY TOXkKapa.

e  Bo m30exxaHue pucka Noxapa, He MOJIb3YHTECh YATHHUTEISIMHU.

e  He nonmxaiite rpOMKOCTb 3BYKOBOI'O CHTHaJla aKTUBAalUK. XUPyPrUUECKUH NEPCOHAN JODKEH CIBIIATh CUTHATIBI
aKTUBALIMY TIPU MOJa4e YHEPTUU OT FeHeparopa.

e  YCTaHOBIIEHO, YTO ABIM, 00pa3yIOMIMICS IPH paboTe C INMEKTPOXUPYPTUIECKUMHU HHCTPYMEHTaAMH, MOXKET OBITh
BpelleH IS MAalMeHTOB M XHUPyprudecKkoro nepcoxana. Heo6xoanmo obecriednBaTh HaTH4re HaIeKaIIeH
BEHTHWJISAIMH C TBIMOOTCOCOM M HHBIMH COOTBETCTBYIOIIMMH CPEACTBAMH YBaKyallHH AbIMA.

e B KOHCTpyKLMU UHTETPUPOBAHHOIO YIBTPA3BYKOBOTO XUPYPrHYECKOI0 reHepaTopa NPUCYTCTBYIOT HECTEPUIILHBIE
KOMITOHEHTHI (HanpuMep, TpaHcasiocep). CTepuin3yiTe uX B COOTBETCTBUH C TPEOOBAHUSIMH IIepe]l Ha4aIoM



YCTaHOBKH cHCTEMBI. I10pAI0K OYNCTKY M CTEPUIM3ALMH CM. B HHCTPYKIHMAX MO 3KCIUTyaTallul COOTBETCTBYIOIINX
KOMITOHEHTOB.

Bo n3bexanue TpaBMHPOBaHUS 110JIb30BaTENCH 1 NAIMEHTOB, NIEPE HaJKaTHeM KHOIIKHU ITPOBEPKH U BO BpeMs
MIPOBEPKU CUCTEMBI YIbTPa3ByKOBbIE HOKHUIIBI HE TOJIKHBI KAaCAaThCsl JPYTUX YCTPOHCTB, XUPYPrUUECKUX
MPOCTHIHEH, TAIIMEHTOB ¥ MHBIX IPEIMETOB. MeToAnKa MPOBEPKU CUCTEMBI JJOJDKHA BKIIFOYATh B ce0sl MEPhI
MPEIOCTOPOXKHOCTH Ha CIydai TBEPIBIX YACTHUI] B BO3yXe (COTIaCHO MpaBUIaM, ACHCTBYIOMINM B JI€4eOHOM
YUPEKICHUN).

He Hy»HO npuiaraTh 4Ype3MepHbIe YCHIIHS K OpaHIaM Bo N30ekaHHe CHUKEHHS N0Aa41 YJIbTPa3ByKOBOH SHEPTUH.
Bo n3bexanue TpaBMHpOBaHUS M1OJIB30BATENS JI€3BHE HE JIOJDKHO KOHTAaKTUPOBATh C TKaHbIO, IPYTUMH
YCTPOUCTBAMHU WJIU NPEAMETAMHU A0 AKTUBALUN CUCTEMBI.

B ciryuae nponmBaHus WIIH Pa3OpEI3TUBAHUS KHUIKOCTH Ha TEHEPATOP WM BHYTPh HETO JIMOO MOTPYKEHUS
TeHepaTopa B KHUIKOCTh BO3MOXKHO €TI0 TIOBPEKACHHE, IOPAKCHNE MTOIH30BATENS JICKTPHUECKUM TOKOM HIIN
BO3HHMKHOBEHHE TT0Kapa.

Hckpsl 1 HarpeB, BO3HUKAIOIIKE NIPH BHITIOIHEHUH MPOIEYPhl 3aKPBITHSI COCYA0B, MOTYT SABJISITHCSA HCTOUHHUKOM
Bo3ropaHus. MapneBble U TyOKOBbIe MaTepHaibl JOJIKHBI OCTaBaThCs BIAXKHBIMU. [lepxute
INEKTPOXUPYPTrHUECKUE NEKTPOJIBI BIAIN OT TOPIOYMX MaTepualioB U cpej, Oorateix kuciopoaom (02).

B ciryyae 3HaUMTENFHOTO MTOBPEKACHHS TPAHCABIOCEPA WIIN BBISBICHHUS IPU3HAKOB MOBPEXKICHUS KaKUX-TH00
YyacTed Tocie Mpoueaypsl OYUCTKH U Ne3MHPEKINN, n30aBbTech OT HUX. [I0BpexieHHBIE 9acTH HEOOXOMMO YETKO
roMeyaTs BO M30€KaHHe MMOCIEAYIOIIETO NCTIOIb30BaAHMS.

Bo u3bexanue 3arpss3HEHUS OKPYKAKOIICH Cpe/ibl OOBIYHBIC M DJICKTPOHHBIC OTXOIbI TOJKHBI YTHIU3UPOBATHCS B
COOTBETCTBUHU C IIpaBUJIaMU, HeﬁCTByIOHIHMH B J'Ie‘-Ie6HOM YUpCKACHUH, a HC BLI6paCI)IBaTI)CH B ITPOU3BOJIbHOM
HOpSIZIKE.

He ncnone3yiite reHepaTop B HETIOCPEACTBEHHOM OJIM3H C APYTHM 000pyIOBaHHEM M HE PacliojlaraiTe ero moBepx
JIpyrux nprdopos. Ecim rerepaTtop HEOOXOANMO HCHONB30BaTh PSIOM C JPYTHMH YCTPOMCTBAMU MM TIOBEPX HX,
CJIeTyeT KOHTPOJIMPOBATh COCTOSIHIE TeHEpaTopa U Apyroro o0opy10BaHMs 11 00eCIIeYeHNST HOPMAIbHON
paboTEI.

B ycTpoiicTBe OTCYTCTBYIOT JeTaliy, 00CIy KHBaeMbIe 10Jib30BaTeneM. [1o Borpocam o0ciykuBaHus oOparaiirech
K TOPrOBOMY IIPEJCTaBUTEIIIO WIIN CEPBIUCHOMY IepcoHairy komnaHuu «Pua Cepxkukamny.

[IpoBepsiiiTe Bce ycTpoHCTBa, TOAKIIOYaEMBIE K CHCTEME, a TAK)KE BCE MOJKITIOYCHUS MIEPE]T MX UCIIOJIb30BAHUEM.
YcrpoiicTBa N0DKHEI (HYHKIIMOHHPOBATh HAUIEKAIUM 00pa3oM. HenpaBuibHOE coeTMHEHHE MOXKET MPUBECTH K
BO3HWKHOBEHHMIO JIyTOBOTO Pa3psijia, HCKpP, HENPAaBWIFHOMY (YHKIMOHHUPOBAHUIO WIIM HEXEIaTeIbHbIM
XHUPYPTHYECKNAM ITOCIIEICTBHUIM.

Bo m3bexanune pucka nopaxeHus 3JeKTPUIeCKUM TOKOM JaHHOE 000pyJ0BaHUE JOJDKHO MOIKIF0YATHCS TOJIBKO K
CETH C 3aI[UTHBIM 3a3EMJICHHEM.

Jlepxurech Kak MOXKHO Jaiblle OT TeHepaTopa M NPOYHUX IEKTPOHHBIX YCTPOHCTB (HapuMep, MOHUTOPOB). He
MepeKpeIBaiTe EKTPHUECKHE IPOBOJIA M HE MPUBA3BIBANTE UX K JJIEKTPOHHBIM ycTpoiicTBaM. ['eneparop
MOXET CO3/1aBaTh IIOMEXH B JIPYTUX 3JEKTPOHHBIX yCTPOHCTBAX.

C 0CTOPOKHOCTBIO MCIIOIB3YHTE TeHepaToOp B MPUCYTCTBUM BHYTPEHHUX U BHEIIHUX KapIUOCTHMYJIATOPOB U APYTHX

UMIUIaHTHPYEMBIX pubopoB. MHTepdepeHiys, co3aaBaeMas 3JIeKTPOXHUPYPrUuecKUM 000pyJOBaHUEM, MOXKET
AKTUBUPOBATh HEOE30MACHBIN PEeXHUM PaOOTH KapIUOCTUMYJIATOPA UM HHOTO YCTPOICTBA JINOO TTOTHOCTHIO
BBIBECTH HX M3 CTPOSI.

ITpu HEOOXOTUMOCTH IPUMEHEHHUS TeHepaTopa y MAI[EeHTOB ¢ MMIIJIAHTUPOBAHHBIM MEAUIIMHCKIMH YCTPOHCTBaMHU

KOHCYJIbTUPYHTECH C IPOU3BOAUTEISIMHE ITOCIICAHUX WM C OTBETCTBEHHBIMH COTpYIHUKaMHU Baiero neqyeGHOro
YUpEeXJICHUSI.

BynibTe 0CTOPOIKHBI, pacroiarasi HHCTPYMEHTBI CBEpXY Ha FeHepaTope WK pa3Mellas ITeHepaTop MoBepx JIPyrux
ANEKTPHUUYECKUX MHCTPYMEHTOB. Takoe pacroyioxKeHUe SBIISIETCS HeyCTOWYMBBIM M He 00eCIIeuBaeT HaljIexariee
OXJIAXKICHHE.

[Tanenue remepaTopa MOXKET BEI3BATh NTpEepbIBaHUE onepanuu. Ha 3ToT cityyail B HUINYNY JOIDKHA UMEThCS
3amacHasl CHCTeMa.

Eciu 370 TpeOyercst MeCTHBIMH TIPaBHIIAMH, TEHEPATOP JIOJDKEH ObITh COSTMHEH C TOUKOW MOJKIIOUSHHUS K CUCTEME
YPaBHHUBaHHMS IIOTEHIIMAJIOB JIEYEOHOT0 YUPEKACHHS KabelneM ypaBHUBAHHS TIOTEHIHAIIOB.

IIpu 0AHOBPEMEHHOM HUCIIOJIb30BAaHNH Y MAIIMEHTa JAHHOW CHCTEMBI 1 000PY/I0BaHUSI KOHTPOJISI (DU3HOTIOTHUECKHX
noKasaTeJsiell Bce 3JIeKTPO/ibl MOHUTOPHHTA IOJDKHBI HAXOIUTHCS HA MAKCUMaJIbHO BO3MOYKHOM PACCTOSIHUH OT
MHCTPYMEHTA.

B pexume paboThI ¢ OOBIYHBIMY OUIIOISIPHBIMU MHCTPYMEHTaMH BBIOMpaiTe caMblii HU3KHIA YPOBEHb 3HEPTUH JUIS
JIOCTHKEHUS XKeIaeMoro s QeKra.

BbIX0/1 U3 CTPOS BEICOKOYACTOTHOTO XUPYPTUUECKOr0 000pYA0BaHHUS MOXKET BBI3BAaTh PE3KOE yBEIUUYCHHE
BBIIaBA€MOM MOILHOCTH.

B reneparop u craHIapTHBIH OUIONISPHBIN 3JEKTPOXUPYPTUUECKUN Kabellb MOTYT IPOHUKATh BOJIAa M TBEP.IbIC
MOCTOPOHHHE YaCTHUIIBL. ITOro HE0OXOJUMO U30eraTh BO BpeMs HCIIOJIb30BAHUS U YUCTKH.

Ipu ncnonb30BaHUU JAHHOW CHCTEMBI BMECTE € SHIOCKOIIOM MOXKET YBEIIMYMBATLCS BO3JCHCTBHIE TOKA YTEUKU Ha



opraun3m manuenta. CleanTe 3a 3TUM BO BPEMsi OTICPALIHIL

e  VBeJoMJICHHE MOJIB30BATENIO M/UIIK MALKUEHTY O TOM, YTO O BCEX CEPbE3HBIX MHI[HCHTAX, IPOU3OLICAIINX C
YCTpOMCTBOM, clieryeT coobmars B kommanuto Reach Surgical, Inc. mo anpecy Reachquality@reachsurgical.com n
B KOMITETEHTHBII oprat rocyaapcrsa-wicHa EC, B KOTOpOM HAXOAUTCS MOJB30BATENb H/WITH MALlUCHT.

e  Bo u3bexaHue HEYCTAaHOBICHHBIX PUCKOB HE MOIKIIFOYANTEe K TCHEPATOPY HECTAaHAAPTHBIC IIPHHAIICIKHOCTH.

e  He crnenyer ucrnonb3oBats reneparop OP9 u nmpuHAIEKHOCTH K HEMY, €CJIH, 10 MHEHHIO Bpaya, BHICOKOYACTOTHAsI
OUTIONSIpHAS WK yIIBTPA3BYKOBAs XUPYPTHsL HE SIBISIETCS JIYYLIAM PEIICHHEM TS TPOOIeMBbI MAIIUCHTA.

e  C NpOTHBOMOKA3aHUSMH [JIsL HICIIOJIB30BAHMUS BEICOKOYACTOTHBIX OUIIOSIPHBIX YCTPOWCTB U yIBTPa3ByKOBBIX
HHCTPYMEHTOB MOKHO B HHCTPYKIHAX N0 dKcIuryatanun (D) COOTBETCTBYIOMINX H3ICIHI.

NMewmmne OTHONIEHHE K MHCTPYMEHTY

IIpu npoBeneHNH XUPYPTUUECKUX OIepanuil HEOOXOJMMO IIOMHHUTE O TOM, YTO KOHEYHAs 4acTh, MIEKTPOJ U IITOK
YJIBTPa3ByKOBBIX HOXKHUI] MOT'YT IIOJIBEPTaThCs BO3JECICTBUIO BBICOKUX TEMIIEPATYP MPU AIUTEIBHON yIbTPa3ByKOBOM
WM GUITOJISIPHOM AJIEKTPOKayTepU3aluy TKaHel. B nensx 6e3onacHoCTH KpaiiHe BayKHO Ha BCEM MPOTSHKEHUH Ollepalui
n30erarth CIydaifHbIX KOHTAKTOB YHOMSHYTHIX YacTel HHCTPYMEHTA C TKAHAMHM, XUPYPTrHIECKUMH ITPOCTHIHAMHU U
XallaTaMU, a TaK)Ke MPUIEraloUMY y4aCTKaMH Tella.

Kpowme Toro, cymiecTBeHHOE 3HaUCHHE NMEET COOMIOJICHNE OCTOPOXKHOCTH TIPH MO3UIIMOHUPOBAHUH OHUITOISIPHOTO
MHCTpyMEHTa. B 4acTHOCTH, €T0 Helb3sI pachoiaraTh MOOIN30CTH MM B HETIOCPEACTBEHHOM KOHTAKTE C TOPIOUYUMH
MaTepHualaMH, TAKIMH KaK MapJys U XUPyprudecKue NpocThiHU. [IprMeHseMble B paccMaTpUBaEMOM KOHTEKCTE
OUTOJISIPHBIE HHCTPYMEHTBI IIPH UCIIOJIb30BAaHUHU CIIOCOOHBI BBIPa0aThIBaTh TEILIO, MOTYILEE CO3/1aBaTh PUCK HOXKapa.
Korza OunonsipHbId 31€KTpOXUPYPTrUUECKUN TeHEPAaTOp HE UCTIONB3YETCs, €ro CeAyeT HaJule)KalluM 00pa3oM XpaHUTh
B uexJie 1100 AepxKaTh Ha O€30I1aCHOM PacCTOSIHUM OT IaI[MeHTa, XUPYPIrHIEeCKOro IIepCoHaIa U TOPIOYUX MaTepHaIIOB.
NPUMEYAHMUE: ¢ nonoiHuTenpHON HHMOPMALUEH 0 MPEeIyNPEXACHUSIX U Mepax MPEeA0CTOPOKHOCTH MOXKHO B
COOTBETCTBYIOIIMX UHCTPYKLUAX 110 3KCILUIyaTallUH.



Nugpopmanus no IMC

ﬂaHHOG yCTpOﬁCTBO IMMPOIIO UCIIBITAHUE HA 3JICKTPOMArHUTHYIO COBMECTUMOCTDB, COOTBECTCTBYIOIIECC OIPAHNYNUTCIIbHBIM

TpeboBanusaM cragaapra IEC60601-1-2 mo MequuuHCKOMY 000pyIOBaHHIO. DTH OTPAaHUICHUS 00ECIIeUNBAIOT
HaJUIeKAIILYIO 3alIUTY OT HHTeP(EPEHIIMOHHBIX IOMEX B CTAaHIAPTHBIX MEIUINHCKUX YCTAHOBKAX.

CocrtaB u3geans

Cepuit | HammeHoBaHmE meTanu Monens/Bepcus Ne [Ipumeganns
HBII
HOMeEp
1 ONEeKTPOXUPYPIUIECKUN HHCTPYMEHT OP9 /
2 Tpancaprocep s yIBTPa3ByKOBOTO TRAG CoBMecCTUMOCTh
XHPYPrHIECKOT0 HHCTPYMEHTApPHUS
CucteMa yIbpTpa3ByKOBBIX HOXKHUIT JUIS CH14PD, CH23PD, CH36PD,
3 0JIHOPA30BOI'0 UCTIOIB30BAHUS CHA45PD, SRB14, SRB23, COBMECTUMOCTH
Y IbTpa3BYKOBBIC HOXKHHUIIBI SRB36, SRB45, SRE14,
SRE23, SRE36, SRE45
OnmHOPa30BHIH YIBTPa3BYKOBOM 0OSAZ23, OSA37, OSA44
4 BBICOKOYACTOTHBIN XUPYPrHUECKUi Tprudop /
Koarynstop Tkaneit
5 [emane mis yneTpaszBykoBoro nHCTpyMeHTapus | OP-FSD /
6 [emanp 1ist 3IEKTPOXUPYPTHUECKOTO OP-FSS /
HWHCTPYMEHTapHUs
7 OIEeKTPOXUPYPrUIECKUl OUTIONAPHEIN Kabehb OP-BPC /
8 VY pTpa3BykoBOU peoOpa3oBaTeh usC /

[IpumMeuanue: UCHIOIB30BAHNE IPHUHAICKHOCTEH OT IPYTUX IPOU3BOAUTENCH MOXKET MPUBECTH K yxyameHnto SMC
HMHTETPUPOBAHHON yJIBTPa3ByKOBOM BBICOKOUACTOTHON XUPYPIrU4eCKOW CUCTEMBL.

Ka0esn ycTpoiicTBa

Cepuitnprii | Tum kabens JmHa (M) DKpaHUPOBaHHBIN

HOMep

1 Kabeip HOXKHOTO TIepeKIroyaTens 3 Her
JUIsL yIIbTPa3BYKOBOTO HHCTPYMEHTA

2 Kabexnp nenanu s 3 Her
IIEKTPOXUPYPIHIECKOTO
MHCTPYMEHTapHUs

3 CuitoBoii kabens. 5 Her

4 Bunonspueii 3 Yes
AJIEKTPOXUPYPIHUECKUN Kabeb
Osprey

5 Kabens TpaHcaprocepa 2,9 Yes




Xapaxkrepuctuku IMC

JlaHHOE yCTpOMCTBO MOXKET OBITH TO/IBEPIKEHO PaANOYacTOTHBIM IOMEXaM, BBI3BAHHBIM APYTHM MEAUIIMHCKUM
000pyIOBaHUEM HJIH CPEICTBAMHU OecIIpOBOAHON CBA3H. Bo n30ekanue moJjoOHBIX MOMeX JaHHOE YCTPOUCTBO OBLIO
MTOJIBEPTHYTO UCTIBITAHUAM B cOOTBeTCTBUH co ctaHnaptoM IEC 60601-1-2 1 mpu3HAHO COOTBETCTBYIOIINM €0
TpeboBanusaM. Tem He MeHee, kommnanus «Pua Cepxukan, MHK.» He TapaHTHPYET ITOJIHOE OTCYTCTBHE IIOMEX MPH
OTZIETbHBIX BapHAHTaX YCTAaHOBKU 000pYyIOBaHMS.

B cnydae BbIsBICHHS TTOMEX (YTO MOXKET OBITH CIIENIAHO ITyTEM BKIIOUECHHUS M BBIKITIOUECHHUS YCTPOICTBA) TTOJIB30BATEIIO
(;mubo arrecroBanHOMy KoMmaHuel «Pua Ceprkukan, MHK.» epcoHary TEXHUIECKOTO 00CTyKUBaHUS) CIEIyeT
NPEANPUHSTH OAWH WM HECKOJIBKO BAPHAHTOB JEHCTBHUH 110 YCTPAHEHHIO TIOMEX U3 CIECIYIOIIEro CIHCKa:

V3MeHuTE OpHEHTAIMIO MITH PACIOIOKEHNE YCTPOICTBA, CO3/AI0IIEro MOMEXH.

VYBenuubTe paccTOSHUE MEX/y JaHHBIM U NEPEIAIOIIUM yCTPOHCTBAMH.

Hcnonp3yiiTe Apyrue NCTOYHUKH SHEPTHHU (IPYrOTo BUIA SHEPIUHU B CPABHEHHH C TEM, KOTOPBIH BIUSET Ha
o0opyznoBaHue) JUIsl IUTAHUS TAHHOTO YCTPOMCTBA.

IIpokoHCYIBTHPYHTECH Y MMOCTABIIMKA WM MPEACTaBUTENS CEPBUCHOI CTy kOBl Ha IpeAMET IPYTUX BapUaHTOB
yCTpaHEeHUs MPOoOIEMBI.

[TpousBoxuTENb HE HECET OTBETCTBEHHOCTH 33 IIOMEXH, BOHUKAIOLINE B CICAYIOIINX CUTYAIMAX: HCIIOIb30BaHNE
COCAMHUTEINIFHBIX KaOeleil OTINYHBIX OT PEKOMEH/I0BAaHHBIX; BHECCHHE U3MECHEHHNH WM MOAN(UKANNI B JaHHOE
ycTpoiicTBo 0e3 pasperieHus. HecaHKIIMOHNpOBaHHBIE H3MEHEHUSI U MOAN(DHUKALUI MOTYT MPUBECTH K CHHKECHHIO

3¢ deKTHBHOCTH 000y IOBAHUSI.

Bce Tumsl 35eKTpoHHOT0 000pYAOBaHUS CIIOCOOHBI BBI3BIBATH AIEKTPOMArHUTHBIC IOMEXHU B IPYToM 000pYyZOBaHUH,
BO3JICICTBYS Ha HETO uepe3 BO3AyX WIH APYTrHe MOJKIIOYCHHbIE K HeMy Kabenu. He monb3yiiTech BONIM3M TaHHOTO
YCTPOMCTBA arapaTaMu, KOTOPbIC 30T CUTHAJIBI B TUAMa30HE PaAnodacToT (MOOWIHLHBIMH Tee)OHAMH,
paauoTpaHCUBEPAMU WM ITyJbTaMU JUCTAHIUOHHOTO praBJ’IeHI/Iﬂ), TaK KaK 3TO MOKET NPUBECTHU K HECOOTBCTCTBUIO
(YHKIIMOHUPOBAHUS yCTPOMCTBA crielu(HUKaMOHHBIM TpeboBaHusaM. Eciiu nepeyrcieHHble anmnapaTsl HaX0IsITCs
BOJIM3M JaHHOTO YCTPOICTBA, OTKIIOUaiiTe X MUTaHHe. MeTUIIMHCKUI TepcoHall, OTBEUaIOIIUii 3a JaHHOE
060py)103aH1/Ie, JOJKEH UHCTPYKTUPOBATH TCXHUKOB, MAIIMCHTOB U NIPOYUX JIUII, KOTOPBIC MOTYT HAXOJAUTHCA PAJAOM C
3THM 000pYIOBaHUEM, CTPOTO COOJIONATh ONMCAHHBIE BBIIIEC TPEOOBAHMS.

Jlist obecrieuenust Haurexameit OMC monbp30BaTeNb JOJKEH MPOM3BECTH KOPPEKTHYIO YCTAHOBKY yCTPOWCTBA B
COOTBETCTBHH C yKa3aHUSIMH U3 PYKOBOJCTBA. B ciryuae BOSHHKHOBEHHS KaKux-Jn0o mpoodiem, csi3anHbIX ¢ OMC,
oOparmaiirech k arrecroBaHHOMY KomnaHuei «Pud Cepskukan, MHK.» nepcoHamy TEXHHUECKOTo 00CITyKHBaHHS.
Tpancaptocep (¢ kabenem) U yIbTPa3ByKOBbIE HOKHHIIBI SIBJISIOTCS pAOOYMMH YacTAMH [EJION CHCTEMBI.

MepbI Npea0CTOPOKHOCTH IPH YCTAHOBKE YCTPOMCTBA

JlarHOE 000py10BaHNE MOXKET HCIIOJIB30BATHCS B YCIOBHUIX CTAI[MOHAPA, 32 HCKIIOUEHHEM MTOMEIIEHHIT ¢
BBICOKOYACTOTHBIM SKPAaHHPOBAHHEM BOKPYT aKTHBHOTO PaJMOYaCTOTHOTO XHUPYPTUIECKOTO 000pyIOBAHNUS I B
KOTOPBIX HAXOJHUTCS MarHUTHO-PE30HAHCHOE 000pYI0BaHUE, IOCKOIBKY B IOJOOHBIX MECTaX BBICOKAsi HHTEHCHBHOCTD
JIEKTPOMAarHUTHBIX TIOMEX.

ITpocTpaHcTBeHHBIN pa3HOC (PUKCUPOBAHHOTO PaJIMOKOMMYHHKAIIMOHHOTO 000pYIOBaHNUS M BO3IEHCTBHE
HaINpspKeHHOCTH MarHUTHOTO TOJIS, TeHEPUPYEMO CTAlIMOHAPHBIMY NepelaTYMKaMH, TAKUMH Kak 0a30Bble CTAaHIMN
panuo- (COTOBBIX/0eCIIPOBOTHBIX ) TENIC(POHOB, & TAKXKE TOABIKHBIMH PAIHONPHUEMHBIMH YCTPOHCTBAMH,
JIOOUTEIBCKUMH PAANOTIPUEMHUKAMH, PaJHOTPaHCISIUAMU B quana3oHax AM u FM, reneparopamu TeneBU3MOHHBIX
CUTHAJIOB, U T.II., B IPUHITAIIE HEBO3MO)KHO OTIPEACIUTH TOYHO. J{JIs OIIEHKH 3JIEKTPOMArHUTHOM Cpe/Ibl, CO3JaBaeMO
(PUKCUPOBAHHBIMU PAMOYACTOTHBIMH NTEpeIaTINKaMH, CIEAYET PACCMOTPETh BAPHUAHT C H3MEPEHUAMU
3NEeKTPOMAarHUTHOTO 1oJisl. Ecny 3HaueHne HanpsHKeHHOCTH MarHUTHOTO TIOJIS, IOJTYYEeHHOE MO Pe3yibTaTaM U3MEepeHHH
B MECTE HaXOXK/ICHHUS YCTPOWCTBA, MPEBBIIIACT COOTBETCTBYIONIEE PaJHOYACTOTHOE 3HAUCHHE, YKa3aHHOE B 3asiBICHUH O
ITOMEX0YCTOMYMBOCTH, HEOOXO MO IPOBEPHUTH YCTPOICTBO HA IPEAMET KOPPEKTHOCTH ero GyHKIIHOHUPOBaHKA. B
CITy4ae BBIBJIICHUS OTKIOHEHHWH B YCIOBHUX 3KCIUIyaTallUU CIIEAYET PACCMOTPETh MPUHSITHE TOTOIHUTEIBHBIX Mep,
TaKUX KaK N3MEHEHHE OPUEHTAIIMH WJIH PACIIOJIOKEHUSI 000pyJ0BaHMs JINOO 3a1eHCTBOBaHIE IOMELIECHUS C 3alIUTON OT
panvovacTOTHBIX U3ITyUeHHH.

1) Ucnonb3yiite critoBoit kabeb, peJoCTaBICHHbIH WM 0100peHHbIH Komnanuer «Puu Cepxxukai, MHK.» YcTpolicTBa
C BUJIKOI IEPEMEHHOr0 TOKa clelyeT MOAKIIoYaTh K 3a3eMJIEHHBIM CTallMOHAPHBIM po3eTkaM. He ucnonb3yiite kakue
ObI TO HU OBIJIO aJanTepbl MM KOHHEKTOPHI JUIS TIOAKIIFOUEHHS CETEBOM BHIIKH.

2) Pacnionaraiite JaHHOE yCTPOWCTBO HA MAKCHMAJIEHO BO3MOKHOM yJAJICHUH OT APYTOTO 3JIEKTPOHHOTO 000PYA0BAHHUS.
3) CobumoaliTe yCTaHOBICHHBINA TOPSIOK NEHCTBUH MPH TIOIKITIOYEHUH YCTPOHCTBA.



OO01me npumeyaHus

(1) Cneunduxarus kabems.

[Tpu ucnonezoBanuu kabdeneit ot komnanuu «Pua Cepxukain, UHk.» He OyneT cTpanars IMC nanHoro ycrpoiictsa. [Ipu
HCTIONIB30BAaHUHM Ke Kabeleil ¢ Hem3BecTHRIMU Xapakrepuctukamu OMC ycTpoiicTBa MOXKET OBITh 3HAUHTEIBEHO
yXyIIIeHa.

(2) IlpenynpexxaeHne OTHOCHTEIHHO HECAHKITMOHUPOBAHHBIX H3MEHEHHIH U MOAN(UKAIIIA

OcymiecTBICHNE TTOJIB30BaTENIeM MOAU(BHUKAINN JAHHOTO yCTpoiicTBa MOXKeT yXyamuTs DMC mociaeHero.

K Moan¢ukanusM 0OTHOCSTCS H3MEHEHUs], 3aTParuBaoNIe CICIYOIINE aCTIEKTHI:

a. Kabenp (umHa, MaTepuai, Npokiaaka u ap.)

b. MoHTax/pa3mMerieHre 000py0BaHusl.

¢. Kongurypariust/koMmoHEeHTE 000pyI0BaHHUS.

d. leranu 3amutel 000pynoBaHus (OTKphIBAHHE/3aKPhIBAHUE KPBIIIKH, YJIEMEHTHI (PUKCALIMH KPBIIIKH).

(3) IIpu pabote ¢ 060pyIOBaHUEM BCE 3aIIUTHBIC KPBIIIKH JOJIKHBI OBITh 3aKPBITHI.

IIaHH()e ychOﬁCTBO MpeAHAa3HAYCHO JJIA MCIIO0JIb30BaHUA B OITMCAHHBIX HUXKC YCIIOBUAX 3HeKT’pOMaFHHTHOﬁ Cpeanl, 1
pruoOpeTaTenb U MOJIb30BATEIb YCTPOUCTBA TOIDKHBI 00ECIIEYNBATh €T0 UCTIONb30BaHNE B TAKOH 3JIEKTPOMAarHUTHON
cpene.

OCHOBHBIE XaPAKTEPUCTHKH

OCHOBHBIE YIBTPa3BYKOBBIE XapaKTEPUCTUKH: HET.

OCHOBHBIE BEICOKOYACTOTHBIE XaPAKTEPUCTHUKHU:

1. I[Tpu BEIpaOOTKE CIHENUATU3UPOBAHHOIO BHICOKOYACTOTHOTO PATHOU3TYUCHHUS OTKIOHCHUE HOMHHATBHOM BBIXOIHOU
MOIIHOCTH HE JOJKHO mpeBbImath 20% 0T cTaHAapTHOTO 3HAYEHUSI.

2. IIpu BeIpabOTKE OOBIYHOT'O BHICOKOYACTOTHOTO PAIMOM3ITYUCHHUS OTKIIOHCHHE HOMHHAIBHOM BBIXOTHON MOIIIHOCTH HE
JIOJDKHO IpeBbImaTh 20% 0T CTaHAAPTHOTO 3HAYCHHUS.

Pexomennanuu u 3assienus [IPOU3BOJUTEJIA - SJIEKTPOMATHUTHOE U3JIYUEHUE

JlaHHOG YCTPOI‘/'ICTBO MpeaHa3HAYCHO JIA UCIIOJIb30BAHUA B OIIMCAHHBIX HUKE YCIIOBUAX 3HCKTpOMaI‘HI/ITHOﬁ Cpeabl.
3aKa34nK WIN TO0Ib30BaTeNb YCTPOUCTBA TOKEH YOeIUThCs, 9T0 OHO OyIeT HCIOIb30BaThCSI MMEHHO B TaKOH
cpeze.

HcnpiTanue Ha u3inydeHue CoBMeCTUMOCTh | DJIEKTpOMarHuTHas cpeqia — PyKOBOJICTBO
PagmodacToTHOE H3ITyUeHHE I'pymma 1 PangmodacToTHast SHEPTHA UCTIONB3YETCS B YCTPOHCTBE TOIBKO
CISPR 11 JUTsl BHYTpeHHETo (QyHKIMOHUpOBaHUs. BeiencTeue 3Toro

YPOBEHb PAAMOU3IYUYEHHUSI OU€Hb HU3KUI, U BEPOSITHOCTh TOTO,
YTO OHO 6y,116T BbI3bIBATh IIOMEXHU B pa60Te HaxogA1merocs
PSAZIOM C YCTPOWCTBOM 3JIEKTPOHHOTO 000PYIOBAHHUS SIBJISIETCS

HU3KOIA.
PanuouacTorHoE u3nyueHue Knace A Xapakrepuctukn U3JIYUEHUWS nannoro tima obopynoBaHus
T apMOHHMHECKHIi TOK Krmace A JIENIAIOT €0 MPUTOAHBIM ISl HCTIOJIb30BaHUS B
IEC 61000-3-2 MPOMBIIICHHBIX 30HaX U J€YeOHbBIX YUPEKICHHAX.

Wzmenenns/konedanus/ckauk | Hopma
Y HalpSDKEHUS
IEC 61000-3-3

PeKOMeHZLaHI/II/I 1 3a4BJICHUSA TPOU3BOAUTEIIA - YV CTOMYNBOCTE K SJICKTPOMAIrHUTHBIM ITOMEXaM

JlaHHOE yCTpOMCTBO MpeHA3HAUYEHO JIJISl NCTIONh30BAHUS B ONMCAHHBIX HIDKE YCIOBUSIX DJIEKTPOMArHUTHOU CPEJIbI.
3aKka3yuK WIH MOJIb30BaTENh YCTPOHCTBA TOJDKEH YOSIUTHCS, YTO OHO Oy/IeT UCTIOIh30BATHCS IMEHHO B TAKOM
cpene.

HcnbiTanue Ha IEC 60601 YpoBeHb DNIEeKTPOMarHUTHAS cpelia — PYKOBOACTBO
MMOMEXOYCTOMUNBO | UCIBITATEIbHBIN COOTBETCTBUS

CThb YpOBEHb




DNeKTpocTaTHIeCK | KOHTAkT + 8 kB KOHTAkKT * 8 kB [ToJbl TOJKHBI OBITH TEPEBIHHBIMH,
17071 OCTOHHBIMH WJIM U3 KEPAMUICCKON TIIINTKH.
Ecmu moImel TOKPHITE CHHTETHIECKAM
MaTepHuanoM,

paspsg (OCP) Boznyx +2, 4, 8, Boznyx 42, 4, 8, 15 OTHOCHUTEJIbHAS BIAXKHOCTH JIOJDKHA
IEC 61000-4-2 15 kB kB cocraBnaTh He MeHee 30%.
Brictprie +2 kB mis nuani +2 kB nns nuHuit KadecTBo 3nexkTponuTanus J0JKHO
3IEKTPUUECKUE ANEKTPOIUTAHU AIIEKTPOTTHTAHIS COOTBETCTBOBATH CTAHAAPTAM DIICKTPOIHTAHH
MepeX0/IHbIE +1 kB s nuHni TUIMUYHOTO TOPTOBOTO MPEANPUITHS WK
TIPOIIECCHI/BCIUIECK BBO/Ia/BEIBOJIA MEIHUITTHCKOTO YIPEKICHHUS.
"
|IEC 61000-4-4 +1 kB mis nuani

BBOJIa/BBIBOIA
Bemreck +1 kB muawnsa(-un) | +1 kB ouaMS(-10) - KadecTBo 371eKTpOnTUTaHHs TOJIKHO
HaIPSKEHUA - TUHUA(-1N) JTUHUA(-UN) COOTBETCTBOBATh CTAHJAPTaM ICKTPONUTAHUS
IEC 61000-4-5 +2 kB nuuus (-um) | +2 kB nuHMA (-UM) - | TUIXYHOTO TOPTOBOTO MPEANPHUSITHS WIN

- 3eMJIA 3eMIIs MEJUIIMHCKOTO YUPEKICHUSI.
ITanenus Hampsokenue B Hanpsioxenue B cetn | KauecTBo anekTponuTaHus JOKHO
HapsDKEHUS, CeTH J10 JIO UCTILITATETILHOTO | COOTBETCTBOBAThH CTAHAPTaM DJICKTPOIUTAHUS
KPaTKOBPEMEHHBIE | UCIBITATEIHHOTO yposust 0%; 0,5 TUMUYHOTO TOPTOBOTO MPEANPUATHS WIH
MIPEPBIBAHUS yposas 0%:; 0,5 uukia npu 0°, 45°, MEIUIMHCKOTO yupexaeHus. Ecnu

mukna npu 0°,45°, | 90°, 135°, 180°, I0JIH30BATEIIO YIHTPA3BYKOBOTO

90°, 135°, 180°, 225°,270°m 315° XUPYPru4ecKoro

225°,270°m 315°
sHeprocHaOkeHus: | Hampspkenwe B Hanpsoxerune B cetn | 000pynoBaHUS HEOOXOAUMO, YTOOBI

IEC 61000-4-11

ceTu 1o
UCTIBITATEIBHOTO
ypoBHs 0%; 1
LUKII TIPH
HAaIpPSDKEHUH B
ceTu 110
UCTIBITATEIBHOTO
ypoBHs 70%);
25/30 mukinos
OnHODa3HEIIH: MpH
00

Hampsokenue B

JIO HICIIBITATEIIEHOTO
ypoBHs 0%; 1 mukn
NPY HaTIPSDKEHHH B
CeTH 110
UCIIBITATEIbHOTO
yposust 70%; 25/30
IIKJIOB
OnHoda3HbIi: mpu
OO

HaHpﬂ)KCHI/Ie B CCTHU

BBITIOJTHEHHE OTIEPALIUil MPOJOIKAIOCH ITPH
MpePBIBAHIH YHEPTOCHAOKCHUS,
peKoMeHIyeTCsl 00ecTeuynTh MUTaHNue
YIBTPa3BYKOBOI'O XUPYPrHYECKOTO

000pyIOBaHUS OT HCTOYHHKA OecriepeOoHHOTOo

CeTu 110 JIO UCIIBITATENILHOTO | TIMTaHUS MJIM aKKYMYJISITOPHOIT Oatapen.
UCIBITATEIBHOTO ypogsust 0%; 250/300
ypoBHs 0%; LIUKJIOB
250/300 1uki0B
Yacrora ceTH 30 A/m 30 A/m 3Ha4YeHNss MAarHUTHOTO MOJISl IPOMBIIIUIEHHOMH

(50/60 I'm)
MarunuTHOE none
IEC 61000-4-8

9aCTOTHI JJOJDKHBI COOTBETCTBOBATh
CTaHJApTaM ANEKTPOIUTAHUS THITMIHOTO
KOMMEPYECKOT0 UM MEAUIIUHCKOTO
YUPEKICHUSI.

PeKOMeH}IaHI/IH 1 3adABJICHUA IIPOU3BOAUTEIIA - Y CTOHUMBOCTH K QJICKTPOMArHUTHBIM ITOMEXaM

ﬂaHHOC YCTpOﬁCTBO MpEeaHA3HAYCHO JIA UCIIOJIB30BAHUA B OIIMCAHHBIX HUXKE YCIIOBUAX BHCKTPOMaFHHTHOﬁ

cpenpbl.
3aKa34uK WK T0JIB30BaTEIb YCTPOMCTBA TOJDKEH YOSIUTHCS, YTO OHO OYIET HCIOIh30BATHCS IMEHHO B TAKOH
cpeze.
Hcneitanne UcnpitatensHas | CoBmecTuM | PyKOBOJCTBO MO 3J€KTPOMArHUTHOM
Ha yacrora IEC OCTh

60601
MMOMEXOYCTOH | MOIMyCTHUMOE JIOIYCTUMO | cpene




Kl

YHBOCTH 3HAaYCHUE ¢ 3HaYCHHE
Hapenennsie | 3B [TopratuBHOE M MOOHUITEHOE 000PYOBAHNE PATUOCBI3U
PB (cpemHekBagpaT JOJDKHO MCTIOJIB30BaThCS HA HE MEHBIIIEM PAaCCTOSIHUU OT
HYECKOE MO00¥ YaCTH yCTPOMCTBA, BKIIIOYAs KaOeiIH, 4yeM
HaTIPsDKCHIE) PEKOMEH/TyeMOe PacCTOSIHHE, PacCIYNTAaHHOE 10 GopMyIIe
IEC 61000-4- | 150 xI'y — 3V BBIYHCIICHUS YaCTOTHI TIepeAaTInKa.
6 80 MI'u
6 B B ISM- PexoMeHyeMBIil IPOCTPAaHCTBEHHBII Pa3HOC
Juamna3zoHe 35
or 0,15 MI' no d= [W]\/a
80 MI'n 2VOd = E2WVAd=[3.5E1]Pd = 2]V 80-800 MT'
d = [ZVO=VOd = [Z]VOd=[7E1]P 800 MI'ni-2,7 ITn
rae P — MakcuManibHast BBIXO/IHAsE MOIIHOCTb
nepenaTyrka B BarTax (BT) O 1aHHBIM MPOU3BOAMTENS
Usnyuaembie | 3 B/m 3 B/Mm mepenaTyrka, a d — peKOMEHIOBaHHBIH MTPOCTPAHCTBESHHBIH
PaIUOBOIIHBI PasHOC B MeTpax (M).
IEC 61000-4- | 80 MI'u—2,7 I'Tt HanpspkeHHOCTB OIS OT CTaMOHAPHBIX PU-iepe1aTankoB,
3 AM 80% 1ipu 1 oTIpeieNIeHHas 0 Pe3yIbTaTaM AJIEKTPOMArHUTHOTO

o0cneoBaHUsA 00BEKTa, TOJDKHA OBITH MEHBINE YPOBHS
COOTBETCTBUA JJI KaXKA0I0 JUAla30Ha 4acToT.
[Tomexu MOTYT BO3HHKATh BOJIM3U 000PYAOBaHUS,
ITOMEYEHHOTO CIENYIOIIUM CUMBOJIOM:

TTIOPT KOPITYCA MEJIMIIMHCKOI'O
OJIEKTPOOBOPYJJOBAHUMS u MEAWNILIMHCKNX
OJIEKTPOCHUCTEM nopyiexut TeCTUPOBAHUIO B
cootBetcTBUH ¢ Tadmuuei 9 IEC 60601-1-2 ¢ npuMeHeHHEM
meToauk, onrcanueix B IEC 61000-4-3.

PexoMeH10BaHHBIH POCTPAHCTBEHHBII Pa3HOC MEXLy OPTATUBHBIM U MOOWIIbHBIM 000PY/I0BaHHEM PaIUOCBSI3H
U YCTPOUCTBOM.

JlaHHOE yCTPOMNCTBO NMpeHa3HAuYEHO IS HCIIOIB30BaHNA B DJICKTPOMArHUTHON Cpefie ¢ KOHTPOJIEM BO3MYILIEHHS
paaroBoiH. KIIMEHT WK 1oJb30BaTel b YCTPOUCTBA MOXKET CIIOCOOCTBOBATH IPEIOTBPAILIEHHIO
ANIEKTPOMArHUTHBIX TIOMEX, COOJII0/1asi MUHUMAaJIbHOE PACCTOSIHUE MEXKAY OPTATUBHBIMH U MOOMIbHBIMU
YCTPONUCTBAMHU PATHOCBSA3M (MepeJaTYNKaMy) M yCTPOHCTBOM B COOTBETCTBHH C IIPUBEICHHBIMU HIDKE
PEKOMEHAAIUAMHY C YIETOM MAaKCHMAaJIbHON BBIXOAHOI MOIITHOCTH 000pYIOBaHHUS CBSI3H.

HomunansHaas HpOCTpaHCTBCHHLIf/'I Pa3HOC B 3aBUCUMOCTH OT YACTOTHI ICpCAATINKA /M
MaxcHMabHas 150 k' — 80 MI't 80-800MI it 800 MI'u—2,7 I'T
BBIXOAHAA 3.5 \/_ 3.5 \/_ 7 \/ﬁ
MOIIHOCTb d= [ﬁ] a d= [E] a d= [ﬁ]
nepeaaTynuka

(Br)

0,01 0,117 0,117 0,233

01 0,36999 0,36999 0,73681

1 1,17 1,17 2,33

10 3,69986 3,69986 7,36811

100 11.7 11.7 23,3

HpI/IMe‘[aHI/le! 9TH PEKOMEHAAIIUN MOT'YT IIPUMCHATHCA HEC BO BCEX CUTYyallUAX. Ha pacopoCTpaHCHUE
SJICKTPOMAIrHUTHBIX BOJIH MOT'YT BJIMATDH (HOFJ’IOHIEITB u OTpaH(aTB) CTpOCHUs, NPEAMETHI U JIFOAU.




TexHuuyecKkue yciaoBusi

KoMmItoHeHThI, He00X0qUMBIE TS (QYHKIIMOHUPOBAHUS CUCTEMBI: JJIEKTPOXUPYPIrHYECKUI HHCTPYMEHT, TPaHCIbIOCED,
neaab Ui yIbTPa3ByKOBOTO MHCTPYMEHTapHs, eAalb JUId MIEKTPOXUPYPTrHUECKOro HHCTPYMEHTApHUs,
YJIBTPa3BYKOBBIE HOXKHUIIBI MM 3JIEKTPOXUPYPTUUECKHIE HOKHHIIBI, SEKTPOXUPYPTUIECKIH ONTIONApHBIN KaOelb,

OUMNONAPHBIA HHCTPYMEHT.

Nudopmanuio 0 JTaHHOM KOMIIOHEHTE CM. B OIIUCAHUM YCTPOMCTBA.

CrereHb 3allIUTHI OT MOPAKCHUSA DJICKTPUICCKUM
TOKOM

VYuprpa3Byk: ——— pabouas gacts Tma CF;

1}

pabouas

yacth THa CF Ha 0CHOBE OUITONIAPHO 3MEKTPOXUPYPIAICCKOMH

SHEPIHH C 3aLIUTON OT paspsaaa aAehudpuLIsiTOpa

CreneHb 3alIUTBI OT MOPAKCHUSA DJICKTPUICCKUM
TOKOM

Knacc I

3amuTa OT Bpena BeiaencTeue nHdys3uii

CrangapTHoe 000pyI0BaHKE

CreneHb 3alIUThI OT NIOIIaAaHHsA BOJbI

HosxHoit nepexmouatens: [P68

Kareropus ynpasnenus

Knacc IIb

[TapameTps! yIbTpa3ByKOBOTO peKUMa:

[Totpebisiemast MOIIHOCTh

Hanpsoxenue cetu nutanus: 100-240 B

Yacrora cetn nutanus: 50-60 I'g
[otpebnsemas mormHOCTE: 400 B-A

[TapameTps! yIbTpa3ByKOBOTO peKUMa:

N3nenue:

YacTtoTta BO30YXA€HUSA 54-57 kI’
[TepBruHOE BHOpAaIMOHHOE OTKJIOHEHHNE KOHIMKA 25-110 MM
OCHOBHOE aKyCTHYECKOE TI0JIE M3ITy4eHHs KOHIHKA

YIIBTPa3BYKOBBIX HOYKHHII 1,53-2,75 mm2

BTOpH‘IHO@ AKyCTHUYCCKOC NTOJIC U3JIyYCHU
KOHYMKaA YJIbTPa3BYKOBBIX HOYKHHUIL

19,32-35,88 mm2

BrixonHOM 3BYyK, OJTy4EHHBIH HA KOHYHMKE YIbTPa3ByKOBBIX
HOJKHHII [IPY OTTIOPHON aMITIUTY/I€ MOIITHOCTH Ha OCHOBHOM

koHunke <30 Bt

Tun peryanupoBKU 4acTOTbI CUCTEMBbI

HemnpepbiBHas aBTOMaTu4eckas peryjJupoBKa YaCTOTHI

BO30YXK/ICHHSI HE3aBUCHMO OT HATPy3KH

PezepB moutHoCcTH

He menee 2,5

[TapaMeTpsl 2MEKTPOXUPYPrUUECKOTO PEKUMA:

PaGouas yacrora

400 xl'u+ 5%

MakcumansHOe BBIXOIHOC HAIIPSIKECHUE

<250 B

MakcHMaIbHBIA BEIXOJHOH TOK B
CHCIHATH3UPOBAHHOM OUIOISIPHOM PEXKIME

<5,5 A (cpenHeKkBagpaTHYECKOE HANPSIKEHHE)

MaxkcuMaibHbIN BEIXOIHOW TOK B OOBIYHOM
OWIIOJIIPHOM PEIKUME

<2,2 A (cpenHeKBaJpaTH4YecKoe HaNpsHKEHHE)

AMHJ’II/ITy,Ha MAaKCHMaJIbHOI'O BBIXOJHOI'O
HaOps>KCHUA

<500 B




KoadpummenTt amrumty nbt

1,6+0,4

HomunanbHass MOIIHOCTh

PagurodacToTHas crielMaIn3upOBaHHAS OUTIONSIPHAS SHCPTHS:
270 Bt +20%
PaguodacToTHast 00bIuHast OunonspHas sHeprus: 95 Bt = 20%

HomuHaneHas Harpyska

PanuouacToTHas cnenuanu3upoBaHHast OUTIONSIPHAs SHEPTHUSL:
30 Om
PanuodactoTHast 00bryHast Ounonspuas sHeprus: 200 Om

TpeboBanus k cpeze
9KCILTyaTalllH

Temneparypa:
10-30°C

ITocne mepeHoca reHepaTopa U3 NOMEIEHUs, IJI€ OH XPaHUICA
npu temnepatype Hmwke 10°C nnn Beime 40°C, B pabouyro
cpemy HEOOXOAMMO BBDKIATH OAMH Yac, MPEXIE YeM
BKJIFOYATh €T0

OTtHOCHTEIBHAS BIaXKHOCTE: 35%—75%

Atmocteproe nasnenue: 800—1060 rlla

YcnoBust TpaHCTIOPTHPOBKHU U
XpaHEeHHA

Temneparypa: ot -30°C no +55°C (reHepatop, nenajb, aganTep)
Temmeparypa: ot -10°C mo +55°C (ynpTpa3ByKOBEIC HOKHHIIBI)

Baxxknocts: <80%

Atmocteproe nanenue: 800—-1060 rlla

I[aTa HU3IroTOBJICHUA

JlaTy U3TOTOBIICHUS MOKHO OTIPENEIUTh TI0 CEpUITHOMY HOMEpY Ha 3aJHEeH
TIAHEJIU TeHepaTopa.

CunoBoii kabes.

CoortsetctByet TpeboBaumsiM CCC (ob0s3arenpHas ceptudukanus B Kurae)

Homunanenseiii Tok: 10 A

CKopoCTh 3aTyXaHHs

3aBUCHT OT HCTIONIB3YEMbIX BAPHAHTOB TPAHCIBIOCEPA U YIIBTPa3BYKOBBIX
HOXHUIL. IHOPMAIHIO 0 CKOPOCTH 3aTyXaHUs CM. B MHCTPYKLHSIX T10
9KCIUTyaTalli IPUMEHIEMBIX yJIbTPa3BYKOBBIX HOXHHIL 1
TpaHcabrocepa oo B ['nase 7 «IIpemynpexxaeHus u Mepsl
PE0CTOPOKHOCTHY.

IIpenoxpanuteins

¢5* 20 TSAH250V

Macca (0e3 yrmakoBKH)

I'enepaTop: HOMUHANBHO 8 KI

Oo6mrre pa3mepsl

I'enepatop OP9: (mmmHa * mmpuna * BeicoTa): 34-34—16 cM

Vrunuzammys HekoTopblie BHyTpeHHIHE KOMIIOHEHTHI TEHEPATOPA, MEAAIN U KaOesb MOCIeHET0
COJIepIKaT CBUHEI. Y THIM3UPOBAThH B COOTBETCTBUU C MECTHBIMHU TIPaBUIAMHU
¥ HOpMaMmu. batapeu cieayer yTHIH3UPOBATh B COOTBETCTBUU C IIPUMEHUMON
MPAKTHKOM yTUIIN3AIMH OTXOO0B.

Knaccudukanus AP/APG He sBnsercs nznenmuem kareropun AP/APG.

CpoK dKCILTyaTaliu:

Cpok ciyx0bl: 7 et

Bepcust mporpaMMHOTO
obecrieueHus

V01.01




®opMa OUIIOJISIPHOIO BHIXOJAHOI'0 CUTHAJIA

MOmHOCTH CHIENUATU3UPOBAHHOTIO OMIIOJISIPHOTO BHIXOAHOIO curuaJia - I'padpux

HATPY3KH

Power(W)
1000

100

10

Advanced Bipolar Power-Load Curve

100

Load(Q)

1000

[IPEJIEJIHBIE 3HAUEHU S I KPMBOUW MOIIIHOCTU MaxkcumanbHast MomHocTb: 270 [Br]

Harpyska (Om) Huxnuii npenen Homunansnoe Bepxnuii npenen
5 83,6 104,5 125,4

10 159,84 199,8 239,76

20 216 270 324

30 216 270 324

50 204,64 255,8 306,96

100 138,72 173,4 208,08

200 78,88 98,6 118,32

500 31,6 39,5 47,4

1000 15,84 19,8 23,76

HommunansHas kprBas MOIIHOCTH BeIXxoAa 270 BT Ha HOpMATHBHOM Harpy3Ke B COOTBETCTBHUH C IPEACTaMU H3MEPUTEI
Harpy3049HOM KPHBOH IO TOKYy/HanpsoKeHUo. KprBas MOITHOCTH Ipu paboTe MEHSETCS U MPEICTaBIeHa JHaa30HOM

3HAYECHHI.

IIpumevanue: Harpy304Hasi KpHUBasi yCOBEPIICHCTBOBAHHOT'O OUITOJISIPHOTO BBIXO/Ia MOIyYeHa B UCIBITAHUH TIPH padboTe
reHepaTropa B MH)XCHEPHOM (OTJIQJI0YHOM) PEXKUME.




IHotHast MOITHOCTH OOBIYHOTO OUIOJISIPHOTO BHIXOAHOI0 curnaJa - I'pagux

HATPY3KH
Power(W) Basic Bipolar Full Power-Load Curve
100
10
1
1 10 100 Load(Q) 1000

IIpenenpHble 3HaYEHUS 17151 KPUBOW MOJIHOM MomHOCTH [BT]: MakcuManbHast MOITHOCTE 95 BT

Harpyska (Om) Huxnuil npenen Homunansnoe Bepxnuii
npesen
5 16,16 20,2 24,24
10 32,32 40,4 48,48
20 64,48 80,6 96,72
30 76 95 114
50 75,52 94,4 113,28
100 75,68 94,6 113,52
200 76 95 114
500 37,12 46,4 55,68
1000 19,76 247 29,64




Io10BMHHAS MOIHOCTH 00BIYHOT0 OHUIOJISIPHOT0 BBIXOAHOI0 curHaJa - I'padux

Harpy3skKu

Power(W) Basic Bipolar Half Power-Load Curve
100

10

1
1 10 100 Load(Q) 1000
IIpenensHble 3HAYCHUS [J1 KPUBOH MOJIOBHHHON MOITHOCTH [BT]: MakcuManbpHas moutHocTs 50 BT
Harpyska (Om) Hwxuuit npenen HomunansHoe BepxHuii
npenen

5 16,16 20,2 24,24
10 32,32 40,4 48,48
20 40 50 60

30 40 50 60

50 39,68 49,6 59,52
100 39,84 49,8 59,76
200 39,92 49,9 59,88
500 20,48 25,6 30,72
1000 10,24 12,8 15,36




BbIXoaHasi MOIIHOCTh B COOTHOIIIEHUH C YCTAHOBJCHHBIMUA 3HAYCHUAMHA

MOIIHOCTHU JJISI CTAHAAPTHOI'O 6I/IHOJIHpHOI‘O HHCTPYMEHTaApUusi

Output Output Power vs. Power Settings f Power in Normal Bipolar

Power (W)

90
80
70
60
50
40
30
20

10

40

50 60

90
70 80 yopgdl 100

uHcTpyMeHTapus (BT); Harpyska: 200 Om

BBIXOZ[Ha?[ MOHIIHOCTh B COOTHOLICHUHU C YCTAaHOBJICHHBIMH 3HAYCHUAMHN MOIIHOCTH UL CTAHAAPTHOTO 6I/IHOJ'I$[pHOFO

Ycraska momHOCTH (BT) Hwxuuit npenen HomunansHas Bepxuuii npenen
BBIXOTHOM MOIIIHOCTE (BT) BBIXOJHOM MOIITHOCTH
momHocTH (BT) (B1)

5 1 5 10

10 5 10 15

15 10 15 20

20 15 20 25

30 24 30 36

45 36 45 54

60 48 60 72

75 60 75 90

95 76 95 114




OO6cay:kuBaHue ¥ TapaHTHUsl

Kommanns «Puu Ceprxukai, VHK.» rapaHTHpyeT OTCYTCTBUE B JaHHOM U3AEIHU Ae(EKTOB MaTepPHAaIOB WIN

W3TOTOBJICHHS TIPH HOPMAJILHOM HCIIOJIb30BaHHH, @ TAKXKE HEOOXOAUMOCTH B MPOPHIAKTUIECKOM OOCITyKUBAaHUH Ha

MPOTSHKEHUH YKa3aHHOTO HIDKE TrapaHTHHHOTO neproaa. O6s3arenbcTBa Kommannn «Pua Ceprxukam Mo HacTOSIIEH

TapaHTHU OTPAHNYUBAIOTCSI PEMOHTOM JIH0O 3aMEHOH, 10 YCMOTPEHHIO KOMIIAHUY, HEKa4E€CTBEHHBIX M3JCITUHA WITH UX

JacTel, Bo3BpamaeMbIx «Pud Ceprxuxain, HK.» WK ee aBTOPU30BAHHOMY AUCTPHOBIOTOPY B T€UEHHE MPUMEHUMOTO

TapaHTUHHOTO NIEPHOAA M MPU3HAHHBIX HEKAUECTBEHHBIMH Ha OCHOBAaHHH yA0BIETBOpsIomMX «Prua Cepxxukam)

JIOKa3aTenbCTB. JJaHHas rapaHTusl He PACIPOCTPAHAETCS Ha U3AEIH U MX YaCTH, KOTOpHIE:

e  [loxBeprnuce HexenaTeIbHOMY BO3AECHCTBHIO BCIIEICTBHE UCIIONB30BAaHUS B COUETAHUH C yCTPOHCTBaMH,
U3TOTOBJIEHHBIMU WJIN PAaCIpOCTPAHEHHBIMH OPraHU3alUsIMY, HE HMEIOIUMH Ha TO pa3peleHus KOMIaHuu «Puu
Cepxukan, UHK.»;

e  [loxBeprauch PpeMOHTY WIN U3MEHEHHSIM HE Ha IpenpusTui komnanun «Puya Ceprkukaim», eCli COTJIaCHO
pe3ynbTaTtaM dKCTepTU3bl KoMmanun «Puda Ceprknkan 3T0 MOBIHSIO HA CTAOMIBHOCTh WIIHM HaJEKHOCTh
YCTPOMCTBA,;

e  lcnosip30Bainck HEHAUIEKALTUM 00pa30M, ¢ XaJaTHBIM OTHOIIEHHUEM WM PU IPUMEHEHUHU KOTOPBIX HUMela
MECTO aBapuilHasi CUTyalus;

e  lcnonp30oBanick ¢ MpEeHEOPE)KEHUEM K MX KOHCTPYKIIHH, TapaMeTpaM M HHCTPYKLUSIM IO 3KCIUTyaTanuy Juoo 6e3
COOJTIOIeHHS TIPUHATHIX B OTpaciy GyHKIMOHAIBHBIX, SKCIUTyaTAllMOHHBIX MM SKOJIOTHYECKUX CTAHAAPTOB IS
AHAIIOTUYHBIX U3JIENNN.

I"'apanTHiiHbIE CPOKH

[Tpeobpa3zoBatesns o0bruHON OunosnsipHoi sHeprun (OP-BPC)/ynprpa3sykoBoii mpeobpazosarens (USC): 1 rog Ha
KOMITIOHCHTHI U Ka4YE€CTBO HCIIOJITHCHHUA.

I'enepatop (OP9): 1 rog Ha KOMIIOHEHTHI ¥ KAY€CTBO UCIIOJIHEHUSI.

TesaJib/CUI0BOM Kabelb: 1 roJ Ha KOMIIOHEHTHI M Ka4eCTBO MCIIOJIHEHUSI.

Hacrosimas rapanTHs ABISETCS UCKIIOUUTEIBHBIM CPEICTBOM IPAaBOBOM 3alUTHI IEPBOHAYATIBHOIO MOKYHATENs U
3aMEHsET BCe MPOYHe FapaHTUH, IBHBIE U N0PAa3yMEBAEMBbIE, B TOM YHCIIE, FTAPAaHTHH TOBAPHOT'O COCTOSIHUS U
MPUTOAHOCTH AJIs onpeneneHHbx neneil. Komnanus «Puu Ceprkukan, MHK.» He HECET OTBETCTBEHHOCTh 3a
(axTHyeckue, ciyqaiHble 1 KOCBEHHbIE YOBITKH, BKIIIOYAsl YOBITKH, 00yCIOBICHHBIE YTPATOH BO3MOKHOCTH
9KCIITyaTaliH, MoTepeil MpruObIIeH, TeTOBBIX BO3MOXKHOCTEH MIIM PEIyTALlNH, 32 HCKIIOYEHHEM CIy4aeB, MpsMO
IIPEyCMOTPEHHBIX IPUMEHUMBIM 3aKOHOAATEIbCTBOM.

Komnanus «Puu Ceprxukai, HK.» He HafenseT HUKOTO IIOJTHOMOYMSMH Ha IPUHATHE KaKOH-TH00 TOMOITHUTEIBHON
OTBETCTBEHHOCTH B CBS3H C PEaNM3aLUEN UM UCTIONB30BaHUEM €€ M3leNnid. ["apaHTuu, pacrpocTpaHsromuecs 3a
HIpesiesbl ONIUCAHHBIX 3[ECh YCIOBUN, OTCYTCTBYIOT.

Kommanus «Puu Ceprkuxain, HK.» octaBiisieT 3a coOOM MPaBo BHOCHTH B CBOM M3JIeJINs U3MEHEHHs 0e3 00513aTeIbHOro
BHECEHUS TAKOBBIX B PaHEE PEAIU30BAaHHbIC WIM CO3JAHHBIE U3LCIIUS.
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EN/English

Overview

Please read the following information carefully before using this instrument. It provides important instructions
regarding proper operation, potential risks, and potential damage to the product or individuals. In the event of
any abnormal situation, follow the specified instructions to prevent harm to yourself or damage to the
equipment. Failure to follow these instructions may result in compromised safety, performance, warranty, or
maintenance, for which the manufacturer cannot be held liable.

This document is designed to assist in using this instrument. It is not a reference for surgical techniques.

Nomenclature (lllustration 01)

[01] Jaws [02] Shaft

[03] Rotation Knob [04] Handle

[05] Lever [06] Cutting Trigger
[07] Cable [08] Connector

Standard Conventions Used: Caution, WARNING, and Note Statements

Please note the following statements, categorized as CAUTION, WARNING, or NOTE, which provide
essential guidance for completing tasks safely and thoroughly. These statements can be found throughout the
documentation and should be read before proceeding to the next step in a procedure.

WARNING: This statement highlights an operating or maintenance procedure, practice, or condition that, if not
strictly followed, could lead to personal injury or loss of life.

CAUTION: This statement alerts the user to a potentially hazardous situation that, if not avoided, may result in
minor or moderate injury to the user or patient, as well as damage to the equipment or other property. It may
also serve as a warning against unsafe practices. This includes the necessary precautions for the safe and
effective use of the Instrument and the care required to prevent damage resulting from proper or improper
use.

NOTE: This statement indicates an operating practice or condition that is essential for executing a task

efficiently.

Description

The ENER REACH Enerseal Electrosurgery Handpieces (hereinafter referred to as the instrument) are
designed for use with the ENER REACH Optimus Electrosurgical Instruments OP9 generator, which includes
vessel sealing capability. For more detailed information, refer to the generator's instructions or contact the
relevant department at Reach Surgical, Inc.

These instructions assume that the operator possesses knowledge and proficiency in correctly setting up and
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operating the associated Reach Surgical, Inc. generator. For setup instructions and additional warnings and
precautions, please consult the user's guide of the generator.

The instrument functions by utilizing radiofrequency (RF) electrosurgical energy to create a seal on vascular
structures such as vessels and lymphatics, as well as tissue bundles positioned between the instrument's
jaws. The surgeon can activate a blade within the instrument to divide tissue as needed. Shorter shaft lengths
are typically used for open procedures, while longer shaft lengths are typically employed for laparoscopic
procedures.

Instrument Product Codes

Product Code Shaft Length (cm) Diameter (mm)
OSA23 23 o5
OSA37 37 o5
OSA44 44 o5

Intended Use

The instrument is used in medical institutions for cutting and coagulation of tissues during surgery.

Indications

The instrument is used in medical institutions for cutting and coagulation of tissues during open surgeries or
laparoscopic surgeries in general, pediatric, gynecologic, urologic, thoracic surgery. It can be used to close
arteriovenous vessels and lymphatic vessels with a diameter of no more than 7mm and tissue bundles
suitable for the size of instrument jaws.

Contraindications

The instrument is contraindicated for bone incisions, contraceptive tubal occlusion, and coagulation
procedures. It is also not intended for use in neurosurgery.

Intended User

The instrument is intended for use by healthcare professionals for surgical applications.

Intended Use Environment

The instrument is intended to be used in a hospital.

Intended Patient Population and medical condition to be treated

Patients aged 3 and older who need surgery in which soft tissue incisions with bleeding control and minimal
thermal injury are required.
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Clinical Benefits

The instrument can be used safely and effectively in ligation and division of vessels, tissue bundles, and
lymphatics.

Instructions for use

Unpacking and connection

® Remove instrument from tray by firmly pulling on the Handle. Do not pull on the instrument's Jaws or
Cable.

® Insert the Connector into the Electrosurgical socket on the generator. Follow the instructions in the
generator user's guide to complete the setup procedure.

Tissue Manipulation and Dissection

® The instrument can be used to manipulate and dissect tissue with the jaws either open or closed.

Rotating the jaws

® Spin the Rotation Knob to rotate the jaws.
CAUTION: Do not turn the Rotation Knob when the Lever is fully pulled as this may damage the instrument

Closing and opening the jaws

® To close the jaws, place the tissue between the jaws and pull the Lever. The first click indicates the jaws
are fully closed.

® To open the jaws, release the Lever.

CAUTION: Do not turn the Rotation Knob when the Lever is fully pulled as this may damage the instrument.

CAUTION: Continue pulling the Lever after the first click will activate energy and start sealing.

Sealing and cutting with Hand Activation

® After the jaws are fully closed and the first click heard, pull the Lever further until a second click heard,
this will activate energy delivery, hold until the seal cycle is complete.

® Open the jaws to release tissue or use the Cutting Trigger to cut the tissue.

NOTE: To use this mode, ensure hand-activation is enabled on the generator before use.

NOTE: The user should inspect the seal before cutting the vessel or tissue.

NOTE: To apply a double seal, clamp overlap the edge of the existing seal. The second seal should be distal

to the first seal to increase seal margin.

NOTE: A tone with multiple pulses indicates that the seal cycle was not completed. Refer to the

Troubleshooting section possible causes and corrective actions. Do not cut tissue until you have verified that

there is an adequate seal.

CAUTION: Pull the Lever firmly until the sealing is complete. The Lever does not latch onto the activation

position.

CAUTION: A continuous tone sounds to indicate the activation of RF energy. When the activation cycle is
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complete, there will be a two-pulsed Seal-Cycle-Complete tone sounds to indicate RF output stops.

Sealing with Footswitch Activation

® After the jaws are fully closed and the first click heard.

® Pull the Lever further until a second click is heard, while keep pulling the Lever, press and hold the
footswitch pedal to activate energy delivery until the seal cycle is complete.

® Release from the footswitch, and release the Lever to open jaws, or use the Cutting Trigger to cut the
tissue.

NOTE: To use this mode, ensure hand-activation is disabled on the generator before use.

NOTE: The user should inspect the seal before cutting the vessel or tissue.

NOTE: To apply a double seal, clamp overlap the edge of the existing seal. The second seal should be distal

to the first seal to increase seal margin.

NOTE: A tone with multiple pulses indicates that the seal cycle was not completed. Refer to the

Troubleshooting section possible causes and corrective actions. Do not cut tissue until you have verified that

there is an adequate seal.

CAUTION: Pull the Lever firmly until the sealing is complete. The Lever does not latch onto the activation

position.

CAUTION: A continuous tone sounds to indicate the activation of RF energy. When the activation cycle is

complete, there will be a two-pulsed Seal-Cycle-Complete tone sounds to indicate RF output stops.

WARNING: Activating energy delivery with a footswitch with jaws not fully closed may result in improper

sealing and increase thermal spread to tissue outside the application site. Make sure the jaws are fully closed

during energy delivery.

Cutting Tissue

® To cut the tissue, first pull the Lever, make sure the first click heard and the jaws are fully closed.

® Pull the Cutting Trigger activate the cutting mechanism.

® Release the Cutting Trigger to retract the blade.

® Release the Lever to open jaws.

WARNING: Energy-based devices, such as electrosurgical pencils or ultrasonic scalpels which generates
thermal spread should not be used to transect tissues sealed by this instrument.

WARNING: Make sure the seal cycle is completed before cutting.

CAUTION: Do not use the cutting mechanism if clips, staples, or other metal objects are located between the
jaws, as this could damage the blade.

CAUTION: Using excessive force to pull the Lever can result in inadvertently activate of energy delivery.
CAUTION: If the cutting trigger does not automatically retract to its original position, push the cutting trigger to
reset it.

Cleaning the instrument

® The jaws should be kept clean for optimum performance. Build-up of eschar may impact the seal and/or
cutting effectiveness. Wipe jaw surfaces and edges with a wet gauze pad and remove any residue tissue
from blade track and jaw hinge area.

WARNING: Inspect the jaws prior to cleaning, make sure that the blade is not deployed.
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WARNING: Do not pull the Lever or the Cutting Trigger while cleaning the jaws, as this may cause injury to

the user.

CAUTION: Do not pull the Lever with gauze between the jaws as this may damage the instrument.

CAUTION: Do not clean the instrument scratch pad or other abrasives.

Post procedure

Dispose of the Instrument and its accessories into appropriate containers. Do not reuse Instrument.

Warnings and Precautions

The instrument is sterile, and single use only. Discard it after use. Do not sterilize or reuse. Attempts to
clean sterilize these devices without appropriate regulatory authorization may result in bio-incompatibility,
infection, or product failure risks to the patient.

This instrument is intended for use ONLY with the compatible generators from Reach Surgical. Use of
this instrument with other generators may not result in the desired tissue effect, may result in injury to the
patient or the user, or may cause damage to the instrument.

Do not use this instrument unless properly trained to use it in the specific procedure being performed.
Use of this equipment without such training may result in serious unintended patient injury.

Exercise caution when using the system in the presence of internal or external pacemakers or other
implanted devices. Interference produced by electrosurgical equipment can cause a pacemaker or other
device to enter an unsafe mode or sustain permanent damage. Consult the device manufacturer or the
responsible hospital department for further information when planning to use the instrument in patients
with implanted medical devices.

When using this instrument with an energized endoscope, the leakage current from the instrument and
the endoscope are additive. The patient may be exposed to unexpected levels of leakage current if this
instrument is used with an energized endoscope that is not a type CF applied part.

Before inserting the instrument through the cannula, inspect its outer surfaces to ensure there are no
rough or sharp edges that could damage tissue.

Contact between an active instrument electrode and any metal objects (hemostats, staples, clips,
retractors, etc.) may increase current flow and result in unintended surgical effects or insufficient energy
deposition.

The safe and effective use of RF energy depends on various factors solely under the control of the
operator. It is important to read, understand, and follow the operating instructions provided.

This Instrument is supplied sterile, EO sterilized. If sterile package is damaged, DO NOT use.

Verify the instrument model is correct before the procedure.

Electric Shock Hazard - Do not connect a wet instrument to the generator.

Position instrument cords to prevent contact with the patient or other cords. Avoid wrapping cords around
metal objects, as this can cause currents that may lead to shock, fire, or injury to the patient or surgical
team.

Carefully inspect all connections between the instrument and generator before use. Improper
connections can result in arcing, sparks, accessory malfunction, or unintended surgical effects.

Inspect the instrument and cords for breaks, cracks, nicks, or other damage before use. Failure to
observe this caution may result in injury or electrical shock to the patient or surgical team, or cause
damage to the instrument. Do not use a damaged instrument.
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Avoid using the instrument in the presence of flammable anesthetics or oxidizing gases, such as nitrous
oxide (N20) and oxygen, or in close proximity to volatile solvents (e.g., ether or alcohol) to prevent the
risk of explosion.

Due to concerns regarding the potential carcinogenic and infectious nature of electrosurgical by-products
(such as tissue smoke plume and aerosols), it is advisable to use protective eye weair, filtration masks,
and effective smoke-evacuation equipment during both open and minimally invasive procedures.
Connect adaptors and accessories to the electrosurgical unit only when the unit is turned off or in standby
mode. Failure to adhere to this instruction may result in injury or electrical shock to the patient or
operating personnel.

Avoid placing fingers between the Lever and the Handle, or between the jaws. It may result in injury to
the user.

Avoid placing cable between the Lever and the Handle, or between the jaws.

Use caution when handling the instrument between uses to prevent accidental activation. Do not place
the instrument on the patient or on the drape when not in use.

Fire Hazard: Avoid placing the instrument near or in contact with flammable materials such as gauze,
surgical drapes, or flammable gases. Activating or hot instruments may cause a fire. When not in use,
store the instruments in a clean, dry, highly visible area that is not in contact with the patient. Accidental
contact with the patient may result in burns.

For minimally invasive procedures, do not use hybrid trocars that have both metal and plastic
components. Capacitive coupling of RF current may cause unintended burns.

For minimally invasive procedures, verify the combability of the trocar size before use to easy insertion
and extraction of the instrument. Carefully insert and withdraw the instrument through the cannula to
avoid damage to the device and/or injury to the patient.

Close the jaws before insertion/extraction through the access point.

Do not use the instrument to ligate vessels larger than 7 mm in diameter.

Do not bend the shaft. If the instrument shaft is visibly bent, do not use it. Discard it, and replace it with a
new instrument.

Do not place the vessel and/or tissue near the jaw hinge. Always place the vessel and/or tissue at the
center part of the jaws.

Conductive fluids (e.g., blood or saline) in direct contact with or near the instrument may carry electrical
current or heat, which can cause unintended burns to the patient. Aspirate fluid near the instrument jaws
before activating the instrument.

Keep the external surface of the instrument jaws away from adjacent tissue while activating the
electrosurgical instrument system to avoid unintended injury.

During a seal cycle, energy is applied to the tissue between the jaws. This generates heat and can cause
water to convert into steam, which may result in unintended injury to tissues near the jaws. Exercise
caution during surgical procedures in confined spaces.

Release tension on the tissue when sealing and cutting to ensure proper function.

Use caution when grasping, manipulating, sealing, and dividing large tissues.

Do not attempt to seal or cut over clips or staples, as this may compromise seals. Contact between an
active electrode and any metal objects may result in alternate site burns or incomplete seals.

The surfaces of the jaws may remain hot enough to cause burns after the RF current is deactivated.
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® Avoid using the instrument in the presence of flammable anesthetics or oxidizing gases, such as nitrous
oxide (N20) and oxygen, or near volatile solvents (such as ether or alcohol) to prevent the risk of
explosion.

® Due to concerns regarding the potential carcinogenic and infectious nature of electrosurgical by-products,
such as tissue smoke plume and aerosols, it is recommended to use protective eyewear, filtration masks,
and effective smoke-evacuation equipment in both open and minimally invasive procedures.

® Do not activate the instrument while the instrument jaws are in contact with or near other instruments,
including metal cannulas, as localized burns to the patient or physician may occur.

® Exercise caution during surgical procedures involving patients with certain types of vascular pathology
(such as atherosclerosis or aneurysmal vessels). For optimal outcomes, apply the seal to unaffected
vasculature.

® Do not close the jaws if there’s excessive tissue between the jaws.

Environmental Conditions for Transport and Storage

Temperature: -10°C ~ 55°C
Relative Humidity: < 80 %

Air Pressure: 800 hPa ~ 1060 hPa
Expiration Date

The Instrument is sterilized by Ethylene Oxide. The expiration date is labeled on the package. The period of
validity is 5 years from sterilization date. Do not use this Instrument beyond its expiration date.

How Supplied

This Instrument is supplied sterile for single patient use. Discard after use.

Troubleshooting

The following is a list of troubleshooting suggestions for situations encountered when using the instrument
with compatible Reach Surgical generators. For details on specific situations, refer to generator instructions
for reference.

Alerts

When an alert occurs, energy delivery stops. After the alert condition has been corrected, energy delivery will
be immediately available. When an alert condition occurs, energy delivery stops, the generator produces a
sequence of pulsed tones, and an alert will be displayed on the generator. Do Not Cut the Vessel The user
should inspect the seal site and instrument before proceeding.

Troubleshooting steps

® Stop activation by releasing the Lever or Footswitch pedal.

® Open the jaws and inspect if the seal is complete.

® Follow the suggested corrective actions on the generator screen, the generator quick reference card, or
in the generator user's guide.
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® |If possible, reposition the instrument and regrasp tissue in a location that overlaps the previous seal, then

reactivate the seal.

Possible reasons and solutions

Inadequate tissue between the jaws: Open the jaws and grasp more tissues. Close the jaws and reactivate
the seal.

Excessive tissue between the jaws: Open the jaws, reduce the amount of tissue grasped. Close the jaws
and reactivate the seal.

Activating on a metal object: Avoid grasping objects, such as staples, clips, or encapsulated sutures in the
jaws of the instrument.

Dirty jaws: Use a wet gauze pad to clean surfaces and edges of instrument jaws.

Excess Fluids in the Surgical Field: Reduce or remove excess fluids from around the instrument jaws.
Activation switch released before seal complete tone: The footswitch pedal or Lever was released before
the seal cycle was complete.

A notice to the user and/or patient that any serious incident that has occurred in relation to the device should b
e reported to Reach Surgical, Inc. through Reachquality@reachsurgical.com. and the competent authority of t
he Member State in which the user and/or patient is established.
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Symbols

EN Sterilization batch
EO Batch
Q EN Peel Here
/\ EN HDPE recyclable

EN

Recyclable

EN

Electrical and Electronic equipment, separate collection

EN

Refer to instruction manual

EN

Do not use if package is damaged.

EN

Do not resterilize

L _

r "' EN Manufacturer

L 4

r 7 EN Date of manufacture
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SN

EN

Serial number

L J
r 1 EN Batch code
L J
r g 1 EN Use-by date
L a
r ! a1 EN Fragile, handle with care
L J
r « EN Keep dry
¢ 4y
L j J
r \l/ 1 EN Keep away from sunlight
~eo—
/\\
[
L J
r 1 EN Do not re-use

EN

Caution

L J

r a1 EN Catalogue number
REF

L J
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A

r

|

L

EN

Storage temperature limit

1

|

EN

Storage humidity limitation

S~
L |
r i EN Storage atmospheric pressure limitation
a
r a1 EN Single sterile barrier system
L _
r i EN Country of manufacture
I CN
[ |
r EN Medical device
L
r EN Unique device identifier
L
r EN Sterilized by Ethylene Oxide.
STERILE[EO
L a
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RU/Pycckuit

Kparkue cBeneHust

Hepeu TEM KaK UCIIOJIB30BaTh I[aHHLIfI HUHCTPYMCHT, BHUMATCIIbHO MPOYTUTE NPECACTABIICHHYIO HHUKE I/IH(i)OpMaHI/HO.
OHa COACPIKUT BAXKHBIC YKa3zaHUsA OTHOCUTEJIILHO l'[paBHJ'II:HOfI OKCILTyaTalyu, NOTCHIHUAJIbHBIX PUCKOB U OIIACHOCTEN
JUTS M3/ICITHS M TTAIIUEHTOB. B 1170001 HemTaTHOM CUTYaIly CIIeIyiTe IPUBEICHHBIM YKa3aHIAM B IIEJISIX
TIpeaypexkIeHUS Bpeaa I cedst WITH TOBpeXKIeHU 00opypoBanus. HecobmogeHne 3THX yKa3aHW MOXKET IPUBECTH K
HapyIIEHUIO O€30IIaCHOCTH, YXYALICHNIO pab0unX XapaKTePUCTHK, AHHYJIHMPOBAHUIO TAPAHTHH WA BO3MOKHOCTH
TEXHHUYECCKOTO O6CJIy)KI/IBaHI/ISI 663 BO3HHUKHOBCHUA OTBETCTBCHHOCTHU B JAHHOM OTHOILICHUU IJIA HpOI/ISBO,Z[I/ITeII}I.

OTOT TOKYMEHT TpeIHa3HAYCH ISl OKA3aHHs TOMOIIH B MICTIONB30BaHUH JAHHOTO HHCTpyMeHTa. OHA HE COLEPIKUT
pEeKOMEHalui 10 XUPYPTUUIECKUM METOJAM.

Homenkiarypa (pucynok 01)

[01] Bpaumm [02] IadT

[03] IToBOPOTHBIH peryssiTop [04] PykosiTka

[05] Ppruar [06] AxTuBaTop pe3aHus
[07] Kabens [08] Konnektop

Hcnoab3yemble cTaniapTHbie 0003HavyeHusi: Buumanue, [lpexynpexaenne n

IIpumeyanue

[IynkTel, HaunHatomuecs co cinoB « BHUMAHUEy, «[TIPEAYTIPEXKAEHUE» u «[TIPUMEYAHUE», cogepxar
Ba)XKHYIO HH(pOPMANHIO Uit 0€30IaCHOTO M Ha UIC)KAIETO BBIMOIHEHHS onepanud. OHU BCTPEYAIOTCs Ha IPOTSIKEHUN
Bcero oKyMeHTa. C 3TUMH IyHKTaMH HEOOX0IMMO 03HAKOMHTECS, TIPEK/IE YEM TTEPEXO/IUTh K CIIEYIOIEMy 1ary
MIPOLETyPHI.

NPEAYHPEXIEHUE: nyHKT COAEPKUT UHCTPYKIIMH, METOJIbI WIIK YCJIOBUS SKCIUTyaTalluy UM TEXHUYECKOTO
00CITy>KMBaHHs1, OTCYTCTBHE CTPOTO COONIOAEHHS KOTOPBIX MOXKET MPUBECTH K MPUUMHEHUIO BPE/Ia 3J0POBBIO MIIN THOEN
MalyenTa.

BHUMAHME: B myHKTE COAECPKUTCS ONMHMCAaHUE TOTEHIMAIBFHO OMAcHOM CUTyaIliy, KOTopasi, €M ee He
MIPEJOTBPATUTH, MOXKET MIPUBECTH K TPaBMaM JIETKOH MM yMEPEHHOM CTETIeHH TSXKECTH JJIS ITOJIb30BATEIsI MU
MAIFEHTA, a TAK)KE K TIOBPEXICHUIO 000pyIOBaHNS WK IPYTOro HMYIIEcTBa. Taxke MOXKET COAep)KaTh
MIpeaypexaeHue 0 HeOEe30MacHbBIX AEHCTBISIX ¢ HHCTpYMeHTOM. Cro/ia BKITIOUAIOTCSI HEOOXOANMBIE MEPHI
IIPE0CTOPOKHOCTH AJIsl Oe30nacHOro U 3(h(heKTHBHOTO MOJIb30BAHMS HHCTPYMEHTOM, a Takke HHpopmanus 0o
OCMOTpPHUTEIBHOM OOpAIeHNH ¢ HUM B LIEJISIX MPEAyIpeKaAeHHs yiep0a, BEI3bIBAEMOT0 Ha/UIeXKAIINM WK
HEHaJUIeXKallUM UCIOJIb30BAHUEM UHCTPYMEHTA.

HOPUMEYAHMUE: onuchIBalOTCS METOJIBI WM YCIOBUS SKCIDTYaTAlUH, SBIISIOIINAECS 00sI3aTeIbHBIMH IS
3¢ (EKTHBHOTO BBITIOJIHEHUS ONICPAIIHH.

Onucanue

Onexrpoxupypruuaeckne HOXHALEI ENER REACH Enerseal (aee — HHCTPYMEHT) ITpeIHa3HAYCHBI TS
HCTIOJIL30BaHUsI COBMECTHO ¢ reHepaTtopoM OP9 mis anextpoxupyprudecknx HoxxHUIT ENER REACH Optimus (¢
BO3MO>KHOCTBIO KOATyJIALINU KPOBEHOCHBIX cocy10B). C Oornee moapoOHO nHPpOpMaIe MOKHO 03HAKOMHUTHCS B
HMHCTPYKIMH K T€HEpaTopy MO0 0OpaTHBIINCH B COOTBETCTBYOMIMI 0TAen KommaHuu «Puda Cepxnkain, MHK.».
Hacrosmee pykoBoACTBO NpeAnonaraeT HaIMuue y JIUIA, BBITOIHSIOIEr0 ONEepaliio, 3HaHUH U HABBIKOB B HACTPOUKE
U IPUMEHEHUH COIIyTCTBYIOIETr0 reHeparopa npoussojcTsa komnanuu «Puu Cepaxuxan, Muk.». MHCTpyKIuu mno
HaCTpPOWKeE, a TAKXKE JIOMOJIHUTEIbHAas HHQOpMAaLs 0 Mepax IPEJOCTOPOKHOCTH COJIepKaTcs B PYKOBOACTBE 110
9KCILTyaTaluy TeHepaTopa.

JlelicTBUE HHCTPYMEHTA OCHOBAHO HA MCIOJIb30BaHUU pafgrodacToTHOU (PU) anexTpoxupyprudeckoit sHepruu s
KOaryJIsLUH COCYIHUCTBIX CTPYKTYP, TAKUX KaK KPOBEHOCHBIE U TMM(pATHIECKHE COCYAbI, a TAK)KE ITyJKOB TKaHEH,
MIOMEIIIAEMBIX MEXKAY OpaHIIaMu HHCTpyMeHTa. [Ipn HeoOX0IMMOCTH, XUPYPT MOXKET aKTUBHPOBATS JIE3BUE BHYTPH

WHCTPYMEHTA ISl pacceueHns TKaHei. KopoTkue madTsl, Kak IpaBuiIo, IPUMEHSIOTCS TIPH BHITIOTHEHUH OTKPBITHIX
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XUPYPrHYECKUX BMEIIATEIbCTB, & JIIMHHBIE — IPU MPOBEACHUH JIAIAPOCKONNIECKUX ONEepanuii.

Koabl n3genauns

Koa uzneaus Juamnna madra (cm) Jduamerp (Mm)
0OSAZ23 23 o5
OSA37 37 o5
OSA44 44 D5
Ha3znauenmue

WHcTpyMeHT npuMeHsieTCsl B JICYeOHBIX YUPEXKICHUIX JUIS Pa3pe3aHust U KoaryJsiiui TKaHeH BO BpeMsi XUPYPTUUECKUX
BMEILATENICTB.

Iloka3zanusa K NMPUMECHEHUIO

WHcTpyMEHT NpUMEHSIETCs B JIEYEOHBIX YUPEXKICHUIX U Pa3pe3aHust U KOaryJ I TKaHEH NpH BBHIIIOIHECHUT
OTKPBITBIX XUPYPTrUUECKUX BMEIIATEIBCTB U JIAAPOCKOIMIECKUX Onepanuii (00meXupyprudecknx, eAnaTpHIECKIX,
TMHEKOJIOTUYECKHX, YPOJIOTHUECKHX, TOPAKAIBHBIX ). MOXKET MPUMEHATHCS JUIA 3aKPBITHS apTCPHOBEHO3HBIX
TMM(paTHIECKUX COCYI0B IUAMETPOM He Oosiee 7 MM, a TaKKe IyYKOB TKaHEH, TOMEIIAIOMINXCS MeX Ty OpaHIamMu
WHCTPYMEHTA.

IIpornBONOKa3aHUA

Hcnonb30BaHne HHCTPYMEHTA IPOTUBOIIOKA3aHO IIPU BBIIIOJIHEHUU PACCEYCHUNM KOCTHOM TKAHU, OKKJIFO3UU MaTOYHBIX
TpyO M KOAryJISIUOHHBIX BMeIaTenbeTB. OH TakKe He MpeAHa3HAueH /ISl UCTIONIb30BaHHS B HEHPOXUPYPrHH.

Hpe)IHOJ'laFaeMblﬁ MoJIb30BaTe/Ib

WHCTpyMeHT mpeqHa3HaueH TSl UCTIOIF30BaHMS MEAUIUHCKIMA Pa0OTHIKAMHA TIPU TIPOBEICHHN XUPYPTHUSCKUX
onepauui.

Cpena npeanoaraeMoro ucnoJib30BaHusl

JlaHHBII THCTPYMEHT IIPEHAa3HAaYEH [UIsl UCIIOJIB30BAHMS B CTALMOHAPE.

I_[e.neBaﬂ rpymnmna mamu€eHTOB 1 MEIMIHUHCKHUE MMOKA3aHUA
[TanmenTs! B Bo3pacTe OT 3 JIET U cTaplie, Hy>KAAIOINeCs: B XUPyPTUUECKOM BMELIATENbCTBE, IIPH KOTOPOM HEOOXOJUMBI
pa3pe3bl MATKUX TKaHEH ¢ KOHTPOJIEM KPOBOTEUEHMSI U MUHUMAJIbHOW TEPMUYECKON TPaBMOM.

Kiannuyeckue npenmyimecrsa

WuctpyMeHT 6e30macHo 1 3¢ (HEeKTUBHO TPUMEHSIETCS TIPH JIUTHPOBAHUHN M PACCEYEHUH KPOBEHOCHBIX COCY/IOB,
ITyYKOB TKaHEH W MMM(pATHIECKUX COCYIOB.

PykoBOACTBO 10J1b30BaTEIS

PacnakoBka ¥ NoAKJIIOUEHUE

e  1I3BIeKUTE HHCTPYMEHT U3 TIOJIJIOHA 33 PYUKY, ITDIOTHO 00XBaTuB ee. He TsaHuTe 3a OpaHIm nim kademb.

L d BCTaBLTe KOHHCKTOp B BHCKTpOXI/IpypI‘I/I‘IGCKy}O p03€TKy reHepaTopa. I[anee cnez[yﬁTe yKa?)aHI/ISIM nu3
PYKOBOZCTBA MO 3KCILTyaTalluy T€HEPATOpa.

MaHHHyJIﬂHHH ¢ TKAaHAAMH U UX pacceucHue

e MHCTpyMEHT MOXHO MCIIOJIB30BATh I MAHUITYJISINNA C TKAHAMH M UX PACCEUEHHS KaK MPH PACKPBITHIX, TaK M MPH
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COMKHYTHIX OpaHIIax.

Bpamenue Opanmei

e Jlng BpameHus OpaHIel HeoOXOAUMO BpaIIaTh TIOBOPOTHEIA PETyIIATOP.
BHMUMAHME: 3anpemeHo BpamaTs TOBOPOTHBIN PEryIATOP IPH IMOTHOCTHIO HAKATOM phIYare, Tak Kak 3TO MOKET
MIPUBECTH K MOBPEXKICHUIO HHCTPYMEHTA.

PackpbiTie u cMbIKaHue OpaHIei

e YroObl COMKHYTH OpaHIIIH, TIOMECTHTE MEKITy HUMH TKaHb M HAYKMHUTE Ha phIdar. [1epBbiif memok OyieT 03HauaTh, 910 OpaHIIIH
TOJTHOCTBEO COMKHYJIIHCh.

e YroObl pacKpbITh OPAHIIIK, OTITYCTHTE PhIYar.

BHUMAHME: 3anpenieHo BpamiaTte IOBOPOTHBIN PEryisaTop IpH MOJTHOCTHIO HAXKATOM phlyare, Tak Kak 3TO MOXKET

IIPUBECTH K NMOBPEXKICHUIO HHCTPYMEHTA.

BHUMAHME: [IpogomkaiiTe Ha)KuMaTh Ha pblyar 1nocje Toro, Kak ¢ IepBbIM IETYKOM aKTUBHPYETCS 1Mo1ada YHepTUuu

1 HaYHETCS MPOLECcC KOaryIsaluy.

K()al"y.]'lﬂlll/[ﬂ H pe3aHue npu py‘lHOﬁ AKTHUBaAIMH

e  [locie nonHOTO CMBIKaHUA OpaHIIeH, 0 KOTOPOM CUTHANIM3UPYET IEePBBIi MIETI0K, IPOA0IDKANTEe HAKUMATh Ha
phIYar 10 BTOPOro LIeTYKa, CBUAETEIbCTBYIOIIEr0 00 aKTHBALMH TI01a41 SHEPTHH, U YACPKUBANHTE JI0 3aBEpIICHHs
npolecca KoaryJsiyu.

e  Packpoiite OpaHIIy, 9TOOBI OTIYCTUTB TKaHb, IN0O pa3pexxbTe €e, 3a7eHCTBOBAB AKTUBATOP PE3aHNsL.

NPUMEYAHMUE: YToOb! NCTIONB30BaTh AaHHBII PEXKHM, IIepe/l Ha4ajaoM padoThl yOeAUTECh, YTO PYUYHAs aKTHBALHS

BKIIIOYEHA Ha FE€HEPATope.

NPUMEYAHMUE: [1epen pa3pe3anueM cocyia Uiy TKaHU MOJIb30BATENb J0JKEH IPOBEPUTH KAUYECTBO KOArYJISILIUU.

HOPUMEYAHME: /i1 1BOWHOM KOAryISIIH HAKIABIBAIOT Kpai OpaHIIN HOKHUI] BHAXJIECT HA 30HY, YXKe

MOJIBEPTHYTYIO KOAryJsiuy. JIOMONMHUTENbHYIO KOATYJISLMIO CIEAYET BHIIOIHAT AUCTAIbHEE IEPBOrO y4acTKa JUIs

YBEJIMYEHUS 30HBI KOAryJISIUH.

INPUMEYAHME: [TpepsIBUCTHIN 3BYKOBOW CHTHAJI CBHJICTEIILCTBYET O TOM, UTO MPOIECC KOATYIISIIIMY HE 3aBEPIICH.

Bo3MosxHBIE TPHUUHBL M MEPHI 110 YCTPAaHEHHUIO CM. B pasfene «[louck u ycrpanenne HeucnpaBHocTei». He

MIPUCTyTIAiTe K Pe3aHNUI0, He YOS AUBIINCH B KAUEeCTBE KOATyIALNH.

BHUMAHME: HagexHo yaepXuBaiTe peldar 10 3aBepIIeHUs Mpoliecca KoaryJysiiuy, Tak Kak OH He (PUKCHPYeTC

B MOJIOKEHUU aKTHBALINH.

BHMUMAHME: O6 aktuBaruu nojgaun PY-3Heprun cBUAETENbCTBYET HEMIPEPHIBHBIN 3ByKoBOI curnai. [Tocie

3aBepILEHHs] UK aKTUBALIMK IPO3BYYHT ABOIHOI 3ByKOBOM CUTHAII O 3aBEPIICHUH MPOLIECCA KOATYISILUY, TOCIE

KoToporo nojgada PU-sHepruu npexpaturcs.

Koarymmml IPpU AaKTUBAIlMMA ¢ MIOMOUILI0 HOYKHOI'O BBIKJJITIOYATEIA

[Toce monHOTO CMBIKAaHMS OpaHIIeH U IepPBOTO IIeTIKa

®  MpojOJDKalTe HAKUMATh Ha phlyar, OKa HE YCIBIIINTE BTOPOU MIETYOK, IOCIE Yero HAXXMHUTE Ha HOXKHOU
BBIKJIFOYATEIIb, YTOOBI aKTHBUPOBATH NO1a4y SHEPIHH, U yJIEp)KUBAWTE €ro B HAKAaTOM TIOJIOXKEHHH JI0
3aBepIIEHUS IPOLECCa KOATYIIAIHH.

e OTmycTuTe HOXHOM BBIKIIIOYATEINb; OTIYCTHTE PBIYar, 9TOOBI PACKPHITh OpaHIIN THO0 3a/1eHCTBYHTE aKTUBATOP
pe3aHus, 9TOObI pa3pe3aTh TKAHb.

MNPUMEYAHME: YToO6H! HCTIONB30BaTh JAHHBIA PEXKHM, IIEpel HadaIoM paboThl yOeaUTeCh, YTO pydHast aKTHBAITHS

BBIKJIIOUEHA HAa T€HepaTope.

INPUMEYAHME: Ilepen pa3pezaHueM cocyia WU TKaHU M0JIb30BaTeIb JOKEH IPOBEPUTH KAUE€CTBO KOATYJIISIUH.

MNPUMEYAHME: [[ns nBOiHOM KOAryJIsiuy HAaKJIaJbIBAIOT Kpail OpaHIIM HOXKHHUI] BHAXJIECT Ha 30HY, yKe

MOJIBEPTHYTYIO KOaryJsiuu. JlOMONMHUTEIbHYIO KOATYJISIHIO CIEeAYEeT BHIIOIHATh AUCTAIbHEE IEPBOrO yyacTKa Jis

YBEJIMUEHUS 30HbI KOATYIISIIHH.

INPUMEYAHME: I[TpepsIBUCTHIHM 3BYKOBOM CUTHAJl CBUJIETEILCTBYET O TOM, UTO MPOLIECC KOATYIISIIIUY HE 3aBEPILICH.

Bo3MoxHBIE IPUYUHBI U MEPHI TI0 YCTpaHEHUIO cM. B pasaene «llouck u ycrpanenue HencnpaBHoctei». He

MIPUCTYTIAITE K PE3aHUI0, HE yOSTUBIINCH B KAYECTBE KOATYIISLIUH.

BHUMAHME: HagexxHo yaepKUBalTe perdar 10 3aBepIIeHHS Mporiecca KoaryJsiiiii, Tak Kak OH He (PUKCHUpYeTCst

B MOJIOYKECHUU AKTHBALIUU.

BHUMAHME: O6 akTuBamuu nmogadn PU-sHeprun CBHIETENBCTBYET HENPEPHIBHBIN 3ByKOBOW curHai. [Tocie
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3aBEpIICHN [IUKJIa aKTHBAIMH IPO3BYYUT ABOIHON 3BYKOBON CHUTHAJI O 3aBEPILIECHUH MIPOLeCcca KOAryJIsiiu, OCIe
KoToporo nogada PU-sHeprum npexpaTurcs.

NPEAYHNPEXIEHUE: AxtuBanys NoAa4y SHEPIUY HOXKHBIM BBIKIIFOUATENIEM IIPU HE MOJHOCTBIO COMKHYTBIX
OpaHIIax MOXKET IPUBECTH K HEHAJIEKAIIEMY KaueCTBY KOAryJsiUy U pacIpOCTPAHEHHIO TEPMHIIECKOTO BO3CHCTBHUS Ha
TKaHU BHE MOIEXKAILETO eMy ydacTka. Ciequre 3a TeM, YT00bI OpaHIIHN OBLIM TOJHOCTHIO COMKHYTHI BO BpEMs ITOJauH
SHEPIUU.

Pe3anmne Tkaneii

e YroObI HPHICTYNUTH K PE3AHHIO TKAHEH, HAYKMITE Ha PhIYar JI0 TIepBOTo MIEITIKA H CIICFTE 32 TeM, IT00bI OpaHIIIN OCTABAIIICh
TIOTHOCTBEO COMKHYTBIMH.

e Haxwmure Ha akTHBaTOp pe3aHusl, YTOObI 3aIlyCTUTD PEXKYIINI MEXaHU3M.

e OrnycTuTe akKTUBATOP PE3aHMUs, YTOOBI IEPEMECTHUTS JIE3BHE Ha3a/l.

e Ornmycrtute pbraar, YTo0bl pacKpbITh OpaHIIH.

NOPEAYHPEXIEHUE: Henb3st npuMeHATh 3JEKTPUUECKHUE YCTPOMCTBA, TAKUE KaK 3JIEKTPOXUPYPrUIECKHUE

KapaHJally UK yIbTPa3ByKOBBIE CKAJbIIENN, KOTOPBIE PACIIPOCTPAHSIOT TEILIOBYIO SHEPTHUIO, AJIS PACCEUCHUS

TKaHeH, KoaryJIMpOBaHHBIX € MOMOILBIO JAHHOTO HHCTPYMEHTA.

OPEAYTNPEXIEHUE: [lepen TeM Kak MPUCTYNIUTH K pe3aHUI0, YOSAUTECH B TOM, YTO MPOIIECC KOATYILIIIA 3aBEPILICH.

BHUMAHME: He 3amyckaiiTe pexxyLiuii MexaHu3M, eclii MeXIay OpaHIIaMu HaXOAATCs CKOOBI WM APYTHE

MeTaJUIN9eCcKHe TPeAMETHI, TaK KaK 3TO IPUBEAET K MOBPEXKACHUIO JIC3BUS.

BHUMAHME: Haxxumanue Ha peryar ¢ H30BITOYHBIM YCUINEM MOJKET BbI3BaTh CIy4aliHYI0 aKTHUBAIMIO [Oaun

sHepruu. BHUMAHME: Ecnu akTuBaTOp pe3aHus He BO3BPAIACTCS aBTOMATUYECKH B HICXOJHOE MOJIOKEHHE,

HO)XKMHUTE Ha HETO, YTOOBI IPOU3BECTH NEepe3aIycK.

O4ncrka HHCTPYMEHTA

e i obecrniedeHus ONTHMAIBHOTO (PYyHKIMOHUPOBAHMS CIIeIyeT IOIepKUBATh OpaHIIM B yicToTe. Hakomnenue
Ha HUX 3II1apa MOXKET BIMATH Ha Ka4eCTBO KOATYJALUHU W/WIK pe3aHus. [IpoTupaiite mOBEepXHOCTH U KPOMKHU
OpaHIIeii BIa>KHBIMH MapJIeBBIMH cal(eTKaMt U yJalsiTe OCTaTKH TKaHEeH 13 KOJIeH JIe3BUsI M 001acTH IapHupa
OpaHIei.

OPEAYTNPEXIEHUE: [lepen unctkoii OpaHIieii yOenuTecs B TOM, YTO JIe3BUE HE HAXOJUTCS B BBIIBHHYTOM

MOJI0KEHHUH.

OPEAYNPEXIEHUE: He HaxxuMaiiTe Ha peIdar WK Ha aKTUBATOP PE3aHUS BO BpeMsl YUCTKH OpaHIIeH, Tak KaK 3TO

MOJKET MPUBECTH K TPABME.

BHUMAHME: He naxxumaiiTe Ha plyar, Korja Mexxay OpaHImaMyu HaxouTcs cangeTka, Tak Kak 3TO MOXKeT MPUBECTH K

MTOBPEXICHUIO HHCTPYMEHTA.

BHUMAHME: 3anpemnieHo YUCTHTh HHCTPYMEHT aOpa3suBHBIMH ITOyIIEUKaMU

WK APYTUMHU abpa3suBHBIME cpencTBaMu. [locne mpoueaypst

e  VTUnM3UpyHTE MHCTPYMEHT U €ro NPHUHAIJIEXKHOCTH B COOTBETCTBYIOIINE KOHTeHepsl. He ucnone3syiite
UHCTPYMEHT NOBTOPHO.

Hpeuynpemennﬂ U MEPbI NPEAOCTOPOKHOCTH

e  VIHCTpYMEHT CTEpWJIECH U MpeIHa3HaYeH TOJBKO Uil OAHOPA30BOr0 UCIOIB30BaHUs. Y TUIIU3UPOBATD MOCIIE
UCTONB30BaHus. He cTepriin3oBaTh U HE HCHOJIB30BATh MOBTOPHO. UKCTKA MM CTEPUIIA3ALIUS HHCTPYMEHTa 0e3
HOPMATHUBHOW CAHKIIMU MOXET IPUBECTH K OMOHECOBMECTUMOCTH, HH(PHIIMPOBAHHIO MAIIMEHTA WA BBIXOLY
W3JIEJMSI U3 CTPOSL.

e JlaHHBIN MHCTPYMEHT IpeaHa3HaueH s ucnoias3oBaHus TOJIBKO ¢ coBMecTHMBIMU TeHEepaTOpaMu IPOU3BOICTBA
kommannu «Pua Ceprxkukany. [Ipy uCTIOIp30BaHUN APYTUX TEHEPATOPOB BO3MOXKHO OTCYTCTBHUE JKETTAEMOTO
a¢dekTa, pUIMHEHUE TPABM MAIMEHTY WX TOJIH30BATEIIO0 INOO TIOBPEXKIEHUE HHCTPYMEHTA.

e  He ucnonp3yiiTe JaHHBI HHCTPYMEHT Oe3 HaJJIe)Kallei OrOTOBKY B IIPOBEJCHHN COOTBETCTBYIONIHUX MPOIEAYP.

B npotuBHOM cityuae, BO3MOXKHO HENpeAHAMEPEHHOE MPUUMHEHNE CEPHE3HOT0 Bpeia 310POBBIO NAIEHTA.

e  C 0CTOPOKHOCTHIO IPUMEHSNTE JAaHHYIO CUCTEMY B CIIydae HAIMYUS Y MAIUEHTa BHYTPEHHETO WIIM BHEIITHETO
KapAUOCTUMYJISITOpA JINOO JPYTHX UMIUIAHTUPOBAHHBIX yCcTpoicTB. MHTEpdhepeHnus, co3naBaemast
AIIEKTPOXUPYPTHUECKUM 000pYTOBaHHEM, MOKET aKTHBUPOBATH HEOE30MACHBIH PEKUM PaOOTHI
KapINOCTUMYJIATOPA WM HHOTO yCTPOHCTBA TNOO TOTHOCTHIO BEIBECTH HX M3 cTposi. Ecim mmanupyetcs
IIPUMEHEHNE JAHHOTO MHCTPYMEHTA y NMAallUEHTOB ¢ UMIUIAHTUPOBAHHBIMU MEIULIMHCKUMHU YCTPOUCTBAMH,
IIPOKOHCYJIbTUPYHTECH Y UX IPOU3BOJUTEINIEH WK Y CIIELUAINCTOB COOTBETCTBYIOLIETrO OTAENEeHN B Bamem
JIe9eOHOM YIPEKICHUH.

e  [Ipu UCNONB30BAHUM JAHHOTO MHCTPYMEHTA C BKJIFOUEHHBIM HHAOCKOIOM MPOUCXOAUT CIIOKEHHUE TOKOB YTEUKU
obomx yctpoicTB. Ecimu 3HIOCKON HE OTHOCHTCA K Karteropuu padoumx dvacreil tuma CF, marueHT MoxkeT
MOJIBEPTHYTHCS BO3ACMCTBUIO TOKA YTEYKH HEMPEIBUICHHOTO YPOBHSI.
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[lepen BBeIeHNEM MHCTPYMEHTA Yepe3 KaHIONIO IPOBEPHTE €r0 HAapy>KHBIE IOBEPXHOCTH Ha MPEAMET TBEPABIX
WIIH OCTPBIX KPOMOK, KOTOPBIE MOTYT HOBPEINUTH TKAHH.

KoHTakT aKTHBHOTO 3JIEKTPO/Ia MHCTPYMEHTA ¢ METAJUTMYECKUMH TIpeMEeTaMu (TeMocTaTaMu, CKodamu,
KIIMIICaMH, PETPAKTOPaMU U T.II.) MOXKET YCHJIUBATh TOK M IPUBOJUTH K HEXKEJIaTEIbHBIM XUPYPTHUECKIM
MOCJIEACTBUAM UM HEOCTATOUHOMY BBIJCIICHUIO YHEPTUU.

bezonacHocTh 1 3¢h(hexkTHBHOCTD pUMEHEHN PU-3HEpriy 3aBUCUT OT pa3iIniHbIX (HaKTOPOB,
KOHTPOJIMPYEMBIX HCKIIOUUTEIFHO CAaMIM OIIEPaTOPOM, KOTOPBIN TOJDKEH B 0043aTETbHOM MOPSIKE
03HAKOMUTHCS C MPEIOCTABICHHBIMU HHCTPYKIMAMH IO 3KCILUTyaTalllnd, HIOHUMATh UX U CJIE0BATH HM.
JlaHHBIH IPOIYKT MOCTABISIETCS B CTEPHIBHOM BUJE, cTepunu3oBal stTuneHokcuaoM. HE UCITOJIB3OBATD, eciu
CTepHJIbHAs YIIAaKOBKA IIOBPEKICHA.

[Nepen HavagOM MPOIEAYPHI HEOOXOIMMO YOSANUTHCS B IPABMIBHOM BBIOOPE MOZAEIN HHCTPYMEHTA.

Puck nopaskeHus anekTpudecKiuM TokoM - He nmoaxiogaiite BlaXkHbIM HHCTPYMEHT K T€HEpaTopy.

Kabenu nHCTpYMEHTa cieayeT pacroiaraTh TakuM o0pa3oM, 4To0bl OHM HE 3a1eBajli MalMeHTa Win Ipyrue
kabenu. He o0opaunBaiite kabesmy BOKPYT METAJUIMUECKHUX PEIMETOB, TaK 3TO B Pe3yJIbTaTe TOr0 MOTYT
BO3HUKHYTH TOKH, TIPUBOJISILIIE K TOPaXKAIOIIEMY BO3/ICHCTBHIO, TOKapaM JIM0O TPaBMUPOBAHHUIO MAIIMEHTA WU
XUPYPTrUUECKOro MepCcoHaa.

TmrarensHO MPOBEPANTE BCE COCUHEHNS HHCTPYMEHTA C TEHEPaTOpPOM IIepe]l HX UCTIOIb30BAHUEM.
HenpasuneHoe coennHEHHE MOKET IIPUBECTH K BOSHUKHOBEHHIO AYTOBOTO pa3psiaa, UCKp,

HETPaBUIIBHOMY (D)YHKIIMOHMPOBAHHIO TIPHHAUIC)KHOCTEH TN HEXKENaTeIbHBIM XUPYPTrHIECKUM
MOCJIC/ICTBHSIM.

[epen ucnonp30BaHUEM IPOBEPSIHTE MHCTPYMEHT M KaOeNu Ha MpeaMeT U3JI0MOB, TPEIINH, NeperuooB U
npourx nospexaeHuit. HecoOmoaeHne 3Tux Mep MpeaocTOPOKHOCTH MOXKET IPUBECTH K TPAaBMUPOBAHUIO
WIH TOPAXKEHUIO MIEKTPUIECKUM TOKOM MaIlMeHTa WIIH XUPYPrUIECKOro epcoHaa Ju0o0 K MoJIOMKe
uHCTpyMeHTa. [IoBpexIeHHOE M3/IeNINe UCTION30BaTh 3aIPEIacTCs.

He ucnonp3yiite HHCTPYMEHT BOJIM3H JIETKOBOCILIAMEHSIIOIIUXCSI QaHECTETHKOB MII OKHCIISIIOIIUX ra30B, TAKHX
Kak okcup a30Ta (N20) u KucimopoJ, 1u0o JIeTydux pacTBoputenei (3¢pup nimm cimpt) Bo n30eKaHHe pUcKa
B3pHIBA.

B cBs13u ¢ KaHIIEpOTeHHBIMH M HH()EKIIMOHHBIMU PUCKAMH, KOTOPBIE NTPEACTABISIOT HOOOUHBIE MPOIYKTHI
IEKTPOXUPYPTUUECKUX ONepanuii (Takue KaKk CTPyH JbIMa M TBEP/IbIE YaCTHIIBI TKAHEH B BO3AyXe), IPH
MPOBEICHUH KaK OTKPBITHIX, TAK 1 MUHAMAaJIbHO HHBA3UBHBIX XUPYPIrHYECKNX BMELIATENLCTB PEKOMEH Y eTCs
UCIIONIb30BaTh CPE/ICTBA ISl 3aIIUTHI IJ1a3, PECIUPATOPHI, a TakkKe 3()(HPEeKTUBHOE TBIMOOTBOIHOE 000PYIOBaHHE.
ITonxiroueHne aganTepoB U MPUHAIIEKHOCTEH K AIEKTPOXUPYPTHUECKON CHCTEME CIIEAYET OCYIIECTBIATh TOIBKO
KOTJ]a CHCTE€Ma BBIKJIFOUEHA JINOO HaXOAUTCS B peskume oxxuanusa. HecoOmoneHne 3Toro TpeboBaHms MOXKET
MIPHUBECTH K TPaBMe JINOO MOPaKEHUIO JIEKTPUIESCKUM TOKOM IAIlMEeHTa WM XUPYPTUUEeCKOTo NepCcoHama.

He BcTapmstiiTe manplbl MEX/Iy phIYaroM M PyKOSITKOM HITH MEK/Ty OpaHIIaMH, TaK Kak 3TO MOXKET IPUBECTH K
TpaBMe.

He nomeraiite kabemn MeX Iy peIdaroM M pyKOSITKOM WM MEXAy OpaHIIaMH.

C 0CTOpPOKHOCTHIO OOpamaiTeck ¢ HTHCTPYMEHTOM B IPOMEXKYTKAX MEXAY MPOIeaypaMu BO H30exaHne
ciTydaifHOH akTHBanuu. He ki1aguTe HHCTPYMEHT, KOT/Ia OH HE HCIIONIb3YeTCs, Ha MAllMeHTa WM Ha IPOCTHIHIO.
IMoxxapuas onmacHocTs: He pacrionaraiite HHCTpYMEHT PSIIOM MJIM B HEIIOCPEICTBEHHOM KOHTAaKTE C TOPIOYHMHU
MarepuagaMi, TaKUMHU KaK XUpyprudeckue calpeTK ¥ MPOCTHIHY HITH C BOCIIIIAMEHSFOLIMMHUCS Ta3aMH.
AKTHBaIMsI UHCTPYMEHTA UM €0 BBICOKAas TEMIIEpaTypa MOTYT BbI3BaTh noxap. Hencnons3yemele
UHCTPYMEHTBHI IEPAKHUTE HAa BUIY B UUCTOM U CyXOM MECTE, HE PACIOJIAraloleMcs PsIOM C MallUEHTOM.
HenpennamepeHHBIN KOHTAKT ¢ HAIIUEHTOM MOXET IPUBECTH K OXKOTaM.

[Ipr MUHIMaIPHO MHBA3HWBHBIX OMNEPAIHIX HE UCTIONIB3YHTe KOMOWHIPOBAHHBIE TPOAKAPHI,

COCTOSIIIE KaK N3 METAJUTMIECKUX, TaK UX IIACTUKOBBIX 2JIEMEHTOB. EMKOCTHOE COeINHEHHE TOKOB

BBICOKOW 9aCTOTHI MOKET MIPUBECTH K 0’KOTaM.

[epen BBINONHEHNEM MUHUMAIbHO HHBA3UBHBIX XUPYPrHYECKUX BMEIIATEIbCTB YOSANTECH B COBMECTUMOCTH
MHCTPYMEHTA C TPOAKapOM II0 pa3Mepy B LENSX 00eCIIeYeHus JETKOT0 BBEJCHUS U U3BJICUCHUS] HHCTPYMEHTA.
BBeznenue u n3BiedeHue HHCTPYMEHTA Yepe3 KaHIOIIO BHITIOJIHINTE OCTOPOKHO BO M30€KaHNE ITOBPEKICHHS
MHCTPYMEHTA W/WJIM TPAaBMUPOBAHMS TTALIUEHTA.

CwMmpbIkaliTe OpaHIy epe BBeJACHHEM/U3BIICICHUEM HHCTPYMEHTA Yepe3 TOUKY JIOCTyTIA.

He ncnone3yiiTe HHCTPYMEHT AJISL IMTHPOBAHUS COCYJIOB ANAMETPOM Ooiiee 7 MM.

He crubaiite madt. Ecnu madt nHCTpyMEHTa 3aMETHO U30THYT, HE UCIIONB3yHTe €ro, BRBIOPOCHTE U BO3BMUTE
Jpyroil HHCTPYMEHT.

He pa3memaiite cocy u/uia TKaHb psAAOM ¢ IIapHUpoM Opanireid. Cocy i /Wi TKaHb JTOJDKHB
pacronaratbcs HOCepeIHe OpaHIICH.

[IpoBoasmye >KUIKocTH (KpOBb WM (PU3PACTBOP), HETIOCPEACTBEHHO KOHTAKTUPYIOLIHE C HHCTPYMEHTOM WITU
HaXOJAIIUECS PAIOM C HUM, MOTYT BBICTYIATh IPOBOJHUKAMHU JIEKTPUYECKOT0 TOKA UIIU TEIUIA, BHI3bIBAs OKOTU
y nauuenra. [lepen akTuBauueil MHCTpyMEHTA CIIELyeT OTCachIBaTh XHUIKOCTH BOJIM3H ero OpaHIIei.

Bo n3b6exanune cirydaifHBIX 03KOTOB JIEPKUTE HAPY KHBIE TIOBEPXHOCTH OpaHIIeH HHCTPYMEHTa Ha

PACCTOSIHUH OT MPHJICTAIONINX TKaHEH NP aKTHBAINH AJIEKTPOXHPYPTUIECKON CHCTEMBI.
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e [Ipu BBINONHEHNH KOAryJsIIUHU SHEPTHSI BO3ACHCTBYET Ha TKaHb, HAXOAAIIYIOCS MEeX Iy OpaHieil. B pesynsraTe
o0pa3zyeTcs Temno, KOTOPOE MOKET BBI3bIBATH MIPEBPAIEHUE BOIBI B AP U, KK CICICTBHE, TPABMHUPOBAHHE
TKaHe# BOm3n Opanmeii. CobnromaiiTe 0CTOPOKHOCTH NPH BHITIOHEHUH XUPYPTUIECKUX MIPOIICTYp B
OTPaHWIECHHBIX IPOCTPAHCTBAX.

e  130eraiiTe CHIBHOTO HATSHKEHHS TKaHEW NPH KOATyJISIUK M Pe3aHHuH, YTOObI 00eCcIeynTh HauIeKaliee
(DYHKIIMOHUPOBaHHE HHCTPYMEHTA.

e  CobOmromaiiTe 0OCTOPOKHOCTH IPH 3aXBaTe, MAHUITYJLIHAX, KOATyIUPOBAaHUN M PACCEYCHUH OOJBIINX 00HEMOB
TKaHeH.

e  He BoImonHsiiTe KOaryJsiiyio WK pe3aHue MoBEpX CKOO MM KIIMIIC, TAK KaK 3TO MOXKET yXyIIIUTh KaueCTBO
Koaryysinuy. KoHTakT akTHBHOTO 3JIEKTPOAA C METALTMYECKUMH IPEIMETAMH MOYKET ITPUBECTH K 03KOT'aM HIIH
HEKaYeCTBEHHON KOaryJIsIHH.

e  JloBepxHOCTH OpaHIIEH MOTYT OCTaBaThCSA AOCTATOYHO TOPSIYMMH JUIS TOTO, YTOOBI BEI3BATh OXKOT ITOCTIE
OTKJIFOYECHHUS TOKA BBICOKOH 9aCTOTHI.

L4 He HCHOHL3yﬁTe HHCTPYMCHT B6J'II/I3I/I JICTKOBOCINIAaMCHAOIIMXCSI AaHCCTCTUKOB HMJIM OKUCIIAIOIIHNX I'a30B, TAKHUX
Kak okcuJ a3oTa (N20) u Kucmopo/, Tubo JIeTydux pactBoputelneit (3dup mim cnupt) Bo u30eKaHHE PUCKA
B3pbIBA.

e B cBI3W ¢ KaHIEPOTEHHBIMH M HMHQEKIMOHHBIMH PHCKAMH, KOTOpPBIE MPEACTABISIOT MOOOYHBIC MPOIYKTHI
3NEKTPOXUPYPTHUECKUX OINepanyii (Takue Kak CTPyd [bIMa W TBEpIbIC YacTUIBl TKAaHEH B BO3IyXe), HpHU
MPOBEICHNHN KaK OTKPBITHIX, TaK ¥ MHHHUMAJIbHO WHBA3MBHBIX XHUPYPIUYECKHX BMEIIATECIHCTB PEKOMEHIYETCS
HCIIONIb30BaTh CPEICTBA AJISI 3aIIUTHI IJ1a3, PECIUPATOPHI, a Takxke 3()(HEeKTUBHOE TBIMOOTBOIHOE 000PYIOBaHHUE.

e  He aktuBupyiiTe HHCTPYMEHT, €CIIH €ro OpaHIIN KOHTAKTUPYIOT WJIH PacloaraloTcs psAaoM ¢ APyTUMU
HHCTPYMEHTaMH, BKJIIOYasd METAJUIMYCCKUEC KaHIOJIN, TaK KaK 3TO MOKET BbI3BATH MCCTHBIC OKOI'M y MallUCHTa
WJIM Bpaya.

e  CobmromaiiTe 0OCTOPOKHOCTH ITPH BBHITTOJIHEHUHN XUPYPIHIECKUX BMEIIATENBCTB Y MAIEHTOB, HMEIOIINX
OTIpeZIeTIeHHbBIE COCYUCTHIE MAaTOJIOTHHU (HAaIlpUMep, aTepOCKIIEPO3 HIIM aHEBPU3MBI cocyoB). s
obecrieueHns! ONTUMAaIbHOTO PE3yJIbTaTa BRIMOIHANTE KOATyJISIHMIO Ha YIaCTKaX COCYI0B, HE 3aTPOHYTHIX
3a00eBaHIEM.

e He cMmbikaiiTe OpaHIIy, €CII MEXAY HUMH HAXOAUTCS YpE3MEPHO OOJIBIION 00bEM TKaHH.

YcnoBus OKpy:Kawuie cpeabl NpH TPAHCIIOPTHPOBKE M XPaHEHUM
Temmepatypa: -10-55°C

OtHocuTenbHas BIaKHOCTh: <80%

Hasnenue Bo3ayxa: 800-1060 rlla

Cpok rognoctu
I/IHCprMCHT CTCPUIIN30BAH dTUJIICHOKCHUIOM. CpOK TOAHOCTH YKa3aH Ha YITAKOBKC. CpOK T'OJHOCTH COCTaBJIACT 5 ner
CO OHA CTCpUIU3alHN. 3anpeu1aeTc>1 HCIOJIB30BaTh MHCTPYMEHT 110 UCTCUYECHHUU CPOKA 'O JHOCTU.

dDopmMaT NOCTaBKH
,HaHHBII‘/'I HWHCTPYMECHT IMOCTABJIACTCA CTCPHUIIBHBIM JIUIA OJHOKPATHOI'O IPUMEHCHUA HAa OTHOM ITalTUCHTE. yTI/IJ'II/I3I/IpOBaTB
TI0CJIC UCITIOJIB30BAHMUS.

Ilouck u ycTpaHeHHe HEMCIIPABHOCTEH

Huxe MPUBCJICH MEPCUCHb pCKOMCHI[aHI/Iﬁ T10 MMOUCKY 1 YCTPAaHCHHUIO HGI/ICHpaBHOCTeﬁ B CUTyalludX, CBA3aHHBIX C
HCIOJIb30BAHUECM UHCTPYMEHTA C COBMECTUMBIMU I'€HEPATOPAMU IPOU3BOJACTBA KOMIIAHUUN «Pra Cepxcmcan».
HOZ{pO6HyIO I/IH(I)OpMaL[I/IIO O KOHKPETHBIX CUTYyalUAX CM. B MHCTPYKIUAX I10 IKCILUTyaTalluh T€HEPATOPOB.

Curmaausauus 00 omacHOCTH

IIpu BO3HMKHOBEHHH CUTHAIA 00 OMACHOCTH M0a4ya SHEPIuu mpekpariaercs. [locie ycTpaHeH!s ONAaCHOM CUTyaIHK
10/1a4a YHEPTUH HEMEIJICHHO BOCCTAHABIMBACTCS. [IpH BOSHUKHOBCHHUHU OIMACHOM CHUTYAI[MH I101a4a SHEPTUH
MpeKpaIaeTcs, TeHepaTop U3/IaeT CEPUI0 TPEPHIBICTHIX 3BYKOB, a HA €T0 AHCIUIeE 0TOOpaxaeTcs: coodmmeHne 00
omacHocTH. He pa3spesaiite cocyn! Ilepex Tem Kak MpOAOIKUTH, HEOOXOIUMO IIPOBEPUTH KaYECTBO KOATYIISIINH U
COCTOSIHVE MHCTPYMEHTA.

JTanbl NOMCKA U YCTPAHEHUSI HEUCIIPABHOCTE

e  [lIpekparure akTHBAIHIO, OTIIYCTHB pblYar JIMOO Neaib HOXKHOTO BBIKIIFOYATEIs.
e Packpoiite OpaHIIM U yOeANTECH, YTO KOAryJIALHs 3aBEpILICHA.
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e  BrmomHHTE peKOMEHIANNH IO KOPPEKTHPYIOIINM ACHCTBHAM, OTOOpakaeMble Ha AWCIIIEE TEHEpaTopa,
yKa3aHHbBIE B MAMATKE 110 paboTe ¢ TeHEPaTOPOM WIIN B MHCTPYKIMH 10 €0 IKCILTyaTalliH.

e  Ilo BO3MOXHOCTH, U3MEHUTE NOJIOKCHUE HHCTPYMEHTA, IPOU3BEUTE TIOBTOPHBIH 3aXBaT TKAHU BHAXJIECT C
IpebLAYIIUM KOAaryJIMPOBaHHBIM YYacTKOM U CHOBA MHUIIMMPYHTE KOAryJInpoBaHUeE.

Bo3Mo:kHBIE NMPUYUHDBI U CIoCOoObI YCTpaHneHus

HenocraTouHoe KOJIH4YECTBO TKAHU MeKIY OpaHimamu: Packpoiite OpaHIIH 1 3aXBaTUTE OONBIIHIA 00HEM TKaHH.
CoMkHuTe OpaHIIM 1 BO30OHOBUTE MPOLEAYPY KOAryJIsIIUH.

M36bITOUHOE KOJMYECTBO TKAHH MeKIy OpaHmamu: Packpoiite OpaHIIM 1 yMEHBIINTE KOJIMYECTBO 3aXBATHIBACMOM
TkaHU. COMKHHTE OpaHIIHM U BO30OHOBHUTE MPOLEAYPY KOATYJISLIUH.

AKTHBanMsi HA MeTAJUINYeCKOM npenMerte: V30eraiite 3axBara OpaHIIaMyd MHCTPYMEHTA TaKUX MPEAMETOB Kak
CKOOBI, KJIMIICBI ¥ MHKAIICYJINPOBaHHBIE HUTH.

3arpsizHenne opanmeii: C TOMOIIBIO BIAKHON cal()eTKH OYMCTUTE IOBEPXHOCTH U KPOMKH OpaHIIed HHCTPYMEHTA.
M306bITOK KHAKOCTH B ONEPALMOHHOM I0J1e: Y MEHBIINTE WK YOepHuTe N30BITOUHYIO KHIKOCTh BOKPYT OpaHIIeH
MHCTPpyMEHTa. BBIK/II04YaTe b AKTHBAIMH OTIYLIEH 10 CUTHAJIA, YKA3bIBAIOLer0 HA 3aBeplleHne KOary JIsiuHu
Ienane HOKHOTO AKTHBATOPA MIIH PHIYAr OTITYIIEHBI 10 3aBEPIICHUS IIPOLEAYPHI KOATYIISIIHNH.

YBenoMIIeHHE TT0JIB30BATEIIO H/HIIN MAIIMEHTY O TOM, YTO O BCEX CEPbE3HBIX MHIIMIICHTaX, MPOM30IIEALINX C
YCTPOMCTBOM, clienyeT coolmmats B koMmnaHuto «Pwa Cepxukan, MuHK.» (Reach Surgical, Inc.) mo agpecy
Reachquality@reachsurgical.com u B kommeTeHTHBII oprad rocynapcrsa-wicHa EC, B KOTOPOM HAXOAUTCSA
H0JIb30BATEIb W/UIIH IaI[UEeHT.
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CHUMBOJIBI

RU Cepus crepunuzanuu

EO Batch

RU Ortxkients 30€Ch

A RU Bropuuno ucnons3yemsrir [IDH/]

RU IlpuroneH ajs BTOpUYHON TepepabOTKH

RU DOmnekrpuyeckoe u 3J1€KTpOHHOE 000PYI0BAaHNE; pa3AeibHas yTHIN3aIHsI

RU CM. HHCTPYKIIHIO 1O 9KCIITyaTal[iH

" @_‘ RU He ucnons30BaTh B Cilydae NOBPEXKICHHS YIIAKOBKH

L |

r i RU HE CTEPUJIM30OBATH [TIOBTOPHO
L |

r 1 RU TIlpowusBoxurens

T RU [ara usrotoBieHus
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r i RU Cepwuitnsriit HOMep
L -
r 7 RU Kox maprun
L _
r g 1 RU MHcnons3oBats 10
L |
r I i RU Ocropoxno! Xpymnkuit rpy3
L |
r «, RU XpaHuTh B CyXOM MECTE
v \‘ ‘4
L |
r 7 RU He noaseprars Bo3AeHCTBHIO MPSIMBIX COIHEYHBIX JTy4ei

RU

He nepesopauuBats

RU

He ucnons3oBath IIOBTOPHO

L -

r A RU Buumanue

L |

r " RU KaranoxHblid HOMEp
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r X i RU TIlpenenpHas TeMnepaTypa XpaHSHHUS

L _I

r a RU IlpenenpHas BIaXXHOCTh NPU XpaHEHHH

.J!!!!i_

L J

r i—l RU Orpannyenne atMocepHOTo JaBICHUS IPU XPaHEHUU
|

r i RU OpnunapHast cucTema 3aIiUThl CTEPHUIIBHOCTH

L |

r N RU Crpana nponsBojacTa

CN

L N

r RU Meaununckoe usnenue

L _I

r a1 RU VYHukanbHbId HASHTH(HUKATOP U3AEITHSL

L _I

r 1 RU CrepunuzoBaHo 3THIEHOKCHIOM

STERILE|EO

L _I
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L= reacH suraicaL | iREACH Magnum

CmiuBaromue annaparsl IREACH MAGNUM PLUS

I «Pu4 Cepaxuxai, Huk.» (Reach Surgical, Inc.)

120, yn. CuabcuHIy, 3anaiHas 30Ha, TSIHBIBUHBCKUN paiiloH S5KOHOMHUKO-

TexHoJormdeckoro pa3sutust, 300462 Taapu3uns, Kurait

[Teuars: «Puu Cepaxuxai, Uuk.» (Reach Surgical, Inc.) 1201160154047

/Moanucek/
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JlnuHa madra
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Hepe/:[ HCIIOJIB30BAHUEM JaHHOI'0 CHIMBAIOMICTO allllapara BHUMATCIbHO HquHTaﬁTe HH(i)OpMaHI/IIO

HMXKC.

9TO0T JOKYMCHT IIPCAHa3HAYCH IJId OKasaHUWA IIOMOIIH B UCIIOJIb30BAHNU JAHHOI'O HHCTPYMECHTA.

OHa He cOIEepKUT PEKOMEHJAUH 110 XUPYPIUUECKUM METOaM.

JIaHHBIH CIIMBAIOIIMI anmapar pa3padoTaH, IPOBEPEH U U3TOTOBJIEH AJIS UCIIOIb30BAHUS TOJIBKO JJIS
oaHo# npouenypsl. [IoBTOpHOE HCTIONB30BaHKE HITH MIOBTOPHAs 00pabOTKa MOTYT IPUBECTH K
OTKa3y WJIM TPaBMUPOBAHMIO MaruenTa. He ucnone3yiite 3T0T ClunMBaromuii anmnapar noBTOpHO, HE

MOJIBEpraiTe ero MOBTOPHOM 00pabOTKe MM OBTOPHOM CTEpUIIM3ALINH.

Onucanue u3aeaus

DHJ0CKONMYECKHUE NIEKTPUUECKUE CIIMBAIOIIE-PEXKYIIIHE alaparsl (Jajee — CIIMBAIOIINE alllapaThl)
— 3TO CTEPUIIbHBIE MHCTPYMEHTHI ISl UCIOJB30BAHMS Y OMHOTO MAIlMEeHTa JJIsi OJHOBPEMEHHOTO
paccedeHus M CIIMBaHUs TKaHeW. HakiaapiBaeTcs mecTpb psiioB CKOO B IIAXMAaTHOM TOPSIZIKE, 110 TPH
psifa ¢ Kax10i cTopoHsl IMHUU paspesa. [lladT cBoOogHO MOBOpauynBaeTcs B 000MX HaMpaBICHUIX, a
MEXaHW3M apTUKYIAIUU 00ecrneyuBaeT IOBOPOT ITUCTAIbHOM dYacTh ImadTa, 4YTro objerdyaer

J'IaTepaJ'IBHBIﬁ AOCTYII K MECTY OIlCpalliu.

CumBaroniye anmaparbl TOCTaBISIOTCS B KOMIUIEKTE C OCHOBHOW aKKyMyJsITOpHOW Oarapeei,
KOTOPYIO HEOOXOJMMO BCTaBUTh IEpe]] HCIOIb30BaHneM. K yTHiIn3anum akKyMynsaTopHOU Gatapen

MIPEABSIBISIIOTCS CIIeIUaibHbIE TpeOoBaHus. CM. paznen «Y TUIu3alus akKyMyIssTOpHON Oarapen».

CimBarole anmaparsl OCTABISAIOTCS 0€3 CMEHHBIX KacCeT, KacCeTy He0OX0AUMO YCTaHOBUTH MEpe]
ucrnoibp3oBaHueM. Ha xaccete Mmeercs KONMAa4oK, yAEp>KUBAIOLINI CKOOBI, KOTOpPbI o0ecredrnBaeTr
3alIMTy CKOO B Kaccere BO BpeMs OTTPY3KM U TPaHCHOPTUPOBKH. DyHKIMS OIOKHMPOBAHUS
CILIMBAIOIIETO almapara MpeJoTBpallacT MCIOIb30BAHNE annapara B CIy4ae UCIOIb30BAHHOW WIIM

HENPABUIILHO BCTABJIEHHOM KACCETHI, @ TAK)KE B CIIy4ae OTCYTCTBHS KACCETHI.
Buumanue:

3anperniaercs 3apsKaTh CHIMBAIOIINIA anmapat 6onee 16 pas.

CumBaromuii anmapar MO>KHO MCIOJIb30BaTh MAKCUMYM JUIsl 16 MponMBaHu.

Hcnons3oBaHue Marcpualia, yCHUJIHWBAIOLICTO CKOOOYHBIH II0B, MOXCT CHH3UTh MAaKCHMAaJIbHOC

KOJINYECTBO MPOIIMBAHUMN.
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Ha3nauenue
JIaHHBIN HHCTPYMEHT MpeAHA3HAYCH JJIsI pACCEUCHUS, PE3EKIIUY TKAaHEW W/UITU CO3/IaHUs aHACTOMO30B.
IMokazanusi K NpUMeHEeHH 0

JlaHHBIN UHCTPYMEHT MpeaHa3HAYeH JJI UCIIOJIb30BAHMS CO CMEHHBIMU KacCeTaMu JUIsl PaCCEUeHUs,
PE3eKINK TKaHEH W/WM CO3[aHUsS aHACTOMO30B. J{aHHBIM MHCTPYMEHT MOXKET HCIOJIb30BAaThCSA BO
BpeMs OTKPBITHIX U MAJOUHBA3UBHBIX ONEPATUBHBIX BMEIIATEILCTB, BKIIIOUAs OMEpalii Ha OpraHax
IpyAHON U OPIOLIHON MONOCTEN, THHEKOJIIOTUYECKHUE U ypoJiorndeckue onepauuu. OH HCIONb3yeTcs

JUTSl paCCEUEHUS U PE3EKIINU TKaHEH JIETKUX, OPOHXOB, KHIIIEYHUKA, KEITyIKa, YPETPHhI, TOUEK, MATKH.
I[MpennonaraeMplii MoJ1b30BaTE b

I[aHHI)If/'I HHCTPYMCHT IMPCAHA3HAUCH JId HCIIOJIb30BaHUSA MCAWLIMHCKHUMU pa6OTHI/IKaMI/I B XOI€

OIIEpaTUBHBIX BMEIIATEIIbCTB.
Cpena npeamnonaraeMoro UCIoJib30BaHus

JIaHHBII MHCTPYMEHT IIPEIHA3HAYEH Ul HCIIOIb30BaHUs B CTALIMOHAPE.
HeneBas rpynna nauMeHToB:

[TarueHTs! B BO3pacTe 3 JIET U cTaplie, KOTOPhIM TPeOyeTCsl pe3eKIs U PEKOHCTPYKIIUS OpraHOB U

TKaHEH rpyaHoi u OproIIHOM MmojocTei.
Kiannnyeckue npenmyuiecrsa:

*CoOKpalleHUe IUTEIbHOCTH OIIEPaLliu;
*CokpallieHue oTepy KPOBH BO BpEMsI OIIEpallNH;

*MeHbI111e IMMOCJICOINICPATNOHHBIX OCHOX(HGHHﬁ, TAKHX KaK HAPYICHHUEC ICPMETHUIHOCTU aHACTOMO34a.

IIporuBonOKa3aHusA

1. He HCHOJ’IBSYﬁTC CIITMBAIOIINH armapar Ha OTCYHBIX TKAHAX, TKAHAX CO CIIMIIKOM TOJICTBIM

MBIIIEYHBIM CJI0EM WM TKAaHIX C HU3KOM COCOOHOCTRIO K 3aKUBJICHUIO.

2. 3aHpCI_I_IaCTC$I HCIIOJIb30BaTh CIIMBAOIIUH afmapar Ha TKaHAX € IMTOJO03PCHUCM Ha OCTATKH PAKOBBIX

KJICTOK.
3. 3aHpCI_I_IaCTC$I HCIIOJIb30BaTh CIIMBAIOIIUMN armapar Ha aopTe.

4. 3anpemiaercs UCHOIb30BaTh CHIMBAIOMIMNA amnmapaT Ha WIIEMU3HUPOBAHHBIX MM HEKPOTHUECKHX
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TKaHsIX.

5. 3amperraercss HCIONB30BaTh CIIMBAIOMIMI ammapaT Ha KPYHHBIX cocydax Oe3 oOecreueHHs

KOHTPOJIA Ha HPOKCUMAJIbHOM U NUCTAJIbHOM KOHIIC.

6. 3anpemaeTcs1 HCIIOJIb30BAHUC Ha TKAHAX, KOTOPBIC HCBO3MOXKHO JOJIKHBIM 06pa30M CXKaTrb 10
BBICOTBI 3aKPbLITHUSA CKOOBI HJIH KOTOPBIC JICTKO CXKHUMAKOTCSA 10 BBICOTHI, MeHBHIGfI, 4Y€M BBICOTA

3aKPBITHS CKOOBI.

7. CIHI/IBaIOH_[I/Iﬁ amnrmapar He InMp€aAHasHa4dCH JJIs1 UCIIOJIb30BaHUA IIPpU HAJIWMYHU HpOTI/IBOHOKaf&aHI/If/'I K

CIIMBAHUIO CHIMBAIOUIUM aIrapaTroM.

Nudpopmanusi 0 COBMECTUMOCTH

CummBarouuii  anmapar COBMECTUM C aKKyMYJIATOpHOH Oartapeed, HacaJkoll ¢ HW30THYTHIM
HAaKOHEYHMKOM M CMEHHBIMH KacCeTaMH, YIIOMMHAEMBIMH B HACTOALLEM JOKyMeHTe. He coBMecTnM ¢

MPUHATIJIC)KHOCTAMA CTOPOHHUX HpOI/ISBOI[I/ITeJIef;I.

HpI/I HCIIOJIb30BAHHWH CIONMBAIOLICIO allllapara AJisI MaJIOMHBA3HWBHBIX OIICPATHBHBIX BMCHIATCIILCTB

Tpedyercs Tpoakap.

HpI/IMeanI/ICI CIIIMBAIOIIHM afnmapar npeaHa3Ha4CH I HUCIIOJIb30BAHUSA C TpOaKapoM AHaAMCETPOM

12 mmM.

CmmmBaronmii anmapar ucnoib3yercs co cMeHHbIMM Kaccetamu IREACH MAGNUM PLUS n
cmenHbiMu kaccetamu ENDO REACH REC (nanee — kaccersl) mpou3BojacTBa KommnaHuu «Puu

CepmHKan, HHK.». KOI[LI H3ACIINA U TOJIIHWHA TKaHW YKa3aHbl HUKC!:

Koabl u cnenupukanmu usaesims

Tabmuma 1. Kombr u cienudukanuy u3aenus

JimHa JIMHuM CoBmecTumocthb | barapes
Kon Juauna madra

CKO0O0YHOI 0 C  TPOAaKapoM | BXOIMT B
H3/1eJIUsA (Mm)

mBa (Mm) (Mm) KOMILJIEKT
IMS60L 60 365 12 YES
IMS60M 60 265 12 YES
IMS60S 60 215 12 YES
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JymHa JuHuKM CoBmecTumocth | barapest
Kon Jauna madra
CK000YHOI0 ¢  TPOAKapoM | BXOIWT B
H3/1eJIUsA (Mm)
mBa (MM) (Mm) KOMILIEKT
IMS45L 45 365 12 YES
IMS45M 45 265 12 YES
IMS45S 45 215 12 YES
HET
IMS60L-0 60 365 12
HET
IMS60M-0 60 265 12
HET
IMS60S-0 60 215 12
HET
IMS45L-0 45 365 12
HET
IMS45M-0 45 265 12
HET
IMS45S-0 45 215 12
Taoauna 2 Koasl kaccet
Tonmunaa JlmuHa
TKaHU (MM) JIMHUU Bricota
BeicoTta  3akpsITOit
Kon uznenus ckobounor | Color OTKPBITON
CKOOBI (MM)
0 nIBa CKOOBI (MM)
(Mm)
Cocynucras/T | 45 Kopuunen
IMST45TAN 2,0/2,5/3,0 0,75/1,0/1,25
OHKas 13171
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Cpennsisi/Tonc

45

duoneron

IMST45PUL . 3,0/3,5/4,0 1,25/1,5/1,75
Tast BII
IMST45BLK Ouens Toncras | 45 UepHbiit 4,0/4,4/4,4 1,75/2,0/2,25
Cocymucras/T | 60 Kopuunes
IMST60TAN . 2,0/2,5/3,0 0,75/1,0/1,25
OHKast BII
Cpennsisi/Tonc | 60 dwuoneron
IMST60PUL . 3,0/3,5/4,0 1,25/1,5/1,75
Tas BI
IMST60BLK Ouens Toncrast | 60 Uepnbiit 4,0/4,4/4,4 1,75/2,0/2,25
REC45GRA Ouenn ToHKas | 45 Gray 2,0 0,75
REC45WHT Tonkas 45 benwrit 2,5 1,0
REC45BLU Regular 45 Cunuit 3,5 1,5
Cpennsisi/Tonct 30JI0THCT
REC45GLD 45 . 3,8 1,75
ast BIi
REC45GRN Toncras 45 3eaeHbBIN 4.1 2,0
REC45BLK Ouens TosnCcTas | 45 UepHsrit 4.4 2.2
REC60GRA Ouenp ToHKag | 60 Gray 2,0 0,75
REC60WHT Tonkas 60 bensrit 2,5 1,0
REC60BLU Regular 60 Cunnit 3,5 1,5
Cpennsisi/Tonct 3o050THCT
REC60GLD 60 . 3,8 1,75
ast Bl
REC60GRN Toncras 60 3eneHbIit 4.1 2,0
REC60BLK Ouens ToncTas | 60 UYepHslit 4.4 2.2
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Taoauna 3 IlpuHaIeKHOCTH

Toprosoe HauMeHOBaHUE Kon mznennsn
barapess IREACH PB-A
Hacanka ¢ n3oruyteim
HakoHeuHnkoM IREACH MBI
PykoBoacTBO mosib3oBaresist
Howmenkunarypa (pucynok 01)
[A] Huwxnsis Opanina [B] Bpanmia kaccetsl
[C] Mertka ckobbl [D] Metka paszpesa
[E] I1a3 BeIpaBHUBaHUSA KacCEThI [F] Unaukarop ye3Bust HOXa
[G] LlapuupHOE coenuHeHue [H] adT
[I] IToBopoTHBIH pbIyar [J] IloBopoTHBIH peryasTop
[K] IMTepekirouatens Bo3BpaTa HOXa [L] Kuomka cHATHS IpeAOXpaHUTEIIS
[M] Knomka BEICBOOOXKICHHSI HAKOBAJILHU [H] Pyunas perynupoBka
[O] AkkymynsitopHas OaTapest [P] Poruar cMbikanust
[Q] Poruar cumBanus [R] Ununukarop Gatapeu
[S] ®Pukcupyroumii Koamauok [T] CmenHas kacceta
[U] Ynop nnst BelpaBHUBAaHMS [V] Jle3Bue
[W]Metka npokcMMabHOTO Kpas [X] Hacanka c W30THYTHIM

Ilepen npuMeHeHuem

1. TIpoBepbTe KOIBI CIIMBAIOLIETO anIapara U KacCeThl, KOTOPbIE MJIaHUPYETCS UCIOIb30BaTh, U UX

COBMECTUMOCTb, BCIIOMHUTE MPEAYIPEKACHNUSI U MEPBI IIPEIOCTOPOKHOCTH.
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2. HpOBepre HOEJIOCTHOCTh YIAKOBKH CIIMBAIOIICTO ariIiapara M BCEX HpI/IHa,Z[JIe}I(HOCTeﬁ. He

HCIIOJIb30BATh, C€CJIN YIIAKOBKA IMOBPCKCHA.

Hepez[ HCIIOJIB30BAHUEM IIPOBEPHTE LEIOCTHOCTH aHTI/IMI/IKpO6HOI7I YIAKOBKH CIIMBAROIICTO
afnmnapara M BCCX HpHH&l[JIG)KHOCTCfI. Bce cmmBaromiue afnmaparbel W MPUHAIICIKHOCTU

IIOCTAaBJIAOTCA CTCPUIIBHBIMU.

HOI[I‘OTOBK& ClIMBAKOLIECro anmnmaparta K MCrmoJb30BaHUuI0

4. Hcnonb3yst CTepUIIBHBIN METO/I, M3BJICKUTE CIIMBAIOIIMN anmapar, akKyMyJISITOPHYIO Oarapero u

7.

KacCeTy U3 YIIAKOBOK. Bo wusbexanue MNOBPCIKACHUA HC 6p0C3.I>iT€ CIIMBAIOIIHAH arrapar,

aKKyMYJIITOPHYIO OaTapero MM KacCeTy B CTEPHIIBHOE TI0JIE.

VYcraHoBUTE aKKyMyJsATOpHYro Oatapero. Ilepen wucnonb3oBaHHeM HEOOXOIUMO YCTaHOBUTH
aKKyMyJsTOpHYI0 Oartapero. Ee MOXXHO BCTaBHTH TONBKO B OoqHOW opueHTarnmu (Pucynok 05).
VYb6enurech, 4TO aKKyMyJIsITOpHas OaTapesi MOJHOCTHIO BCTaBlIeHa B CIIMBaroIIui anmapar. Korga
aKKyMYJISITOpHas OaTapesi MOJIHOCTbIO BCTABJIEHA CIBILIEH IETUO0K. AKKYMYJISTOpHas OaTapes He

AO0JIDKHAa UMETh BUAUMBIX 3a30POB, KOTZIda OHA IOJIHOCTBIO BCTABJICHA.

Y6€,HI/IT€CI), qTO 6paHIIII/I OTKPBITBI U IIAPHUPHOC COCAMHCHUC BBIIIPAMIICHO, 4 HC HAXOAUTCA B

coMkHyTOM coctosiHuu (Pucynok 01).

Y6enurech, YTO Ha KaCCETe UMEETCS KOJIMAUOK, YACPKUBAIOIINM CKOObI; HE UCTIOIb3YyHTE KacCeTy,

€CJIM TaKOM KOJIIIauOK Ha HeM OTCYTCTBYCT.

Buumanue: Hepeﬂ HCIIOJIb30OBAHUECM CIIHBAIOIICTO alllrapara HCO6XOJII/IMO TINATCJIbHO

OLICHUTL TOJINIMHY TKAaHH. YTo0BI IIpaBUJIbHO HO,[[O6paTB KacCceTy CM. KOIbl U CHGI_II/I(I)I/IKaI_II/II/I
OJHOPA30BbIX KAaCCET JId OSHAOCKOIMMYECKUX CIIWBAIOUIC-PEKYIINUX aIllllapaToB JIMHEHHOTO

aHaCToOMO3a.

Bcraska xacceTsl

8.

BcraBere KacceTy, mpojaBHras €e Mo BepXHeHl uyacTu OpaHIIM 70 TeX IOop, MoKa YHop JUIs
BBIPAaBHMBAHUS KAacCEThl HE OCTAHOBHUTCS CO INEIYKOM B Ma3y JJisi BbIPAaBHUBAHUS KACCETHI.
CHumHTE U BBIOPOCHTE KOJIAYOK, yaepxuBaromuii ckoosl (Pucynok 02). Teneps crumBarommii

armapar roToB K UCII0JIb30BaHUIO.

Buumanme: VYOemurech, YTO HOX HE KacaeTcs HIKHEW dYacTH OpaHIIHM, T.K. 3TO
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IPEIATCTBYET JBM)KEHUIO HOXKA MJIM MOKET IIPUBECTHU K €ro AedopMaryy npu BCTaBKe KaCCETHI.
B mpoTuBHOM ciyyae CHIMBAIOLIMI anmapar MOXeT ObITh 3a0J0KMPOBAH M MPOLIMBAaHUE OyneT

HCBO3MOKHBIM.

Buumanmue: Ilocne cHsATHA KOJIIIa4ykKa, yACPKUBAIOLICTO CKO6BI, OCMOTPHUTC HOBCPXHOCTHb
BCTaBJICHHOM KacceThl. Ecnu BUJHBI HIBCTHBIC TOJKATCIIN, KACCETY HCO6XOI[I/IMO 3aMCHHUTD, T.K. 3TO

MOXKCT YKa3bIBATh HAa OTCYTCTBUC CKOO B Kaccere.
HpI/IMeHeHI/Ie CIIMBAKOLICTO arrmapara

9. ComkHHTE OpaHIIN CITUBAIOIICTO aIapara, HA)KaB Ha phIYar CMBIKAHUS, IOKA OH HE 3aIeIKHETCS
(Pucynox 06). 3ByK 1ie14ka O3Ha4aeT, YTO phluar CMbIKaHUA 3a()MKCUPOBAH U OpaHILU 3aKPBLIHCH.

[Tocne 3akpbITHs OpaHIIEH CITMBAIOIIETO anlapara MOSBUTCS TOCTYII K PhlYary CIIMBaHHS.

Buumanue: He HaxumaiiTe moka KHOIKY CHATHS NpeloXpaHUTens. B mporuBHOM
cllydae CIIMBAIOMIMK anmapar MOXKEeT YaCTUYHO WIIM MOJTHOCTBIO CpadoTaTh U MOTpedyeTrcs

3aMCHa KaCCCThI, IPECKIAC YCM €Iro MOKHO 6y,HeT HCIIOJIB30BaTh HA TKAaHU.

10. BusyanpHO TpOBEphTE CIIMBAIOLIMIA ammapar, 4ToObl YOeOUThCS, YTO KacceTa yCTaHOBJICHA
IIpaBUIBHO. BBeaUTE clIMBaromuii anmapar B OJI0CTh TeJa Yepe3 Tpoakap MOAXOIAIIEro pa3mepa
unu 4epes paspes. Ilpu ucnonb3oBaHMM Tpoakapa CHadajga HEOOXOAMMO BBECTH CHIMBAIOLIMI
anmapar B Tpoakap TakuM o0pa3oM, 4yTOObl OpaHIIM MOKa3alMcCh U3 HAKOHEYHHMKA Tpoakapa, U

TOJIBKO ITOCJIC 3TOI0 UX MOKHO PACKPBITh.

Buaumanue: [ BBeIeHNS M U3BJICUEHUS CIIMBAIOLIETO arnapaTa ero OpaHIIy J0JKHbI ObITh
COMKHYTBl M BBIIPSIMJIEHBI OTHOCUTENIbHO MmadTa HHCTpyMeHTa. Eciu OpaHmm He OyayT
BBIIIPSAMIICHBI, HTO 3aTPYAHUT BBEACHUE WM WU3BJIEYCHHUE CIIMBAIOLIECTO arrapara U MOXKET

IMPHUBCCTHU K IMMOBPCIKACHUIO CIIMBAIOIICTO aIrllapara 1 Tpoakapa.

Buumanwue: Ilpu BBeJeHMH CHIMBAIOLIETO armapaTta yepe3 Tpoakap WM paspe3 u3beraiite
CIIy4aiflHOTO Ha)KaTusl KHOIIKY CHATHS IPEJOXPAaHUTEINS U pblyara CIiMBaHus. B mpoTuBHOM citydae
CIIMBAIOMIMK amnmapar MOXET YaCTMYHO WJIM TOJIHOCTBIO cpaboTaTh M mHOTpedyercs 3aMeHa
KacCeThl, MPEeXae YeM ero MOXHO Oy/eT HMCIoyib30BaTh Ha TKaHW. Ecnu cimimBaromuii anmapar
paspsOKeH 4YacTUYHO, M3BJIEKUTE €ro M HaKMHUTE Ha IEpeKIIovarellb BO3BpaTa HOXa, YTOOBI
BEPHYTh HOXK B HCXOAHOE IMOJIOXKEHHUE. 3BIIeknTe KacceTy U BCTaBbTE HOBYIO. Eciu crimBaromuii
anmapar paspsauiICs IOJHOCTBbIO, HOX BEPHETCS B MCXOIHOE IIOJIOKEHHE aBTOMAaTUYECKH.
W3Bnekure cuimBaroluili amnmapaT UM BCTaBbTE HOBYIO KacceTy (cMm. paszgen «llepesapsnka

CIIMBAKOIICIO armapaTa»).
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Buumanme: Ecimm MNEPEKIYATC/Ib BO3BpaTa HOXa HC BO3Bpalla€T HOX B HCXOOHOC

MOJIOKEHUE U OpaHILM HE PACKPBIBAIOTCS:

A). CHauana yOeauTech, 4TO aKKyMYJISITOpHas OaTapesi BCTaBJIeHA HaJIeKaluM 00pa3oM U
Ha CHIMBAIOLIMI amnmapar ToAaeTcsl MUTaHWe; 3aTeM ele pa3 MonpoOyldTe Haxarh Ha

ICPCKIOYATCIIb BO3BpATa HOXKA.

B). Ecnu HOX mo-npekHEMy HE BO3BpAIlA€TCs, MCIONb3YHTE pyUHYIO peryauposky. Ilpu
UCIOJNb30BaHUM CHCTEMBbl pPYYHOW pEryJIMpOBKM CIIMBAIOIIMN ammapaTr BBIKIIOYAETCS U
MOCIeNyIoliee TMPOIIMBAHUE CTAaHOBUTCS HEBO3MOXHBIM. UTOOBI HCIOJB30BATH PYUYHYIO
peryiIMpoBKy, CHMMWUTE IIaHedb JOCTyna, oOo3HaueHHyro «Manual Override» (Pyunas
peryiIMpoBKa) B BEpXHEH YacTH PYKOSTKH CHIMBaromiero ammapara. OTKpOTCs peryar coOpoca u
pbluar MPUHYIMTENBHOro Bo3Bpara. Ilorsuure poraar cbpoca ((1)), pacmomararouimiics
TepHeHNKYIAPHO PYKOSTKE CLIMBAIOLIETO alapara, U IoJBUraiite peruar Bo3spara ((2)) Buepen
U Ha3zajl, MOKa €ro JBMW)KEHUE HE MepecTaHeT ObITh BO3MOXKHBIM. Temnepb HOX HaXOTUTCS B
MCXOTHOM TOJIOKEHUH. B 3TOM MOXKHO yOeInThCS, TOCMOTPEB Ha TOJIOKEHIE HHANKATOPA JIC3BHS

HOKa Ha HIKHEH cTOpoHe OpaHIly KacceThl. BeIOpOChTe ClIMBaroIuii anmapar.

11. Beens cuinBaronuii anmnapar B [IOJIOCTh TeJa, paCKPONTE OpaHIIIH, Ha’KaB KHOIIKY BHICBOOOXKICHUS

HakoBanbHU (Pucynox 07).

12. ITpu HeoOXOAMMOCTH MOBEPHHUTE OpaHIIM, HAXKAB yKa3aTeIbHBIM IMajbIleM Ha pedpa MOBOPOTHOM
PYUKH M HajaBiuBas BHU3 WiH BBepx (Pucynok 04). HladgTt cummBaromero anmapara cBOOOIHO

Bpalaercs B JJ000M HalpaBiIeHHUH.

13. lns apTuKynsnuy OpaHIiel B HOJIOCTH Tejla MOBEPHUTE IOBOPOTHBIN phIUar 1o 4acoBOM CTpesKe
WM TPOTUB YaCOBOM CTPEJKH, MPU ITOM CIEAUTE, YTOObl OHU OCTABAJIMCh B IOJIE 3pEHUS (IS

apTUKYJIALUY CIIMBAOIIETO anrapara OpaHIIy TOKHBI ObITh packpbIThl) (PucyHok 04).

Baumanne: MakcuMasbHbIN yToJl apTUKYJISLIMN CLHIMBAIOIIETO anmnapara coctasisier 65°. [Ipu
JIOCTHKEHUN MaKCUMAJIbHOTO YIVIa YBEJIMUUTCS YCUIIHE, YTO CBUJETENBCTBYET O JOCTHKEHUN
MaKCUMaJbHOTO yria. M30eraiite mpunarars ype3MepHOe yCHITHE K TOBOPOTHOMY phlvary, T.K.

9TO MOXET NPUBECTH K MOBPEKACHUIO CIIMBAIOIICTO arlrapara.

14. YcranoBute CIIIMBAIOIIHI armapar Tak, 4TOOBI 6paHIJ_II/I HaxXoauJInChb C o0enx CTOPOH CIIIMBaeMoi

TKaHHU.
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Buumanme: YOequrech, 4TO TKaHb pACIOJIOKEHA POBHO M 3aHMMAeT IPAaBUIIBHOC
noJoXeHue Mex 1y Opanmamu. JIxo6oe «cMOpIIMBaHHE» TKaHU BJIOJIb KaCCEThI, 0COOEHHO
B MECTE CXOXICHHUS OpaHILIeH, MOXET IPUBECTH K OOpa30BaHUIO HECIUIOLIHOTO
ckoOo4yHOTO mIBa. MeTka ckoObl Ha OpaHIlIe KacCeThl YKa3bIBaeT HAa KOHIII CKOOOYHOTO
mBa. JluHus Ha OpaHIle KacceThl, MOMEYCHHAs KaK «pa3pes», YKa3blBaeT Ha JIMHUIO

pa3pesa CIIMBAIOIIKM annapaToM.

Buumanme: Ilpy pacnonokeHuu CIIMBAIOLIETO armapara B MECTE€ BMEIIATEIbCTBA
yoeaurech B TOM, YTO MEXAy OpaHIIaMd CHIMBAIOMIETO armapara HET HHUKAKUX
NPENsATCTBUM, TaKUX KAaK 3aXHMbl, CTEHTHI, MPOBOAHUKM M T.aI. I[lpommBanue yepes
MPENsTCTBHE MOXET TPUBECTHU K HEMOJIHOMY pa3pe3aHuio, HEMpaBUILHOMY

(hOpMHUPOBAHUIO CKOO /WM HEBO3MOYKHOCTH PACKPBITH OpaHIIIH.

15. YcraHoBuB OpaHIIM, COMKHHTE WX, Ha)kKaB HAa pblYalr CMBIKAHUS, TOKAa OH HE 3alICIIKHETCS
(Pucynox 06). 3Byk mienuka O3HadaeT, 4To OpaHIIM MOJHOCThIO COMKHynuch. Korma Opanmiu

IMOJIHOCTBIO COMKHYTbBI, KHOIIKa CHATHA IMPECAOXPAHUTECIIA T'OTOBA K aKTUBAIUU.

Buumanue: Yb6enurech, 4To TKaHb HE BBINUIA 32 METKY HPOKCHMAaJbHOTO Kpas Ha
CHIMBAKOIIEM anmnapare. TkaHp, IONaBlIas B CHIMBAIOIIMKA anmapar 3a METKY
IPOKCUMAJbHOTO Kpasi, MOXeT ObIThb pa3pezaHa 0Oe3 cmmBaHus ckobamu. Ilpu
MPOLIMBAHUM TOJICTOM TKaHM y/ep:KaHue OpaHIIeil B 3aHMMAaeMOM IOJ0KEHHE B TEUEHUE
15 cexkynn mnocine CMBIKaHMST W JO TPOLIMBAHUSA MOXET YIYYIIUTh CXKaTHE H

dbopmMupoBanue ckoO.

Buumanmne: Ecinu ppruar TpyaHO 3aKpBITh:
A) Yoenutech, 4To BhIOpaHa MpaBuiIbHas KacceTa (CM. TaONHIly BHIOOpA KacCEThI).
B) [TomensiiTe moyioKeHHE CIIMBAIOIIETO anapara U 3aXBaTUTE MEHbIIIE TKaHU.

C) Ipu 3axaTuu TOJICTOM TKaHM yjepkaHue OpaHIIeld B 3aHUMAEMOM I0JIOKEHHE B
TedeHre 15 ceKyH] mocie 3aKpbhlBaHMs M J0 MPOIIMBAHUS MOXET YAYUIIMTh CKaTHE U

dopmupoBanue ckoO.

Buumanue: Eciin MexaHn3M 3aKaTHs HE Cpa6aTI)IBaeT n 6paH1m/1 HE CMBIKAKOTCA Ha TKaHH,
HC PICHO.HL3y1>iT€ CH_II/IBaIOH_[I/Iﬁ arimapar. H3Baekurte CHII/IBaIOH_II/Iﬁ armapar u OoJIbIIIE €ro HE

WCIIONB3YHUTE.

16. Haxxmure KHOIIKY CHATUS NPCAOXPAHUTEIIA C 110001 U3 CTOPOH CIIMBAIOULICTO arlrapara.
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17. OcymiecTBuTe NMPOLIMBAHUE CHIMBAIOIIUM aliaparoM, MOTSHYB 3a pblyar CIIMBAaHUS, IPU 3TOM
JOJKHO OBITH CHBIIIHO, Kak BkiItodaercss jasuraresib (Pucynok 08).  YToObI BBIIOJHUTH
pacceueHue TKaHU, IPOJ0IDKATe HAXKUMaTh Ha PbIYar, MIOKa IBUTaTeNlb He OCTAaHOBUTCS (3BYKOBOE

MOITBEPKICHUE).

Buumanmue: IIockoibKy ABUraTellb MOKET OCTAHOBUTCS B PE3YJIBTATE €r0 3aCTPEBAHMS,
HEOOXOIMMO BU3YaIbHO MPOBEPUTH MHIUKATOP JIE3BUS HOXKA HA HIDKHEW 4acTH OpaHIIN

KaCCCThI, YTOOBI YAOCTOBEPUTHCA, UYTO paCCECYCHUE TKaAHU BBIIIOJIHEHO 0 KOHIIA.

Buumanme: Ilpu uype3mMepHOM KOJIMYECTBE TKAHM MEXIy OpaHIIaMu IpoLecce
IPOIIMBAaHUSI MOXKET OCTAHOBUTCS M paszgacTcs 3BYKOBOM curHain. B stom ciydae
UCTIONB3YITE MEepeKIodaTeNlb BO3BpaTa HOXA, YTOOBI BEPHYTH JIE3BHE B HCXOTHOE
HOJIO)KEHUE U 3aMEHMTh KacceTy. PekoMeHIyeTcsl 3aXBaTbIBaTh MEHbILEE KOJIUYECTBO

TKaH! U IIPaBUJIIBHO BI>I6I/IpaTI) KaCCCTy C y4C€TOM TOJIIIHNHBI TKaHH.

Buumanue: HpI/I BBIIIOJIHCHUH MaHI/IHy.]'ISII_II/Iﬁ Ha TOJCTBIX TKaHAX JOBHIAaTCIIb

3aMCAJIACTCA.

18. UtoOBI BBHIIOIHUTH HUKII TpOIINBAHUA, OTIIYCTUTE pbldyar CIIMBAHUA, U IBUI'ATCJIb BEPHET HOX B
HCXOJHOE IIOJOKSHHE U OCTAHOBHTCS B OTOM MOJIOXKCHHH. B 3TOM IIOJIOKECHUH CIHI/IBaIOHII/Iﬁ
arrmapar ocCTacTCAa 336J'IOI(I/IpOBaHHBIM, ITOKa 6paHH_II/I HC 6y,Z[y'T CHOBa PACKPBITBI U ITIOBTOPHO

COMKHYTEI.

Baumanue: B cJIydae HCO6XOI[I/IMOCTI/I NPHUOCTAHOBUTH NPOIUIMBAHUC UJIU TIPU CJ'Iy‘I&fIHOfI
OCTAaHOBKE B PE3YJIbTATC HaXaTusgd HaA pblyar IMpHd BBIIIOJHCHWU IMPOLIMBAHMA, 4TOOBI
MMPOAOJIKUTL, CUIC pa3 MOTAHUTC 3a4 pblyar CIIWBAaHHA. 3a XO0AOM BBITIOJIHCHUSA paACCCUCHUA
MOXHO CJICOUTD IO MHAWKATOPY JIC3BHUA HOXKA Ha HIDKHEH 9aCTH 6paHHII/I KaCCCThI B TCUCHUC
BCCTO Iponecca NpomnBaHUs. OTO MOXKHO ACJIaTh 110 MEpPC HCO6XOI[I/IMOCTI/I, IIOKa HOXX HC
JOCTUTHET KOHCYHOI'0 IIOJIOKCHHA, B KOTOPOM OTIIYCKAHHME pbldara aBTOMAaTHUYCCKH

BO3Bpalia€T HOX B UCXOJHOC ITOJIOKCHHUC.
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Buumanue: B ciyuyae OJIOKMPOBKHM CINMBAIOLIEr0 ammapara JBUTarelb OCTaHOBUTCS.
OTmycTHTe phluar CIIMBaHUA U HAKMUTE Ha MEPEKIII0YaTeIb BO3BpaTa HOXKa, YTOOBI BEPHYThH
HOX B UCXOJIHOE MoJioxkeHue. [Ipr cOMKHYTBIX OpaHIIax U3BJICKUTE CUIMBAIOIIMIM anmapar us3
MOJIOCTH TeJla, PACKpOHTe OpaHIIM M CMEHHTE KacCETy, YTOOBI MPOAOIDKHUTH MPOLEAYDY.
YroObl pacKkpbITh OpaHIIM, HAKMHUTE HA MEPEKII0YaTeNlb BHICBOOOXICHUS HAKOBAJIbHHU C
1000 CTOPOHBI CIIMBAIOIIETO AamIapara, OJHOBPEMEHHO IOTSHYB pblYar CMBIKaHMS.
MenneHHO OTMyCKalTe pbluar CMBIKaHUS, MPOAOJDKAs HAXXMMAaTh Ha MEpeKiIroyaresb
BBICBOOOKICHHUs HakoBajdbHHU. CoONIOgaiiTe WHCTPYKIMU IO Tepe3apsiike CIIMBAIOIIETO

alrirapara.

Buumanue: Eciou MEPCKIIOYATCIIb BO3BpaTa HOXa HC BO3Bpalla€T HOX B HCXOOHOC

ITIOJIOKCHHUC U 6paHI_HI/I HC PaCKpbIBAOTCA:

a. CHauana yoequTech, 4To aKKyMyJIsITOpHas Garapest BCTaBlIeHa HA/JISKAIIMM 00pa3oM U Ha
CIIMBAIOIIMK ammapar MOAaeTcs NHTaHHWe. 3aTeM elle pa3 MoNpoOyHTe Haxarh Ha

MEPCKIIOYATC]Ib BO3BpAaTa HOXaA.
b. Eciu HOX MO-NIPCKHEMY HC BO3BpAIIACTCA, HCHOHLSYI;'ITG PYYHYIO PETYIUPOBKY.

BHumaHue: npu HMCHONBb30BAaHMM CHCTEMbBl PYYHOW pEryIMpPOBKU CIIMBAIOLIUH ammapar
BBIKJIFOYAETCS W IOCIEAYIOIlee TMPOLIMBAHUE CTAaHOBUTCS HEBO3MOXKHBIM. UYTOOBI
UCIIOJIb30BaTh PY4HYHO PETyIMPOBKY, CHUMHUTE IaHENIb J0CTyNa, 0003HaueHHYyr0 «Manual
Override» (PyuHast perynupoBka) B BepXHEH YacTH PYKOSATKM CIIMBAIOLIETO armaparta.
OTtkporotcest peiuar cOpoca M pbluar NpUHYAUTEILHOTO Bo3Bpata. [loTsHuTe priyar copoca
(D), pacnonararonuiicst HepIeHIHKYIAPHO PYKOSTKE CIIMBAIOIIETO AllIaPaTa, ¥ IOABUraiiTe
peruar Bo3spara ((2)) Biepen 1 Ha3aj, OKA €ro IBIDKEHHE HE MEePECTAHET ObITH BO3MOKHBIM.
Tenepb HOXX HAXOAUTCS B MCXOTHOM IMOJIOKEHUH. B 3TOM MOXXHO yOequThCsl, MOCMOTPEB Ha
MOJIOKEHNE MHAMKATOpa JIE3BHsI HOXKa Ha HIKHEH cTopoHe OpaHIIM KacceTbl. BriOpockTe

CIIIMBAIOIIHI arrapar.

Buumanue: HenonHoe mpommMBaHue MOXET MNPUBECTH K JAe(HOPMHUPOBAHUIO CKOO,
HECIUIOITHOW JIMHUM pa3pe3a, KpPOBOTEUEHHUIO W/MIU 3aTPyJHEHHOMY H3BIICUEHHIO

CIIMNBAIOMICTO arrapara.

Buumanue: [IpommBanue noBepx y>xe yCTaHOBJIEHHBIX CKOO MOKET COKPATUTh CPOK CITYKObI

CIIMNBAIOMICTO arrapara.
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Buumanme: Ecim MexaHusMm IIpomIrBaHus HE Cpa6aTI)IBa€T, HE HCHOHBSyﬁTe OoJIbIIIE

CLIMBAIOLIMI anmapar.

19. Uto0Bl packpbiTh OpaHIM, HAXXMUTE Ha pbIYAr CMBIKAHWS, OJHOBPEMEHHO HaXkKaB Ha
MepeKIIoyaTesb BEICBOOOXKICHNS HAKOBAJIbHU C JII000M CTOPOHBI ciiuBaroliero ammapara (Pucynox
07).

Buumanue: Eciu nocie HaxxaTHs epekirodaTesis BBICBOOOXK IEHUS HAKOBaJIbHU OpaHILU He
pacpbIBalOTCSl aBTOMAaTUYECKU, CHadajlla IPOBEpPhTE, BEPHYNICA JM HOX B MCXOIHOE
nojoxeHue. [lonoxkeHne HoXka MOXKHO OIPENENIUTh MO HMHIAMKATOPY JIE3BUS HOXA BHHU3Y
Opanuu kaccerbl. Eciiv muHAMKATOp JI€3BUS HOXKA HE HAXOJUTCS B UCXOITHOM ITOJIOKEHUH UITU
HOJIO)KEHUE HOXKAa HEBO3MOXKHO ONPEAEIUTh, HAKMUTE Ha MEPEeKIIoYaTesib BO3BpaTa HOXa,
YTOOBI BKJIIOUUTD JBUTATENIb U BEPHYTh HOK B UCXO/IHOE MosokeHue. [lonpobyiiTe packpbITh
OpaHILu ele pa3, UCIOJb3ys NepeKIoyaTelb BHICBOOOXKIEHU HaKoBajdbHU. Eciau Opanmm
P 3TOM HE PACKPBIBAIOTCS, OCTOPOXXHO NOTAHUTE pblyar cMmblkanus (1) BBepx (B
HalpaBJIEHUH OT PYKOSTKH), I0OKa pblYar MPOLIMBAHUSA M PblYal CMBIKAHUS HE BEPHYTHCS B

HCXOOHOC ITOJIOKCHUC.

20. OCTOpO)KHO HU3BJIEKUTE CIIMBAIOIIHI arrmapar u3 paccequHoﬁ TKaHHU, Y6G,Z[I/IBH_H/ICB, 4YTO TKaHb HC

yIEpKUBAETCSl OpaHIlIaMHU.

Bunmanue: OcMOTpUTEe CKOOOUHBIE LIIBBI HA MPEIMET T'eMOCTa3a U MPaBUIIBHOTO 3aKpPbITHS
ck00. He3HauntenbHOE KPOBOTEUEHHE MOXHO YCTPAHUTh HAJIOKEHHEM PYUHBIX LIBOB WM

HCIOJIB30BAHUCM APYTUX COOTBECTCTBYROIIUX METOHOB.

21. Ilpexxae yem U3BIIE€Yb APTUKYJSLUOHHBIN CIIMBAOLIUHI anmnapat, OTBEAUTE OpaHILU B PaCKPHITOM
COCTOSIHUM OT JIF0OOT0 MPENSATCTBUS B IMOJIOCTH TeJa (IpU 3TOM OpaHIIM JIOJKHBI OCTaBaThCs B MOJIE
3peHusi) U MOBEPHUTE MOBOPOTHBIN phlUar CIIMBAIOLIETO anmnapara Mo 4acoBOM CTpeKe WM NPOTUB

YaCcOBOM CTPEJIKH, YTOOBI BPYUHYIO BEpHYTh OpaHIIH B paclpsIMIEHHOE COCTOSTHUE.

Buumanue: Ilpu BBeleHHMHM M HW3BJICUEHHUU AapTUKYJISIMOHHOIO CIIMBAIOIIErO armapara
OpaHIIM JTOJKHBI HAaXOMUTHCS B PACIHPSIMIIEHHOM COCTOSIHUHU, DPAacIoyiarasch MapajuielbHO
madTy cmumBatomero ammnapara. Eciam OpaHimu He OyayT pachpsMIIEHBI, 3TO 3aTPyAHUT
BBEJICHUE WJIM M3BJICYCHHE apTUKYJISLMOHHOTO CIIMBAIOLIETO armapara U MOXKET MPUBECTU K

€T0 NOBPCIKJACHUTO.

22. YUtoOb! U3BIIE€Yb CUIMBAIOIIMM amnmapaT U3 MOJOCTH, COMKHUTE OpaHIIN U MOJTHOCTHIO U3BJIEKUTE

CILIMBAIOIIMHN anmapar U3 MoJI0OCTH WM TPoaKapa.
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23. YtoObl pacKpbiTh OpaHIIM CIIMBAIOLIETO ammapara, HaKMUTE KHONKY BBICBOOOXKICHUS

HakoBasibHU (Pucynox 07).

24. HaxxmuTe Ha MCTIOJIb30BAaHHYIO KacceTy BBepX (K HaKOBaJbHE), YTOOBI OTCOEIUHUTH €€ OT OpaHIln

KacceTsl. BeIOpockTe ucnons3oBaHHyo kaccery (Pucynok 03).

Buumanmue: [Ipexae yeM ycTaHaBIMBAaTh HOBYIO KacCETy, Y€ KUBasl CIIMBAIOLIMK anmnapar B
BEPTUKAIBHOM IIOJIOKEHHUH, TTOJTHOCTBIO MOTPY3UTe OpaHIly HAKOBAJILHU U OpaHIy KacCEThl B
CTEPWIbHBIA PacTBOP. DHEPrMYHO BCTPSAXHUTE, & 3aTEM IPOTPUTE BHYTPEHHUE U BHELIHUE
MOBEPXHOCTU OpaHIIM HAKOBAJIBHU M OpaHIIM KacCEThl, YTOOBI YNAJIWTh W3 CIIMBAIOLIETO
amnmapara BCE€ HEHCIIONb30BaHHbIE CKOObL. He wucnomnb3yiiTe cuivMBaroluili ammapar, Ioka

BU3YyaJIbHO HE yOeIUTeCh B OTCYTCTBUU CKOO Ha OpaHIIe HAKOBAJILHU M OpaHIIe KacCETHI.

Buumanue: Hepeﬂ HU3BJICYCHUECM KaCCCTHI Y6€,Z[I/IT€CB, qTo 6paHIlII/I PaCIIOJIOKCHEI ITapaJJICJIbHO

madTy. B mpoTuBHOM cityuae, BO3MOKHO ITOBPEXK/ICHUE CIIMBAIOIIETO alapara.

25. Tlpu HEOOXOMMOCTH, BCTaBbT€ HAKOHEUHUK C M30THYTHIM HAKOHEYHHKOM B OpaHIIly HAKOBAJILHU
(Pucynoxk 10). [Tocne ncronb3oBaHus U3BJICKUTE HACAJIKY, YIEPKUBask OpaHiy HakoBajabHU (PucyHOK
11).

26. [lepe3apsiuTe CIIMBAIOIIMM anmapar U UCTIONIb3yHTe, TOBTOpss maru 6—24. CuimBarouiuii anmnapar

MOKHO HUCTIOJIb30BATb MAKCUMYM JJIs1 16 HpOH.IHBB.HHfI.
YTunmzanus CIIMBaOIIETro arrapara 1 KacCeT

Vcnonp30BaHHBINA CHIMBAIOMIMK amnmapar, B 3aBUCUMOCTH OT TPeOOBaHUII MECTHBIX HOPMATHUBHBIX
aKTOB, MOXKET ObITh YTHJIU3UPOBAH B COOTBETCTBUH C YCTAaHOBJIEHHBIMU B OOJBbHHUIIE NMPOLIEAYPAMH,
IoCJIe TOr0 Kak M3 Hero OyleT W3BJI€YEHA aKkKyMyJsiTopHas Oartapes. Ecinu nepen yrtunusanuein
MHCTPYMEHT He0OX0AUMO 00e33apa3uTh, CIeyHTe MPOTOKOIY OOJBHUIIBI U MECTHBIM HOPMATUBHBIM
aKkTaM B OTHOLICHHWM YTWJIM3AlMM CHIMBAIOIIMX amnnaparoB. B OTHOMIEHMM HCIOIB30BaHHBIX
CIIMBAIOIIMX allapaTroB M KacCeT MPHUMEHSETCS OAWH METOJ YTHJIM3allMH, OHH JOJDKHBI OBITH
0o0paboTaHbl B COOTBETCTBUH C MPHUBEIEHHBIMH HMKE€ MHCTPYKLUSAMHU IO OUUCTKE U JI€3HMH(EKIUN

aKKyMYJISITOPHOM Gatapeu.
YTunuzanus akKkyMyJIsiTOpHOM Garapen
AKKyMynaTopHast 6arapes, OCcTarolascs B MHCTPYMEHTE, pa3psiKaeTcsl aBTOMaTHYECKH.

Ilepen yrunusanueil akKyMyJsTOpPHYIO OaTapero HEOOXOAMMO M3BJIEYb M3 CIIMBAIOIIErO anmnapara.

AKKyMynaTopHast 6arapes U CIIMBAIOIINI anmnapaTr yTHIU3UPYIOTCS pa3ielbHO TH00 B COOTBETCTBUU
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C TMpOIenypoil, MPEANUCaHHON MECTHBIMH HOPMAaTUBHBIMM akTamu. Eciu mepen yTuiam3anueit
aKKyMYJISITOPHYIO OaTrapero HeoOXOAMMO OYHCTUTH U 00€33apa3uTh, CIEAYyHTE MPOTOKOIY OOJHHUIIBI

WJIN IPUBEAECHHBIM HIKE MHCTPYKLHAM 10 OYUCTKE U 1€3UH(EKIUN aKKyMYJIATOPHOM OaTapeu.
IIepen ycTaHOBKOM B HHCTPYMEHT

B ciayuae HeoOXOMMMOCTH YTWIM3HPOBATh aKKyMYJISTOpPHYIO Oarapero, KoTopas eimie He Oblia
BCTaBJIEHA B CLIUIMBAIOLIMI anmnapar (HanpuMmep, €l UCTEK CPOK TOJHOCTH, YKa3aHHBIN Ha yIIaKOBKE,
WIM aKKyMYJSTOPHYIO Oarapeio YpOHMIIM), CHayajla BCTaBbT€ aKKyMYJSTOPHYIO Oarapeio B
CIIMBAIOIIMK ammapar, a 3aTeM U3BJICKHTE €€, 4TOObl AKTUBHUPOBATH BCTPOCHHYIO (DYHKIIHIO

camopaspsa.
Tlocne ncnoip30BaHus
[lepen yrunmu3zanueil akkyMyJIssTOpHYIO OaTapero HeoOX0IMMO HU3BII€Yb U3 CHIMBAIOIIETO annapara.

Ecmu mepen yrtunmzammen akKyMyJISTOpHYIO Oarapero HEoOXoauMo o00e33apa3uTh, CIEIyWTe
MPOTOKONTy OOJIbHUIIBI WM TPUBEIACHHBIM HIDKE HWHCTPYKLUHSAM [0 OUYMCTKE M Je3uH(EKInu

AKKyMYJIATOPHOU OaTapeu.

Uro0b! H3BII€Yb AaKKYMYISATOPHYIO OaTapero, HAKMUTE Ha BBICTYIIBI Ha KPBILIKE OaTapeiHOro oTceka

U TIOTSIHUTE aKKYMYJISITOPHYIO Oarapero mpsiMo Hazal.
[Ipumeuanue: pa30uparb akKyMYJISITOPHYIO OaTapero He HY>KHO.

Baumanue: 3aIllPpCIICHO 3apsKaTb UIIN pa361/1paTb OJHOPA30BYI0 AKKYMYIIATOPHYHO 6aTape}o IIoCJIe

UCIIOJIb30BaHMSL.
OuucTka 1 Ae3UH(EKINs aKKyMyJISITOPHOH Oarapen

[Ipenynpexaenue: 3anpeniaeTcsi HCMOIb30BaTh OOJLHUYHBIE aBTOKJIABBI ISl CTEPUIIA3AITIN I

Ne3uH(EKINH aKKyMyJISTOPHOM GaTapeu.

- PydHas ouncrtka

[ar 1 [lepen ouncTKOM M3BIEKUTE aKKYMYJIITOPHYIO OaTapero U3 CIIMBAOIIETo anmnapara.
[Tpumeuanue: 3anpeniaeTcs NOrpykaTb aKKyMyJISTOPHYIO OaTapero B BOAY WM YHCTALINE PACTBOPHI.

[ar 2 OyncTuTe MOBEPXHOCTH AKKYMYJIITOPHOM OaTaper MOIOIIMM CPEICTBOM C HelTpanbHbIM pH
WK (pepMEHTHBIM MOIOIIUM CPEICTBOM C HEUTpaabHbIM pH, MIPUTOTOBIEHHBIM B COOTBETCTBUH C

HHCTPYKIUAMUA TPOU3BOAUTCIIA.
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[ar 3 C moMoIIpIo METKHA ¢ MATKOH IETUHOW BPYUYHYIO OUMCTUTE aKKyMYJISITOPHYIO Oarapero

YUCTSIIUM PACTBOPOM.
ar 4 Y6enutech, 4TO y4acTKu ¢ OOPO3KaMU TIIATEIbHO OYUIIECHBI.

[Tar 5: TmatenbHO CMOMTE MOOLIEE CPEACTBO TEMIION BOIOIPOBOAHON BOJOM.

ar 6 BeimonuuTte BU3yallbHbBII OCMOTp, YTOOBI ONIPEEIUTh, YAAJIEHBI JI1 3arpsi3HEeHUS.

[ar 7 [Ipu HeoOXOAUMOCTH OBTOPUTE OYUCTKY, YTOOBI OJTYYHUTh BU3YaJIbHO YUCTYIO

aKKyMYJISITOpHYIO Oarapero.
- Xumuueckas ne3nH(peKnus

Jle3nHunupyomme cpeicTa clieyeT TOTOBUTh U UCIIOJIb30BaTh B COOTBETCTBUU C PEKOMEHIAIIASMHU
MPOU3BOAUTENS.  XUMHYECKOe  Je3WH(UUUpPYIOLIEe  CPEACTBO  PEKOMEHAYETCS  CMBIBATh

BOZIOIIPOBOJIHOM BOJOM.
* WM3onponunossiii cniupt 70 %

* Or6enuBarens 10 % (pacTBOp TUIIOXJIOPUTA HATPHS)
Hcnonb3yemblie cTaHAAPTHBIE 0003HAYCHUS

Hcnons3oBanue (I)pa3 «BHI/IMaHI/Ie», «Hpez[ynpexcz[eHHe» u ((HpI/IMe‘-IaHI/Ie»

Wudopmanus, kacaromascs paboThl JAHHOIO CIIMBAIOIIETO anmnapara, OyaeT NpeaoCTaBIsAThCS OCIIe
¢pa3 «Buumanue», «llpenymnpexnenue» wunu «lIpumedanue». OTH (pa3bl BCTpeyaroTCsl Ha
MPOTSHKEHUH Bcero AokymMeHTa. CrelyeT O3HaKOMHUTBCS C STUMH HHCTPYKLUMSIMH, MPEXKIE UYeM

MIEPEXOIUTH K CIEAYIOLIEMY 3TAIly IPOLENYPHI.

Hpez:ynpe)KI[eHHe: YKa3bIBaCT HA MHCTPYKIUH 110 OKCILTyaTallii, MCTOAbI UJIW YCJIOBUS SKCILITyaTaluu,
OTCYTCTBHEC CTPOI'O CO6J'IIO,I[€HI/IH KOTOPBIX MOXKCET IMPUBCCTU K MNPUYUHCHUIO BpEla 3JO0POBbLIO HIIN

MaTepuaIbHbIM YOBITKAM.

Baumanme: YKa3bIBaCT Ha HWHCTPYKOHUU 110 SKCIUTyaTalluh, MCTOAbLI WJIM YCJIOBUS IKCILIyaTalluu,
OTCYTCTBHE CTpPOIo CO6J'IIO,ZICHI/I$I KOTOPBIX MOXCT MPHUBCCTU K IMOBPCKIACHUIO WJIHW Pa3pPYHICHUIO

CINMWBAKOUICTO arlrapara.

HpI/IMC‘-IaHI/IeZ YKa3bIBaCT HA MHCTPYKHOHU I10 SKCILUTyaTalluh, METOABI WJIK YCJIOBHA ISKCILTyaTalluu,

SIBIIAIOIITUECSA 00s13aTeILHBIMU JJIA 3(1)(1)CKTI/IBH01"O BBIITOJTHCHUSA OIICpaIinu.
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IIpexynpesxkaeHusi 1 Mepbl MPEAOCTOPOKHOCTH

* MaiouHBa3UBHLIC mpoucaypbl AOJIKHBI BBIIIOJIHATBCA TOJIBKO CICOHAJIMCTaAMH, HWMCHOIIHUMHA
COOTBCTCTBYIOIIYIO IIOATOTOBKY M 3HAKOMBIMHU C MCTOAAMU IMPOBCACHUA MAJIOMHBA3MBHBIX ITPOLCAYP.
Hepe/:[ BBIIIOJIHCHUEM MAJIOMHBAa3HMBHBIX IPOHEAYP O3HAKOMBTECH C METOAAMH, OCJIIOXKHCHUSAMHU H

OIMACHOCTAMMU, IIPUBCACHHBIMU B MeI[I/ILII/IHCKOfI JIMTCparype.

® CI_HI/IBaIOHII/Ie afnmnaparel I MaJIOMHBA3WBHBIX IIPOLOCAYP MOT'YT HMMCTH pPa3HBIC AWAMCTPHI B
3aBUCUMOCTHU OT HPOU3BOAUTCIIA. HpI/I COBMCCTHOM HCIIOJIb30BAHHWU CHIMBANOLICTO armapara g
MaJIOMHBA3UBHBIX IPOLCAYp H HpI/IHa,HHe)KHOCTCﬁ OT Pa3HbIX HpOPI3BO,Z[PIT€J'ICI>i IpOBEPLTC HUX

COBMCCTHMOCTD IEPC BBIITOJHCHUEM IPOUCAYPHI.

* [Ipu ncnonb30BaHUU B XO/1€ MPOLEAYPHI APYTUX TEXHOJIOTHI COOTIOAANTE MEPHI MMPEO0CTOPOKHOCTH,
pEKOMEHAyeMble MPOU3BOAUTEIEM OPUTHHAIBHOTO 000pyaoBaHUs, 4TOOBI M30€kKaTh OMAaCHOCTEH,

CBsA3aHHBIX C UX HUCIIOJIb30BAHUCM.

° Hpe;me Y€M HCIIOJIB30BaThb CI_HI/IBaI-OI_I_II/Iﬁ arrapar, IMpoBEPLTC SHAOCKOII MW 3HAOCKOIINMYCCKUC
MPUHAIJIC)KHOCTH, BBCACHHBIC B TCJIO YCJIOBCKA, HA HAJIMYHUEC HMICPOXOBATBIX HOBerHOCTefI, OCTPBIX

KpacB HUJIM BBICTYIIOB, KOTOPBIC MOT'YT CO34aTh YI'PO3Yy 0€30IaCHOCTH.

* HecoOmroneHne HHCTPYKIMIA MOYKET IPUBECTH K CEPbE3HBIM XUPYPrHUECKUM MTOCIEICTBUAM, TAKUM

KaK HapyMEHUC TCPMCTUIHOCTH WJIN PACXOXKICHUC IIIBOB.

* 3anperaercs nepe3apsokaTh CIHIMBAIONTUH armapat 0osiee 16 pa3 v MCIoNb30BaTh €ro 0oJiee ueM JJis

16 npommBaHui.

» CImBaroImuii anmapaT MOXKET UCIOJIb30BAThCs TOIBKO ¢ aKKyMYJISITOPHOUM Oarapeedt W Kacceramu

MMPpONU3BOACTBA KOMITaHUU «Puu Cep)KI/IKaJ'I».

* [Iepen ncmonp30BaHUEM CIIMBAIOIIETO annapara He0OX0IMMO TIIATETLHO OIEHUTD TOJIIIUHY TKaHH.

YroObl mpaBUIBHO MO00pATh KacceTy, cM. Tabauily 2 B JaHHOM pPyKOBOJICTBE.

* CHUMHTE TPAHCIIOPTUPOBOUYHBIN KIIMH CIIWBAIOIIETO almnapara i OCMOTPUTE NOBEPXHOCTh HOBOM
KacceTbl. Eciii BUHBI IBETHBIE TOJKATENH, KAaCCETy HeoOXonuMo 3aMeHHTh. (Eciu BUIHBI IBETHBIE

TOJIKATeI!, 3TO MOXKET 03HAYaTh, UYTO B KACCETA HE CONEPKUT CKOO).

 [Ipu BBes€HMU U U3BJICUCHUHU CIIMBAIOIIECTO ammapara OpaHIIM JOJDKHBI OBITh BBIIPSMIIEHBI U
pacriosaraTbCsl apajuielbHo Wa@Ty CIIMBaKoOIIero anmnapara. Eciau OpaHiy He OynyT BBIIPSMIICHBI,
9TO 3aTPYAHUT BBEJICHUE WX U3BJICUEHHE CILINBAIOLIETO alliapara i MOXKET IPUBECTH K MIOBPEXKIEHUIO
CILIMBAIOIIETO aIapara.
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* [Ipu BBeIeHUH CIIMBAIOLIETO armapara yepe3 Tpoakap Ui pa3pe3 u3beraiite ciydyaifHOro HaKaTus
KHOTIKM CHATHUSI IPEeIOXpaHuTeNsl. B MpOTUBHOM Cilyyae CHIMBAIOIIMN anmapaT MOXKET YaCTUYHO WU
MOJIHOCTBIO CpaboTaTh U MOTPEOyETCs 3aMeHa KacCeThl, MPEeXk/Ie YeM ero MOXKHO OyJeT HCII0Ib30BaTh

Ha TKaHH.
* He mipITaliTecry BHITIOIHSATH APTHUKYJAIUIO 6paHI.HeI>i IIpH 3aKaTUU TKAHU.

* MakcuMasnbHBIN yToJl apTUKYJSLMM CIIMBAIOUIETro ammapara cocrariser 65°. Ilpu goctixkenun
MAaKCHUMAaJIBHOTO YIJIa YBEJIUYHUTCS YCUIIHE, UTO CBUIETEIBCTBYET O TIOCTUKEHUN MAKCUMAJIBHOTO YIJIa.
N3beraiite mpuiararh 4pe3MEpHOE yCHIIME K MOBOPOTHOMY pbIYary, T.K. 3TO MOXET NPHUBECTU K

MOBPCIKACHHIO CIIMBAIOIICTO allllapara.

* Yoenurech, YTO TKaHb PACIIONIOKEHA POBHO U 3aHMMAET MTPABUIILHOE MOJIOKEHUE MEX Ty OpaHIIaMH.
JIroboe «cMmoplIMBaHME» TKAHU BJIOJIb KacCeThl, OCOOEHHO B MECTE CXOXJIEHUS OpaHIIei, MOXeT

IPUBECTH K 00pa30BaHUIO HECIIJIOMIHOTO CKOOOYHOTO IIIBA.

° HpI/I PpaCIIOJIOKCHHUH CIHIMBAIOIICTO aIlllapaTa B MECCTC BMCIIATCIILCTBA Y6GI[I/ITCCB B TOM, UYTO MCKAY
6paHHIaMI/I HCT HUKAKHUX HpeHﬂTCTBHﬁ, TAKHX KaK 3a)KUMBbI, CTCHTBI, IIPOBOJHUKHA U T.II. HpOIHI/IBaHI/Ie
qepes3 MpCIsITCTBUEC MOKET IIPUBECTU K HECIUIOIIHOMY pa3pe3aHUI0, HCIIPABUIIBHOMY Q)OpMHpOBaHI/IIO

CKOO M/MJIM HEBO3MOXHOCTHU OTKPBITh OpaHIIIy.

° y6e,[[I/ITeCB, YTO TKaHb HC BbIIJIA 3a IPOKCUMAJIbHYI0 YCPHYIO JIMHHUIO HAa KaCCETC. TKaHL, noraBaIas

B KacCETy 3a MPOKCUMAJILHON YePHOH JIMHHUEH, MOXKET ObITh pa3pe3aHa 0e3 CIIMBaHUS CKOOaMHU.

e Ecitit pe1yar T TTHO HaXXaTbhb IIOMEHSUTE ITOJI0KCHHE CIIMBAKOIICTO arrapara U 3aXBaTUTEC MCHBIIIC
Y. ,

TKaHH. Y6€‘I[I/ITCCB, YTO KacCCTa BLI6paHa IMPpaBUJILHO.

* Ecnu pbryar He cpabaTbiBaeT U OpaHIIM HE CMBIKAIOTCS Ha TKAaHU, HE MCIOJb3yHTE CHIMBAOLIMMA

armapar 4 MpoIruBaHus. H3BiaeknuTe CIIMBAKOIINI arapar u OOJIbIIIE €T0 HE PICHOJ'IB3y1>iT€.

* IlonwITKa IPUITOXKUTE YCUIIUC, YTOOBI 3aCTaBUTH pbrrdar npomrBaHWA 3aBEPIIHUTH ABUXXCHUC ITPU
CJIMIIIKOM OOJIBIIOM KOJUYECTBE TKAHHU MCKOY 6paHI_HaMI/I WIM CIUIIKOM IUIOTHOM/TOJCTON TKaHU

MCXKIOY 6paHH_IaMI/I MOXCET MMPUBCCTHU K TOMY, YTO ABUT'aTCJIb 3aCTPSAHET U HOXK OCTAHOBUTCA.

* [TockonbKy JABHUTaTeNlb MOKET OCTAHOBUTCS B PE3YNIbTaTe €ro 3aCTPEBAHUS, HEOOXOIUMO BU3YalbHO
poBepuTh [-00pa3HbIil yKka3aTrenb Ha HU)KHEW 9acTh OpaHIIN KAaCCEThI, YTOOBI YIOCTOBEPUTHCS, UTO

pacCCUCHUC TKAHU BBIIIOJIHCHO OO KOHIIA.

* B crayuae OMOKMpOBKHM CIIMBAIONIErO amnmapara JBHTaTelb OCTaHOBUTCSA. Haxmure Ha

nepeKyouaresb BO3Bpara HOXka, 4YToObl BEPHYTh [-00pa3HbIi yKka3arenab B UCXOAHOE IMOJIOKeHHE. B
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9TOM ITIOJIOKCHHUH CI.HHB&IOHIPIIZ arrapar HeO6XOI[I/IMO H3BJICYb, PACKPBITH 6paHIHI/I U CMCHHUTB KAaCCETY,

9TOOBI TPOIOJIKHTb.

* Ecin pgBurarenb He 3amycKaeTcsl MPH HaXaTUHM IEPEKIItodaTeliss BO3BpaTa HOXa, HEOOXOAMMO
OTKpPBITH IIAHEJIb PYYHOH pPEryJIMPOBKM B BEPXHEHM YacTH PYKOSATKM M MCIOJIb30BATH PYYHYIO
peryinupoBKy, 4ToObl BEpHYTh JIE3BUE HOXa B UCXOAHOE IOJOXKEHHE. B 3ToM ciyuae ciumBaromui

armapar 0OJIbIlIe HEJIb3sI UCIOJIb30BaTh.

* HenonHoe mpouimBaHie MOXXET MPUBECTH K 1e(hOPMUPOBAHUIO CKOO, HECILIONIHOM JIMHUU pa3pesa,

KPOBOTEUYEHHUIO W/WIIM 3aTPYTHEHHOMY M3BJICYCHUIO CIIMBAOIETO anmnapara.
 Eciiu MexaHu3M NpoIMBaHMs He cpabaThIBaeT, HE UCHOJb3YHTE OOJIbIle CIIMBAIOIIMI annapar.

* Ecitn mocyie HaxxaTus pbryara 6paHHII/I HEC PACKPBIBAIOTCA, CHa4aJ1a IMIPOBCPHTC, HAXOAUTCSA JIKM HOX B
HCXOJHOM ITIOJIOXKCHHH. ITonoxxeHnne HOXKA MOXKHO OIIPEACIINTL 110 UHAUKATOPY JIC3BUA HOKA BHU3Y
6paHnm kaccetel. Ecim HWHAUKATOp JIC3BUA HOXAa HE HAXOAUTCA B HMCXOAHOM IIOJIOKCHHU HIIN
IMOJIO)KCHUEC HOXKa HCBO3MOXKHO OIIPCACIUTb, HAXKXMHUTC Ha IICPCKIIIOYATCIIb BO3BpAaTa HOXAa, YTOOBI

BEPHYTb HOXK B HCXOIHOE IIOJIOKEHHUE.

° OCMOTpI/ITC CKOOOYHEIE IIIBBI Ha npeaMcET IMHEBMOCTA3a/TeMOCTasa 1 IMPpaBUJIBHOI'O 3aKPbITHA CKOO.
Hes3naunTenpHoe KPOBOTCYCHHEC MOKHO YCTPAHUTHb HAJIOKCHHUEM PYUYHBIX IBOB WJIW UCITIOJIB30BAHUEM

APYTUX COOTBECTCTBYIOIINX METOHOB.

* [Ipexxie yuem ycTaHaBIMBATh HOBYIO KAaCCETY, YAEpP)KHUBas CIIMBAIOLIMK anmapar B BEPTUKAIbHOM
MTOJIOKEHHH, TTOJTHOCTHIO TIOTPY3UTE OpaHIly HAaKOBAJIHLHU M OpaHIITy KacCeThl B CTEPUIILHBIN pacTBOP.
DHEpPruyHO BCTPSAXHHUTE, a 3aTeM IMPOTPUTE BHYTPEHHHE U BHEIIHHE IOBEPXHOCTH OpaHIIN
HaKOBaJIbHU U OpaHIIU KacCEeThl, YTOOBI YIAIUTh U3 CIIMBAIOIIETO ariapara BCe HEMCITOIb30BAaHHBIC
ckoObl. He ncnonp3yiiTe CIIMBAIOIMIKI anmnapar, Moka BU3yallbHO He YOeIUTEeCh B OTCYTCTBUU CKOO Ha

OpaHIlle HaKOBAJIbHU U OpaHIlle KacCeThl.

° HpC)K,Z[C YyeM H3BJIEKaTh CIIHBAIOIINI armapar, y6CIII/ITeCB, 4TO MCKOY 6paHIJ_IaMI/I HCT TKaHHU, U

COMKHHTE OpaHIIH.

° HpI/I BLI60pe KaCCCThI CIICAYCT YUUTBIBATb UMCIOMIUCCS MATOJIOTUYCCKHUE COCTOSAHUS, a TAKIKC BCIO
I/IH(bOpMaIII/IIO O JICHCHUH, BKJIIOYasA JYYECBYIO TEpalHIO, KOTOPOC IMaUCHT MOI MPOXOAWUTH B
npeaoncpannoOHHOM IICPUOAL. HpI/I HCEKOTOPBIX COCTOAHUAX WX BUAAX IIPEAONCPAINOHHOTO JICUHCHUSA
BO3MOXXHO M3MCHCHHEC TOJIIWHBI TKAHU, BBIXOAAIICC 3a MPEACIIbl YKa3aHHOT0 AWAaria3oHa TOJIIIMHBI

TKaHU JIs1 CTaHAAPTHOTO BBI60pa KaCCCTHI.

* 3ampemiaeTcs WCIOIB30BaTh OOJBHUYHBIC AaBTOKJABBI IS CTEPWIM3ALUM WM JAe3WH(EKIn
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aKKyMYJISITOPHOM OaTaper U CIIMBAIOIIEro arapara.

* Mcnionk3oBanue m000i Apyroii 6arapen, KpoMe MOCTaBISIEeMON BMECTE CO CITUBAIOIINM arapaToM,
npusener K yBemumuenmioo MWIJIYUEHUS wmm  cumkenmio ITOMEXOYCTOMYMBOCTU

CINMBAKOUICTO arlrapara.

* He cneagyer ucnonp30BaTh CIIMBAKOUIUI ammapar psjaoM C JAPYTMMH yCTPOMCTBAMHM WM C
HaJOXKEHWEM Jpyr Ha apyra. Eciu cmmBaronmii anmapar HEOOXOIHMMO HCIOJIb30BaTh PSAIOM C
JOPYTUMHU YCTPOMCTBAMHU WJIM C HAJOXEHUEM JPYT Ha JIpyra, CIEeIyeT KOHTPOJIUPOBATH COCTOSHUE

CLIMBAIOLIETO allapara U Apyroro o00opy1oBaHus 1J1s 00eCHeYeHus] HOpMaJIbHOM PabOThI.

° 3anpemaeTc;I BHOCUTb HU3MCHCHHA B JAaHHOC YCTpOﬁCTBO U aKKYMYJEITOPHYRO 68.Tape}0 0e3

IIPEJIBAPUTEIBLHOTO pa3pelieHus] IPOU3BOIUTEIS.

* B oTHolIeHNHU YCTpOﬁCTBa nin aKKYMYHHTOpHOﬁ 6aTapeH, KOHTAKTUPYIHOIIHUX C KUAKOCTAMU
opranuisma, MOI'YT TMPCABABIATECA CICHHUAJIbHBIC Tpe6OBaHI/I$I Imo yThwiumsanun B LCIAX

NpeaynpexKACHUs OHOJI0TMYECKOTO 3apaKCHUs.

* Hcnonn3oBanue HpI/IHaI[JIe)KHOCTCI\/JI, OTIIMYHBIX OT YKa3aHHbIX HWJIHW HOPCA0CTABICHHBIX
IMPpOU3BOAUTECIIEM AAHHOI'O O60py,HOBaHI/I$I, MOXKCT IIPHUBCCTH K ITOBBIICHHUIO 3JICKTPOMArHUTHOI'O
HU3JTYy4YCHHA WM CHUIKCHUIO BHGKTpOMaFHI/ITHOﬁ yCTOfI'—IHBOCTPI JAHHOT'O CIOMBAIOUICIO arrapara nu

IIPUBECTH K HEMIPaBUIBHOMN paboTe.

 JlaHHBIE CIIMBAIOLIMI ammapar W akKyMyJIATOpHas Oarapesi yHmakoBaHbl M CTEPUIIM30BaHBI IS
OJTHOKpATHOTo mpuMeHeHus. He ncronp30BaTh NOBTOPHO, HE TIOABEPraTh MOBTOPHOM 00pabOTKe U HE
nojiBeprarb NMOBTOpHOM cTepmwin3auuu! IloBTOpHOE HCMONB30BaHME, MOBTOpPHAas 00paboTKa WU
IMOBTOPHAaA CTCPUIU3ald MOT'YT HAPYHIUTHh CTPYKTYPHYIO HCJIOCTHOCTL U3AC/INA W/ IIPUBCCTU K
OTKa3y CIIMBAIOLIETO alrapara, 4Tto, B CBOIO 0YEPEb, MOKET IIPUBECTH K TPABMUPOBAHUIO, PA3BUTHIO
3a0oneBaHuil wiM cMepTu mnanueHTa. Kpome Toro, moBTropHas oOpaOOoTKa WM MOBTOpPHAs
CTEpWIM3aLMs CIIMBAIOILETO amnmnapara OJHOKPAaTHOTO INPUMEHEHMSI MOXET IPUBECTH K PHUCKY
3arpsA3HCHHA CIOMBAIOLICTO armapara /A Pa3BUTHIO I/IH(beKIII/II/I Yy HnanucHTa WX Pa3sBUTHUIO
NEepeKpPeCTHON MH(EKIMH, BKIIOYasi, HOMUMO MPOYEro, rnepeaady MHGEKIMOHHBIX 3a001eBaHUI OT
OHOTO TMAalueHTa K JpyroMmy. 3arps3HEHHE CIIMBAIOLIET0 amnmapara MOXET MPHUBECTH K

TpaBMUPOBAHUIO, PA3BUTHUIO 3a00JIeBaHUI WU CMCPTHU IAlIUCHTA.

® CH_II/IBaIOH_[I/Iﬁ armapar U KaCCETy HE PECKOMCHAYCETCA NCITOJIb30BAaTh HA TKAHAX IMEYCHU UJIN CCIIC3CHKU,

IOCKOJIbKY CKaTHUC TAKUX TKaHEH MOXKET MPUBCCTU K UX MOBPCKACHUIO IIPHU CMBIKaAaHHUN 6paHHleI>'I.

* Eciu Ha CKOOOYHOM IIIBE OTCYTCTBYET BBIPOKECHHBIH T'€MOCTa3, HE HWCIOIb3yUTE JTaHHBIN
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CI_HI/IBaI-OIHI/Iﬁ arirapar.

® HpI/I COBMCCTHOM HCIIOJIB30BAHHUU JIA OIICpallMK CIONHMBAIOUICIO amlrapara MU BCIIOMOT'aTCIIBHBIX
HpHHaﬂHeX(HOCTCﬁ OT pPa3HbIX HpOHSBOHHTeHCﬁ IMPOBEPHTEC COBMECTUMOCTD CIIMBAIOIICTO arrapara ¢

YCTPOMCTBaMH JAPYTUX MPOU3BOAUTENICH, a TAKKE U3OJIALIMIO U 3a3EMIJICHHE.
* He npiTaiiTech BCTaBUTH KacceTy MPH HAXKAaTOM phluare.

* [ToxynaTesp WM 10JIb30BaTEIb CIIMBAIOLIETO aNapaTa JOLKHbI HCII0JIb30BaTh €0 B OIIPEIETIEHHON
aneKTpoMarHuTHOH cpene. [Ipu BeiOOpe ycTpoiicTBa ciieqyiiTe yKa3aHHUsIM B CIEAYIOMUX Tabnunax. B

IMPOTHBHOM CJIy4da€ BO3MOXHA HCIIPpaBUJIbHAA pa60Ta CIIMBAIOUICTO arrapara.
* He AOITYCKACTCA UCITOJIb30BAHUC CIIMBAIOUICTO alIiapara B Cpelc, HaCBIHlCHHOﬁ KHUCJIOPOJOM.

* VBeIOMJICHHE TIOJIb30BATEIII0 W/WIM TAIMEHTy O TOM, YTO O BCEX CEPbE3HBIX HHIIUICHTAX,
MPOM3OIIEANIAX C YCTPOHCTBOM, ciieayeT coobOmars B Kommanuio «Puy Cepkukan, Muk» (Reach
Surgical, Inc.) mo agpecy Reachquality@reachsurgical.com u B KOMIETEHTHBIN OpraH rocyaapcrba-

yiiena EC, B KOTOpPOM HaXOAMTCS MOJIb30BATENb /UM MAIlUEHT.
[Mo6ounbie 3¢ dexThI

[ToTeHuManbHbBIE OCIOKHEHUS, CBSA3aHHBIE C MCIOJB30BAaHUEM CLIMBAIOIIETO amnmapara, KacCeThl U
aKKyMyJSTOPHOM  Oaraped, BKJIIOYAIOT KPOBOUBJIMSHME, TOBPEXKACHUE TKAHU, BBEJIEHUE
HECTEPUJIbHOM NMOBEPXHOCTU WUJIM MEPEHOCA MaToreHa, BOCIAINTENbHYIO WM BPEMEHHYIO TKaHEBYIO
peaxiuio, yaap EeKTPUYECKUM TOKOM, MOBPEXJIEHHEe UMYIIECTBAa MU yIepO OKpy:Karollel cpene.
Kpome Toro, HecmionHoe ciumBaHue, HEBO3MOXKHOCTD pa3pe3a WM MOBPEXKIEHUE YCTPONCTBA MOTYT
IIPUBECTH K CIy4YailHOW TpaBME, YBEIMYEHUIO MPOJOLKUTEIBHOCTH ONEPAallUU WM H3MEHEHHIO

METOZA ONEPaLUN.

TexHuyeckue nmapaMeTpsl

HomunaneHoe HampspkeHue: akkyMyisiTopHas 6arapes 12 B.

MouiHOCTh SHAOCKOIMMYECKHUX IEKTPUUECKUX CHIMBAIOIIE-PEXYIINX anmnaparoB — 40 Br.

CumiBaromuii  anmapar He o0JiajaeT yCTOWYMBOCTBIO K TPOHUKHOBEHHWIO JKHUJIKOCTEH W HMEET

knaccudukanuio [PX0 cormacuo crangapry IEC 60601-1.

B  orHomeHnum cmmBaromiero —amnmapara TpeOyercss  coOnofaTh  ONpeNeleHHbIE  Mepbl
MPEAOCTOPOKHOCTH B YacTH AJIEKTpOMarHuTHo coBmectumoctu (OMC); ycTaHOBKa M BBOJ B

AKCILTYaTalMI0 JTOJDKHBI OCYIIECTBIATHCS ¢ yuyeToM uHpopmaruu mo OMC, mpenocTaBieHHON B
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HAaCcTOAIIEM JOKYMCHTCE. HOpTaTI/IBHBIC 1 MOOHJILHBIE Pq-YCTpOﬁCTBa MOT'YT OKa3bIBaTh BJIIMAHHUE HA

QJICKTPUUICCKOC MCAUILIMHCKOC 060pyz[0BaHHe.

OcHoBHbIE XapaKTEPUCTUKH

1. CmmmBarenb M KacceTa JIOJDKHBI JIETKO coOMpaThes W pa3buparbes. J[BYDKEHHE TMOIBMXKHBIX U
BPAIIAIONINXCA YacTe JOJKHBI OBITh TUTABHBIM, 0€3 3aeiaHuil wim paciiatbiBanus. CoearnHEHUE

MCXKAY CHIMBAIOIIUM amIaparoM U KacceTou JOJI2KHO OBITh HaACKHBIM U HE OOJIZKHO 0cJ1a0IAThCS.

2. HpeHOXpaHI/ITeHBHHﬁ MCXaHHW3M CHIMBAOIICro arrmapara JOJDKEH JIETKO OTKPBIBATBCA U
3aKPBIBATHCH, a TAKKEC NOJIKCH OBITH OE30IMaCHBIM U HaACKHBIM. HPY)KI/IHa BO3Bpara pbldyara JoJKHa

OBITH JO0CTAaTO4YHO yr[pyroﬁ, pbr4ar 10JIKCH 6LICTpO BO3BpaliaTbCA HA MECTO ITPHU OTITYCKAHHHU.

3. Ilpouenypsl TpOLIMBAHUA W APTUKYJSIUU JIOJDKHBI OBITH O€30MacHBIMM U HAJCKHBIMH.
DJeKTpOHHAas CUCTeMa YIpPaBICHUS W MPHUBOAHBIC ABUTATENU JOJKHBI OBITh O€30MacHBIMU U
HaJICKHBIMH, HE JIOJDKHBI MPOU3BOIAUTH BPEIHBIX IS TOJB30BATENIsl M OJMM3JICKAINIUX YCTPOUCTB

ITYMOB, 2JICKTPUYCCTBA U U3JTYUCHU.

4. PydyHas peryaupoBKa CITUBAIOIIETO arapara IoJKHa ObITh O€30ITacCHOM U HAIC)KHOM, Oe3 3aenannii
WM paciiaTeiBaHus. Ecnu akkymynsTopHas 6aTtapes HE MOXKET M0JaBaTh JOCTAaTOYHYIO MOIIIHOCTh Ha
CIIIMBAIOIIWH arllapar, CIIMBAIOIIUHN anmapar JTOJDKEH JIeTKO U 0e3 KaKuX-I100 3ae1aHuii OTBOJAUTHCS

B UCXOJ/IHO€ MOJIOKEHHUE IMOCPEACTBOM PYUHOU PETYIUPOBKH.
TpeboBaHus K XPAHEHUIO
Temneparypa: 5 °C~35 °C
OTtHocuTenbHas BaaxHocTb: 0% — 70%
Hasnenue Bo3ayxa: 500 rlla ~ 1060 rlla
TpeGoBaHus K TPAHCTIOPTUPOBKE
Temneparypa: -10 °C~54 °C
OtHocuTenbHas BiaxHocTb: 0% — 70%
Hasnenne Bozayxa: 500 rlla ~ 1060 rlla
TpeGoBanus k pabo4nM yCJI0BUSIM
Temmnepatypa: 10 °C~40 °C
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OtHOocUTeEIbHA] BIaXXHOCTE: 35%—75%
Hasnenue Bozayxa: 800 rlla ~ 1060 rlla
HNudopmarus o mporpaMMHOM 00€CTICUeHUH

VipaBieHue CHIMBAIOIIMM alapaToM OCYIIECTBISETCS BCTPOEHHOM MPOrpaMMOil CUCTEMBI
nporpammuoro ooecnedenus, Bepcus [10 VO1. JlanHas nmporpamMma CIIy>KUT JIJIsl ONIPEICTICHUS CHITBI
ToKa. [Ipu CIMIITKOM BBICOKOH CHIIE TOKA MPOTrpaMMa OTKJIFOUUT KOHTYP BO H30€KaHUE TIOBPEKICHUS

AIIEKTPOJIBUTATEIIS.
Cpok ronHocTu

CI_I_II/IBaIOH_[I/Iﬁ arrrapar, Hacaaka ¢ H30THYTbIM HAKOHCYHUKOM M aAKKYMYIIITOPHAA 68.Tap65{
CTCPUIIM30BAHBI 9 TUJIICHOKCHUIOM, JaTa UCTCYCHH A CPOKA 'OJHOCTH YKa3aHa HAa YITAKOBKC CHIMBAIOIICTO

alrrapara. He HCHOJ’IB3y1>iT€ CIMBAIOIIHN arrapar ¢ UCTCKINUM CPOKOM I'OAHOCTH.

I/IHCprKHI/II/I H JERKJIapalnusl NPOU3BOAUTEISI B OTHOINCHHUM 3HeKTpOMaFHI/ITHOﬁ

copmectumoctu (AMC)

MMPEAVIIPEXXJIEHUE: Crnenyer nzberaTsh UCIONB30BaHUS IAaHHOTO CIIMBAIOIIIETO afiapara psijioM ¢
IpyTUuM 00OpYyIOBaHUEM, MOCKOJIBKY 3TO MOXKET NPUBECTU K HEMpaBWIbHOHN pabote. Ecnu e 310
HEOOX0IMMO, CIEAyeT KOHTPOJIUPOBATh MPABUIBHOCTh (PYHKIIMOHUPOBAHUS JTAHHOTO YCTpOMCTBa U

JPYyroro 000pynoBaHuUs.

IMPEAYITPEX/IEHUE: ITOPTATUBHOE PAIMOYACTOTHOE KOMMYHUKalMOHHOE
oOopynoBanue (Bkitouasi nepudepuiiHble YCTPOMCTBA, TaKMe KaK aHTCHHBbIC KaOelu W BHEIIHHE
AQHTEHHBI) JIOJDKHO MCIOJIb30BaThes He Ommxke 30 cM (12 qr0iMOoB) K JTFOOOM YacTH SHIO0CKOIMMYSCKUX
ANMEKTPUUECKUX CIIMBAIOIIE-PEXKYIITUX anmaparos, BKJTFOUAs kabenu, yKa3aHHbIE
[NPOU3BOAMUTEJIEM. B npoTMBHOM ciaydae »3TO MOXET NPUBECTH K  YXYALICHUIO

OKCINTyaTalMOHHBIX XapPaKTCPUCTUK JaAHHOT'O O6OPYI[OB3HH$I.

[IPUMEYAHME: Xapaxrepuctuku W3JIYUEHUU  cmmBaromiero — ammapara  IO3BOJISIOT
HCIIOJIb30BaTh €T0 B MPOMBIIIJIEHHBIX 30HaX U OonbHHUIAxX (ki1acc A CISPR 11). [Ipu ucnons3zoBanuu
B JKWJIBIX MOMEIIEHUSAX (711 KOTOpBIX 00bIYHO Tpedyercs kimacc B mo CISPR 11), cmmBaronmii
anmapar MO)XeT He oOeclednmBaTh JOCTATOUHYIO 3alllUTy A YCIyT'M pPaJuo4acTOTHOM CBSI3H.
[Tonp3oBaTennto MOXKET MOTPEOOBATHCS MPUHATH COOTBETCTBYIOIINE MEpHI, TaKUE KaK IepeMelleHne

WM TIepeopUeHTalHsl 000pyI0BaHHUSL.

» ClMBaromMi annapar J0JDKEH MCIOIb30BaThCs B ONPENEIIEHHOM 31eKTpoMarHuTHou cpene. Ilpu
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BBIOOpE YCTPOICTBA ceNyiTe YKa3aHUSIM B CIEIYIONINX TabIuIax.

I/IHCprKHI/II/I " ACKJIapaliys MpoOru3BOAUTECII B OTHOICHUHN 3JICKTPOMArHMTHOT'O U3JIYUCHUA

BHHOCKOHI/ILICCKI/IG OJICKTPUYCCKUEC CIIMBAIOMIC-PEXKYIINEC aIrmaparbl IpEAHa3sHA4Y€HBbI JId
HUCIIOJIB30BaHUA B BHCKTPOMaFHHTHOﬁ cpeae, yKa3aHHOI>'I HUIKC, W TOKYIaTCJib WJIA
IIOJIB30BaTCJIb  JOJIXKCH Y6C,Z[I/ITBCH, 4TO amnmaparbl HCIIOJIB3YIOTCA HWMCHHO B 3TOM

3JIEKTPOMArHUTHOU CpeJe:

DJeKTpoMarHuTHas cpena —
Ucnpiranue Ha u3nyyenre | CoBMECTUMOCTD
PYKOBOZCTBO

9H,Z[OCKOHI/I‘IGCKI/IG QJICKTPUYICCKUC

CIIMBAOIIIC-PEKYIIUE anmaparsl
UCTIOJIB3YIOT PaIuOvYaCTOTHYIO
Pajnoyacrorioe SHEPIUI0 TONBKO [UIS BHYTPEHHEH
U3JTy1CHUC Ipynma 1 ¢ynkuuu.  CregoBarenbHO, — HMX
CISPR 11 Paao4acTOTHOC HM3JIIYUCHHUEC OYCHb
HU3KOC M BEPOSTHOCTH CO3JaHUS
noMex i HaxOOIIIero BOIU3U
000pyIOBaHHUs TAaKXKE Maja.
PapnouacrorHoe
U3ITy4eHue Knace A
CISPR 11
DHJIOCKOMTUYCCKUE  DIICKTPHYCCKHE
F'apmonnyeckue CIIMBAIOIIIE-PEKYIIUE arnrmaparsl
MCKaIKCHIA H/J MOAXOAAT  JUIi  NPUMEHEHUS B
IEC 61000-3-2 CHEIHAIM3UPOBAHHBIX YUIPEKICHUIX

3/IPaBOOXPAHCHHUS.
Konebauns u CKauKH

HaITPsPKCHU A H/ I[

IEC 61000-3-3

I/IHCTPYKI_[I/II/I " AcKiapanusd ImMpou3BOAUTEIIA B OTHOIICHUN YCTOI\/’I'-II/IBOCTI/I K SJICKTPOMAarHuTHBIM

moMexamMm
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:‘)H,I[OCKOHI/I‘ICCKI/IC

SJIICKTPUUCCKHUEC CHIMBAOMIC-PCXKYIIUE  allIaparbl

NpE€aAHa3sHAYCHbI  JJIA

HCIIOJIb30BAHUA B 3JICKTpoOMaAr HUTHOM cpeae, yKa3aHHOﬁ HHWIKC, U IMOKYIIATCIIb UJIU I1OJIL30BATCJIb

JOJIXKCH Y6G,I[I/ITBC${, 4TO aIrrmaparbl UCIIOJB3YIOTCA UMCHHO B ITOM BHCKTPOMaFHHTHOﬁ cpeac:

Hcnbitanue  Ha .
. YpoBeHb UCHBITAHUN | YPOBEHBb OneKTpoMarHuTHas cpeaa —
IIOMEXOYCTONYUB
no [EC 60601 COOTBETCTBUSA PYKOBOJICTBO
OCTb
[Tonsr JTOJIKHBI OBbITh
JI€PEBSIHHBIMU, OETOHHBIMU WJIH
DNeKTpocTaTuyec . KOHTAKTHBIA  +8 KepamuueckumMu. EBcod  monsi
. KOHTaKTHbIN £8 kB )
KA1 paspsia kB HOKPBITHI CHHTETHYECKUM
+
IEC 61000-4-2 15 xB Bo3nyx +15 kB Bo3ayx MaTepuaioM, OTHOCHUTEJIbHAS
BJIQXKHOCTh JIOJKHA OBITh HE
menee 30%.
beicTphIe
KpaTKOBPEMEHHBI
€ DJIEKTpUYECKHe
+2 kB
NIEPEXO/IHBIE [Tutanue or Oartapen U
IIPOLIECCHI Yacrora MOBTOpEHUS H/NT OTCYTCTBHE CHTHATA >3 M
HaIpsKEHUS 100 xI'g
(BCcmecKH)
IEC 61000-4-4
Bcenneckn
+1 kB: (aza-dasa; [lutanue or Oarapen U
HANpSLKCHIA H/JT OTCYTCTBHE CHTHaNA >30 M WK
+2 kB: daza-zemis
1IEC 61000-4-5 (1) BBIXO U3 IOMCIICHHUA
0 .
TMaxenns 0% Ur; 0,5 nukia
HaIPAKCHUA ITpu 0°, 45°,90°, 135°,
180°, 225°, 270° u
IEC 61000-4-11 3150 H/ [Turanue ot Oarapen

70% Urt; 25 nmukios
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nipu 0°

IIpepsiBanus

HaIIps’KCHU A

IEC 61000-4-11

0% Ur; 250 mukioB

Homunannuas
MOIITHOCTb

30 A/Mm
JacToTa

marauTHoro mosst | 50 '

IEC 61000-4-8

30 A/m

50T

MarautHoe oJie
MIPOMBIIIUIEHHOU YaCTOTHI
JIOJIKHO HMETh
XapaKTePUCTUKHU JUISt

HCIIOJIb30BaHUs B CTAHIAPTHBIX
YCIIOBUAX TOPIroBOro
NpEANpUATUS NI YUPCIKACHUSA

37paBOOXPAHCHHUSI.

[Tpumeuanune: Ut o0o03HauaeT HampsHKEHUE

HCIBITATCIIbHOI'O HAIIPSKCHUS.

IMUTaHUA TICPEMCHHOI0 TOKa JO IIoAa4Yu
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I/IHCprKI_[I/II/I U ACKJIapanug MPOU3BOAWTCIIA B OTHOIICHHU yCTOfI‘IHBOCTPI K JJICKTPOMArHUTHBIM

InoMExam

DHIOCKOIUYECKHUE

SJICKTPUICCKHUC

CIIMBAIOLIC-PEXKYILIUC

anmnaparsl

npeaAHa3HA4YCHbI JUIA

HCIIOJIB30BaHUsA B BHCKTPOMarHHTHOﬁ cpeac, YKa3aHHOI>'I HHMXKC, W IOKYIATCJIb MK I10Jb30BaTciib

JIOJDKEH YOeIUTHCS, YTO anmnapaThl HCIOIb3YIOTCS IMEHHO B 3TOH JIEKTPOMAarHUTHOM cpefe:

HUcnopiTanne Ha

. YpoBeHb HCHBITAaHUK TI0 | YPOBEHb DJIeKTpPOMarHuTHas cpea —

MIOMEX0YCTONYHN

IEC 60601 COOTBETCTBUS PYKOBOZCTBO
BOCTh

3V
KonnykrrBHBIE

0,15 MI'n ~80 MI'11
MOMEXH,
WHIYIIUPOBAHHBI
© 6 B B mnanaszonax ISM or H/J{
pPaauoYacTOTHBI 0.15 MI'tt 210 80 M
MU MOJISIMU
IEC 61000-4-6

AM 80% mpu 1 xI'x
N3nyuaemoe 3 B/Mm 3 B/m
paauo4acToTHOE

80 MI'u~2,7 I'T'y 80 MI'u~2,7 I'Ty
AIEKTPOMarHuTH
oe roie

IEC 61000-4-3

AM 80% mpu 1 kI'x

AM 80% npu 1 kI'x
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I/IHCTPYKI_II/II/I H ACKIapanusa IIPOU3BOAUTEIA B OTHOIICHUU YCTOﬁqHBOCTH K 3JICKTPOMAaroHuTHbIM

moMexam

OHIOCKOIMNYECKHE

OJICKTPUYECKUEC

CIIMBAIOIIE-PEXKYIINE

alraparTsl

IMpEAHAa3HAYCHbI

IS

HCIIOJIB30BaHUA B BHGKTpOMaFHHTHOfI cpeae, yKaSaHHOﬁ HMIKC, U MOKYINATCJIb UKW I10JIb30BATCIIb

JOJIZKCH Y6CI[I/ITBCH, 4TO allllaparbl UCIIOJIB3YOTCA UMCHHO B ITOM BHCKTpOMaFHHTHOﬁ cpeac:

YCTOWYHBOCTH K PaHMOYaCTOTHOMY M3JIy4eHHIO YCTpoiicTB O6ecripoBoaHoi cBs3u (IEC 61000-4-3)

Ucneirarens

HBII YpPOBEHb

HUcneirar | Pagnouact Maxkcuman npu
. Paccro
eJIbHast OTHBIH bHAast HCIIBITAHUU
VYenyra Monysiuus sTHUE
JacToTa Yana3oH MOIIHOCTD ) Ha
M
(MTI'm) (MTI'm) (B1) IIOMEXOYCTON
YUBOCTD
(B/m)
NmnynecHas
385 380—390 | TETRA 400 MOTYJISLIHS 1,8 0,3 27
18T
FM
OTtknoHeHne +5
GMRS 460, kI
450 430-470 2 0,3 28
FRS 460 CunycouganbH
BIN CUTHaml
1 kI
710
Jwnamazon NmnynscHas
745 704—787 | wactot LTE 13, | Mmogynsuus 0,2 0,3 9
17 217T
780 B
810 GSM 800/900, "
800—960 MITyIbCHAA | 5 0,3 28
870 TETRA 800, MOJYJISALIMS
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iDEN 820, 18I'g
CDMA 850,
930
Jnanazon
yactot LTE 5
1720 GSM 1800;
1845 CDMA 1900;
GSM 1900; NmnynbcHas
1700~ 2 0,3 28
1990 DECT: MOTYJISALIMS ,
217 T'n
1970
Junama3zoH
gactor LTE 1,
3,4,25, UMTS
Bluetooth,
WLAN,
802.11 b/g/n,
NmmynbcHas
2400— PanuouactoTrHa
2450 MOTYJISLIHS 2 0,3 28
2570 s
217 T
uAeHTUPHUKAIH
s (RFID) 2450,
Jnanazon
yactot LTE 7
5240
NmmynbcHas
5100— WLAN 802.11
5500 MOIYJSAAS 0,2 0,3 9
5800 a/n
217 T'x
5785
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Before you use this Stapler, please read the following contents carefully.

This document is designed to assist in using this product. It is not a reference for surgical
techniques.

This Stapler is designed, inspected and manufactured for single procedure only. Reuse or
reprocessing may result in product failure or cause patient injury. Do not reuse, reprocess
or resterilize this Stapler.

Device Description

The Endoscopic Motorized Cutting Staplers (hereinafter referred to as the Stapler) are sterile,
single patient use instruments that simultaneously cut and staple tissue. There are six
staggered rows of staples, three on either side of the cut line. The Shaft can be rotated freely
in both directions and an articulation mechanism enables the distal portion of the Shaft to
pivot to facilitate lateral access to the operative site.

The Staplers are packaged with a primary Battery Pack that must be installed prior to use.
There are specific requirements for disposing of the Battery Pack. Refer to the Battery Pack
Disposal section.

The Staplers are packaged without Reloads and must be loaded prior to use. A Staple
Retaining Cap on the Reload protects the loading unit staples points during shipping and
transportation. The Stapler’s lock-out feature is designed to prevent a used or improperly
installed Reload from being refired or a Stapler from being fired without a Reload.

Caution:

Do not load the Stapler more than 16 times.

The Stapler can be fired for a maximum of 16 times.

Use of staple line reinforcement material may reduce the maximum number of firings.
Intended Use

This instrument is intended for transection, resection of tissues and/or creation of
anastomoses.

Indications
This instrument is intended to be used with the Reloads for transection, resection, and/or
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creation of anastomoses. This instrument has applications in open and minimally invasive
surgeries including thoracic, abdominal, gynecological and urological surgeries. It is used for
transection and resection of lungs, bronchial tissue, intestines, stomach, urethra, kidney,

uteru.
Intended User

This instrument is used for healthcare professionals who use this instrument for surgical
purposes.

Intended Use Environment
This instrument is intended to be used in a hospital.
Intended patient population:

Patients aged 3 and older requiring resection and reconstruction of organs and tissues in th
e thoracic and abdominal cavities.

Clinical benefit:
*Shorter operative time;
Less intraoperative blood loss;

*Reduced postoperative complications such as anastomotic leak.
Contraindications

1. Do not use the Stapler on edematous tissue, tissue with a muscle layer that is too thick, or
tissue with bad healing ability.

2. Do not use the Stapler on tissue with suspected cancer cell residual.
3. Do not use the Stapler on the aorta.
4. Do not use the Stapler on ischemic or necrotic tissue.

5. Do not use the Stapler on major vessels without making provision for proximal and distal

control.

6. Do not use on tissue that cannot be properly compressed to the closed staple height or
easily compressed to less than the closed staple height.

7.The Stapler is not intended for use when surgical stapling is contraindicated.
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Compatibility Information

The Stapler is designed to be compatible with Battery Pack, Curved Tip Accessory and

Reloads referred in this document. Third party accessories are not compatible.

When the Stapler is used for minimally invasive surgery, a trocar is needed.

Note: The Stapler is designed to be passed through a 12mm diameter trocar.

The Stapler is designed to be used with IREACH MAGNUM PLUS Reloads and ENDO
REACH REC Reloads (hereinafter referred to as the Reloads) manufactured by Reach
Surgical, Inc. Product Code and tissue thickness reference are listed as follows:

Product Codes and Specifications

Table 1 Product Codes and specifications

) Trocar Battery
Product Staple Line | Shaft Length o . .
Compatibility | included in
Code length (mm) | (mm)
(mm) the package
IMS60L 60 365 12 YES
IMS60M 60 265 12 YES
IMS60S 60 215 12 YES
IMS45L 45 365 12 VES
YES
IMS45M 45 265 12
IMS45S 45 215 12 VES
NO
IMS60L-0 60 365 12
NO
IMS60M-0 60 265 12
NO
IMS60S-0 60 215 12
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] Trocar Battery
Product Staple Line | Shaft Length o . .
Compatibility | included in
Code length (mm) | (mm)
(mm) the package
NO
IMS45L-0 45 365 12
IMS45M-0 45 265 12 NO
NO
IMS45S-0 45 215 12
Table 2 Reload Product Codes
Tissue Staple
Thickness Line Open Staple | Closed Staple
Product Code Color ] ]
(mm) Length Height (mm) | Height (mm)
(mm)
IMST45TAN Vascular/Thin | 45 Tan 2.0/2.5/3.0 |0.75/1.0/1.25
Medium/Thic | 45
IMST45PUL K Purple 3.0/3.5/4.0 1.25/1.5/1.75
IMST45BLK Extra Thick 45 Black 4.0/4.4/4.4 1.75/2.0/2.25
IMST60TAN Vascular/Thin | 60 Tan 2.0/2.5/3.0 |0.75/1.0/1.25
Medium/Thic | 60
IMST60PUL K Purple 3.0/3.5/4.0 1.25/1.5/1.75
IMST60BLK Extra Thick 60 Black 4.0/4.4/4.4 | 1.75/2.0/2.25
REC45GRA Extra Thin 45 Gray 2.0 0.75
REC45WHT Thin tissue 45 White 2.5 1.0
REC45BLU Regular 45 Blue 3.5 1.5
REC45GLD Regular/thick | 45 Gold 3.8 1.75
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REC45GRN Thick tissue | 45 Green 4.1 2.0
REC45BLK Extra thick 45 Black 4.4 2.2
REC60GRA Extra Thin 60 Gray 20 0.75
REC60WHT Thin 60 White 2.5 1.0
REC60BLU Regular 60 Blue 3.5 1.5
REC60GLD Regular/thick | 60 Gold 3.8 1.75
REC60GRN Thick 60 Green 4.1 2.0
REC60BLK Extra thick 60 Black 4.4 2.2

Table 3 Accessory

Trade Name Product Code
IREACH Powered Battery PB-A
IREACH Curved Tip Accessory IMB1

Instructions for Use

Nomenclature (lllustration 01)

[A] Anvil Jaw

[B] Reload Jaw

[C] Staple Mark

[D] Cut Mark

[E] Reload Alignment Slot

[F] Knife Blade Indicator

[G] Articulation Joint

[H] Shaft

[I] Articulation Lever

[J] Rotation Knob

[K] Knife Reverse Switch

[L] Safety Release Button

[M] Anvil Release Button

[N] Manual Override
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[O] Battery Pack [P] Closing Trigger

[Q] Firing Trigger [R] Battery Indicator

[S] Staple Retaining Cap [T] Reload

[U] Alignment Tab [V] Blade

[W] Proximal Mark [X] Curved Tip Accessory
Prior to use

1.

Verify the Stapler and Reload codes to be used as well as their compatibility, warnings
and precautions.

. Verify the integrity of the package for all the Stapler and accessories. Do not use if the

package is damaged.

Verify the integrity of the antimicrobial package for all Stapler and accessories prior to
using the Stapler. All Stapler and accessories are sold sterile.

Preparing the Stapler for Use

4.

7.

Using sterile technique, remove the Stapler, Battery Pack, and Reload from their
respective packages. To avoid damage, do not flip the Stapler, Battery Pack, or Reload
into the sterile field.

Install the Battery Pack. The Battery Pack must be installed prior to use. It can be inserted
in only one orientation. (lllustration 05) Ensure that the Battery Pack is fully inserted into
the Stapler. An audible click can be heard when the Battery Pack is fully inserted. The
Battery Pack should not have any visible gap when the Battery Pack is fully inserted.

Ensure that the jaws are open and the Articulation Joint is straight, not articulated
(MNustration 01).

Ensure that the Staple Retaining Cap on the Reload is in place; do not use the Reload if
the Staple Retaining Cap is missing.
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Caution: Tissue thickness should be carefully evaluated prior to using the Stapler.
Refer to the codes and specifications of Single Use Loading Units for Endoscopic Linear
Cutting Staplers for proper Reload selection.

Loading

8. Load the Reload by sliding it against the top of the jaw until the Reload Alignment Tab
snaps in the Reload Alignment Slot. Remove the Staple Retaining Cap and discard.
(Nlustration 02) The Stapler is now loaded and ready for use.

Caution: Make sure that the knife does not touch the bottom of the jaw as this
prevents the knife from being moved or it can become deformed when loading the
Reload. Otherwise, the Stapler may be locked out and cannot be fired.

Caution: After removing the Staple Retaining Cap, observe the surface of the loaded
Reload. The Reload must be replaced with another Reload if any colored drivers are
visible as it may indicate absence of staples.

Using the Stapler

9. Close the jaws of the Stapler by squeezing the Closing Trigger until it locks in place
(Nlustration 06). An audible click indicates that the Closing Trigger and the jaws are locked.
When the jaws of the stapler are closed, the Firing Trigger will be exposed.

Caution: Do not press the Safety Release Button at this time. Otherwise the
Stapler may be partially or completely fired and will need to be reloaded before using

on tissue.

10.Visually inspect the Stapler to ensure proper Reload seating. Introduce the Stapler into
the body cavity through a trocar of the appropriate size or through an incision. When using
a trocar, the jaws must be visible past the trocar sleeve before opening the jaws.

Caution: For insertion and removal, the jaws of the Stapler must be closed and
straight, in-line with the Shaft of the Stapler. Failure to have the Stapler jaws in the straight
position will result in difficult insertion or withdrawal of the Stapler and may result in
damage to the Stapler or trocar.
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Caution: When placing the Stapler through the trocar or incision, avoid inadvertently
pressing the safety release button and pulling the Firing Trigger. Otherwise the Stapler
may be partially or completely fired and will need to be reloaded before using on tissue. If
the Stapler is partially fired, remove the Stapler and push the Knife Reverse Switch to
return the knife to home position. Remove the Reload and insert a new one. If the Stapler
is fired completely, the knife will return to home position automatically. Remove the Stapler
and insert a new Reload (see Reloading the Stapler).

Caution: At any time, if the Knife Reverse Switch does not return the knife to its initial
position and the jaws will not open:

A). First, ensure the Battery Pack is securely installed and the stapler has power;
then, try the Knife Reverse Switch again.

B). If the knife still does not return, use the Manual Override. After the Manual
Override system is used, the Stapler is disabled and cannot be used for any subsequent
firings. To use the Manual Override, remove the access panel labeled “Manual Override”
on the top of the Stapler handle. The reset lever and the forced return lever will be
exposed. Pull the Reset Lever (marked (1)) perpendicular to the stapler handle, move the
Return Lever (marked (2)) forward and backward until it can no longer be moved. The
knife will now be in the initial position. This can be verified by viewing the position of the
Knife Blade Indicator on the underside of the Reload Jaw. Discard the Stapler.

11.0nce in the cavity, open the jaws by pulling the Anvil Release Button (lllustration 07).

12.1f needed, rotate the jaws by pushing on the fins of the Rotation Knob with the index finger
using a downward or upward pressure (lllustration 04). The Stapler Shaft will be rotated
freely in either direction.

13.To articulate the jaws inside the body cavity, pivot the Articulation Lever clockwise or
counter-clockwise to articulate the jaws, ensuring that it stays within the field of view. (the
jaws must be open in order to articulate the Stapler). (lllustration 04)

Caution: The Stapler can only achieve a maximum articulation angle of 65°. When
the maximum angle is reached, the force will increase, indicating that the maximum
angle has been reached. Avoid applying excessive force to the Articulation Lever as
damage to the Stapler may occur.
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14.Position the Stapler around the tissue to be stapled.

Caution: Ensure that the tissue lies flat and is positioned properly between the
jaws. Any “bunching” of tissue along the Reload, particularly in the base of the
jaws, may result in an incomplete staple line. The Staple Mark on Reload Jaw
designate the ends of the staple line. The line on the Reload Jaw that reads “cut”
references the cut line on the Stapler.

Caution: When positioning the Stapler on the application site, ensure that no
obstructions such as clips, stents, guide wires, etc. are within the Stapler jaws.
Firing over an obstruction may result in an incomplete cutting action, improperly
formed staples, and/or inability to open the jaws.

15. After positioning the jaws, close the jaws by squeezing the Closing Trigger until it locks
(Nlustration 06). An audible click indicates that the jaws are fully closed. When the jaws
are fully closed, the Safety Release Button is ready to be activated.

Caution: Ensure tissue has not been packed (extended) to the Proximal Mark on
the Stapler. Tissue forced into the Stapler proximal to the Proximal Mark may be
transected without staples. When firing across thick tissue, holding the jaws in
place for 15 seconds after closing and prior to firing may result in better
compression and staple formation.

Caution: If the trigger is difficult to lock:

A) Ensure that the proper Reload selection has been made (Refer to the
Reload Selection Chart).

B) Reposition the Stapler and reduce the amount of tissue to be clamped.

C) When clamping across thick tissue, holding the jaws in place for 15
seconds after closing and prior to firing may result in better compression and staple
formation.

Caution: If the clamping mechanism becomes inoperative and the jaws do not
clamp on tissue, do not fire the Stapler. Remove and do not continue to use the
Stapler.

16.Press the Safety Release Button on either side of the Stapler.

17.Fire the Stapler by pulling the Firing Trigger, so that the motor will be activated audibly
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(llustration 08). Continue to depress the trigger until the motor stops (audible feedback),
in order to reach the end of the tissue transection.

Caution: Since the motor may stop if it stalls, it is important to do a visual check
to ensure that the Knife Blade Indicator, on the underside of the Reload Jaw, has
reached the end of the tissue transection.

Caution: The firing process may come to stop and the audible tone will be heard
if there’s excessive tissue between jaws. In such situation, use the Knife Reverse
Switch to return the Blade to its original position and reload. It is advised to clamp
less tissue and select proper Reload according to the thickness of the tissue.

Caution: The motor will slow down when device encounters thick tissues.

18.To complete the firing sequence, release the Firing Trigger and the motor will return the
knife to home position where the motor will stop. In this position, the Stapler is locked out
until the jaws are opened and re-closed.

Caution: If it is necessary to interrupt the firing sequence or it is interrupted
inadvertently by releasing the trigger during the firing sequence, pull the Firing Trigger
again to continue. The status of the transection can be determined by observing the
Knife Blade Indicator on the underside of the Reload Jaw throughout the firing action.
This can be done as often as necessary until the knife reaches its end where
releasing the trigger automatically returns the knife to home position.

Caution: If the Stapler locks out, the motor will stop. Release the Firing Trigger and
slide the Knife Reverse Switch forward to return the knife to the home position. While
keeping the jaws closed, remove the Stapler from the body cavity, open the jaws and
reload in order to continue. To open the jaws, press the Anvil Release Switch on either
side of the Stapler while pulling on the Closing Trigger. Slowly release the Closing
Trigger while pressure is still applied on the Anvil Release Switch. Follow the
instructions for Reloading the Stapler.

Caution: At any time, if the Knife Reverse Switch does not return the knife to home
position and the jaws will not open:

a. First, ensure the Battery Pack is securely installed and the Stapler has power.
Then, try the Knife Reverse Switch again.
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b. If the knife still does not return, use the Manual Override.

Caution: After the Manual Override system is used, the Stapler is disabled and cannot
be used for any subsequent firings. To use the Manual Override, remove the access
panel labeled “Manual Override” on the top of the Stapler handle. The Reset Lever
and the forced Return Lever will be exposed. Pull the Reset Lever (marked (1))
perpendicular to the Stapler handle, Move the Return Lever (marked (2)) forward and
backward until it can no longer be moved. The knife will now be in the home position.
This can be verified by viewing the position of the Knife Blade Indicator on the
underside of the Reload Jaw. Discard the Stapler.

Caution: Incomplete firing may result in malformed staples, incomplete cut line,
bleeding, and/or difficult removal of the Stapler.

Caution: Crossing of staple lines may shorten the life of the Stapler.

Caution: If the firing mechanism becomes inoperative, do not continue to use the
Stapler.

19. To open the jaws, squeeze the Closing Trigger, then simultaneously press the Anvil
Release Switch on either side of the Stapler. (lllustration 07).

Caution: If the jaws do not automatically open after the Anvil Release Switch is
pressed, first ensure that the knife is in the home position. The position of the knife
can be determined by observing the Knife Blade Indicator under the Reload Jaw. If
the Knife Blade Indicator is not in the home position or the position of the knife cannot
be determined, slide the Knife Return Switch to activate the motor and return the knife
to home position. Try to open the jaws again using the Anvil Release Switch. If the
jaws do not open at this point, then gently push the Closing Trigger (1) upward (away
from the handle) until both firing and Closing Triggers return to their original positions.

20. Gently pull the Stapler away from the transected tissue and ensure it is released from the

jaws.

Caution: Examine the staple lines for hemostasis and proper staple closure. Minor
bleeding can be controlled with manual sutures or other appropriate techniques.

21. Before removing the articulating Stapler, move the jaws away from any obstruction inside

the body cavity while keeping the jaws open and within the field of view, and pivot the
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Articulation Lever of the Stapler clockwise or counter-clockwise to return the jaws to the
straight position manually.

Caution: For insertion and removal of articulating Stapler, the jaws must be straight,
parallel to the Shaft of the Stapler. Failure to have the jaws in the straight position will
result in difficult insertion or withdrawal of the articulating Stapler and may result in
damage to the Stapler.

22. To remove the Stapler from the cavity, keep the jaws close and completely withdraw the
Stapler from the body cavity or the trocar.

23. Push the Anvil Release Button to open the Stapler jaws (lllustration 07).

24. Push upward (toward the Anvil) to unsnap the spent Reload from the Reload Jaw. Discard
the used Reload. (lllustration 03)

Caution: Before loading a new Reload, hold the Stapler in a vertical position, with Anvil
and Reload Jaw completely submerged in sterile solution. Swish vigorously and then
wipe the inside and outside surfaces of the Anvil and Reload Jaw to clean any unused
staples from the Stapler. Do not use the stapler until it has been visually inspected to
confirm there are no staples on the Anvil or Reload Jaw.

Caution: Before unloading the Reload, make sure the jaws and the Shaft are in a
straight line. Otherwise, the Stapler may be damaged.

25. When needed, insert the Curved Tip Accessory into the Anvil Jaw (lllustration 10). After
use, hold and remove it from the Anvil Jaw. (lllustration 11)

26.Reload and use the Stapler by repeating steps 6-24. The Stapler can be fired up to a total
of 16 times.

Instrument and Reload Disposal

Once the instrument has been used, depending on your local regulations, it can be disposed
of according to hospital procedure after removing the Battery Pack. If the instrument requires
decontamination prior to disposal, follow the hospital protocol and local regulation regarding
stapler disposal. The used instrument and Reload also share the same disposal method and
are processed as per the Battery Pack’s cleaning and disinfection instructions below.

Battery Pack Disposal
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The Battery Pack will automatically drain itself if it remained in the instrument.

The Battery Pack should be removed from the instrument prior to disposal. The Battery Pack
and the instrument should be disposed separately or handled according to local regulations.
If the Battery Pack requires cleaning and disinfection prior to disposal, follow the hospital
protocol or the Battery Cleaning and Disinfection instructions below.

Prior to installation into the Instrument

If Battery Pack needs to be disposed of prior to installation into Stapler (e.g. product is beyond
expiration date indicated on the package, Battery Pack is dropped), first install the Battery
Pack into the instrument, then remove after the Battery Pack is depleted.

After Use
The Battery Pack must be removed from the instrument prior to disposal.

If Battery Pack requires decontamination prior to disposal, follow the hospital protocol or the
Battery Pack Cleaning and Disinfection instructions below.

To remove the Battery Pack, squeeze the release tabs and pull the Battery Pack straight back.
Note: It is not necessary to disassemble the Battery Pack.

Caution: The disposable Battery Pack is not allowed to be charged or disassembled after
use.

Battery Pack Cleaning and Disinfection

Warning: Do not use hospital autoclaves to sterilize or disinfect Battery Pack.
- Manual Cleaning

Step 1 Remove the Battery Pack from the Stapler before cleaning.

Note: Battery Pack should not be submerged in water or cleaning solutions.

Step 2 Clean the Battery Pack surfaces with a neutral pH detergent or neutral pH enzymatic
detergent, prepared according to the manufacturer’s instructions.

Step 3 Use soft bristle brush to manually clean the Battery Pack with the cleaning solution.
Step 4 Ensure areas containing crevices are scrubbed thoroughly.

Step 5 Wipe off detergent thoroughly with lukewarm tap water.
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Step 6 Perform visual inspection to determine if debris is removed.
Step 7 Repeat cleaning as necessary to obtain a visually clean Battery Pack.
- Chemical Disinfection

Disinfectants should be prepared and used according to the manufacturer’s
recommendations. It is recommended that the chemical disinfectant be wiped off with tap
water.

* 70% Isopropyl alcohol

* 10% Bleach (sodium hypochlorite solution)
Standard Conventions Used

The Use of Caution, Warning, and Note Statements

Information relative to the operation of this Stapler will be supplied in the form of a Caution,
Warning, or Note statement. These statements are found throughout the document. These
statements should be read before continuing to the next step in a procedure.

Warning: A Warning statement indicates an operating, practice, or condition that, if not strictly
observed, could result in personal injury or loss of property.

Caution: A Caution statement indicates an operating, practice, or condition that, if not strictly
observed, could result in damage to or destruction of the Stapler.

Note: A Note statement indicates an operating, practice, or condition that is necessary to
execute a task efficiently.

Warnings and Precautions

* Minimally invasive procedures should be performed only by persons having adequate
training and familiarity with minimally invasive techniques. Consult medical literature relative
to techniques, complications, and hazards prior to performance of any minimally invasive
procedure.

* Minimally invasive Staplers may vary in diameter from manufacturer to manufacturer. When
minimally invasive Staplers and accessories from different manufacturers are used together
in a procedure, verify compatibility prior to initiation of the procedure.

* When using other technologies in the procedure, observe the precautions suggested by the
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original equipment manufacturer to avoid the hazards associated with their use.

* Prior to using the Stapler, check the endoscope or endoscopic accessories inserted into the
human body for rough surfaces, sharp edges or protrusions that may cause safety hazards.

» Failure to properly follow the instructions may lead to serious surgical consequences, such
as leakage or disruption.

* Do not load the stapler more than 16 times for a maximum of 16 firings per Stapler.

 The Stapler can only be matched with the Battery Pack and Reload manufactured by Reach
Surgical.

* Tissue thickness should be carefully evaluated prior to using the Stapler. Refer to the Table
2 in this manual for proper Reload selection.

« After removing the Staple Shipping Wedge, observe the Reload surface of the new Reload.
The Reload must be replaced with another Reload if any colored drivers are visible. (If colored
drivers are visible, the Reload may not contain staples.)

* For insertion and removal of Stapler, the jaw must be straight, parallel to the Shaft of the
Stapler. Failure to have the jaws in the straight position will result in difficult insertion or
withdrawal of the Stapler and may result in damage to the Stapler.

» When placing the Stapler through the trocar or incision, avoid inadvertently pressing the
Safety Release Button. the Stapler may be partially or completely fired and will need to be
reloaded before using on tissue.

* Do not attempt to articulate the jaws when clamping the tissues.

» The Stapler can only achieve a maximum articulation angle of 65°. When the maximum
angle is reached, the force will increase indicating the maximum angle has been reached.
Avoid applying excessive force to the Articulation Lever, otherwise it may cause damage to
the Stapler.

* Ensure that the tissue lies flat and is positioned properly between the jaws. Any “bunching”
of tissue along the Reload, particularly in the crotch of the jaws, may result in an incomplete
staple line.

* When positioning the Stapler on the application site, ensure that no obstructions such as
clips, stents, guide wires, etc. are within the jaws. Firing over an obstruction may result in
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incomplete cutting action, improperly formed staples, and/or inability to open the jaws.

» Ensure tissue has not extended proximal to the proximal black line on the Reload. Tissue
forced into the Reload proximal to the black line may be transected without staples.

« If the trigger is difficult to be squeezed, reposition the Stapler and take a smaller amount of
tissue. Ensure that the proper Reload selection has been made.

« If the trigger becomes inoperative and the jaws do not clamp on tissue, do not fire the Stapler.
Remove and do not continue to use the Stapler.

« Attempting to force the trigger to complete the firing stroke with too much tissue between
the jaws, or with dense/thick tissue between the jaws, may result in motor stall and the knife
will stop.

* Since the motor may stop if it stalls, it is important to do a visual check to ensure that the |
beam on the underside of the Reload Jaw, has reached the distal end of the tissue transection.

« If the Stapler locks out, the motor will stop. Push the Knife Reverse Switch forward to return
the | beam to the home position. In this position, the Stapler should be removed, opened, and
reloaded in order to continue.

« If the motor does not run when pushing the Knife Reverse Switch, the Manual Override
panel on top of Handle should be opened to access Manual Override which will be used to
backward Knife blade to its home position. Then the Stapler can not be used any more.

* Incomplete firing may result in malformed staples, incomplete cut line, bleeding, and/or
difficult removal of the Stapler.

« If the firing mechanism becomes inoperative, do not continue to use the Stapler.

« If the jaws do not open after pushing the trigger forward, first ensure that the knife is in the
home position. The position of the knife can be determined by observing the Knife Blade
Indicator under the Reload Jaw. If the Knife Blade Indicator is not in the home position or the
position of the knife cannot be determined, push the Knife Reverse Switch to return the knife
to its home position.

» Examine the staple lines for pneumostasis/hemostasis and proper staple closure. Minor
bleeding can be controlled with manual sutures or other appropriate techniques.

* Prior to loading a new Reload, hold the Stapler in a vertical position, with Anvil and Reload
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Jaw completely submerged in sterile solution. Swish vigorously and then wipe the inside and
outside surfaces of the Anvil and Reload Jaw to clean any unused staples from the Stapler.
Do not use the Stapler until it has been visually inspected to confirm there are no staples on
the Anvil or Reload Jaw.

 Before removing the Stapler, be sure that tissue is cleared from the jaws and then close the

jaws.

* When selecting the Reload, careful consideration should be given to existing pathologic
conditions as well as any pre-surgical treatment, such as radiotherapy, that the patient may
have undergone. Certain conditions or preoperative treatments may cause change in tissue
thickness that would exceed the indicated range of tissue thickness for the standard choice
of Reload.

* Do not use hospital autoclaves to sterilize or disinfect Battery Pack and Stapler.

 Use of any other type of battery other than the battery supplied with the Stapler may result
in increased EMISSIONS or decreased IMMUNITY of the Stapler.

* Avoid use of the Stapler adjacent to or stacked with other equipment. If adjacent or stacked
use is necessary, monitor the Stapler and the other equipment to assure normal operation.

» Do not modify this device and Battery Pack without authorization from the manufacturer.

» Device or Battery Pack which comes into contact with bodily fluids may require special
disposal handling to prevent biological contamination.

» Use of accessories other than those specified or provided by the manufacturer of this
equipment could result in increased electromagnetic emissions or decreased
electromagnetic immunity of this Stapler and result in improper operation.

» This Stapler and Battery Pack are packaged and sterilized for single use only. Do not reuse,
reprocess or resterilize. Reuse, reprocessing, or resterilization may compromise the
structural integrity of the Stapler and/or lead to device failure that in turn may result in patient
injury, illness or death. Also, reprocessing or resterilization of single use Stapler may create
a risk of contamination and/or cause patient infection or cross-infection, including, but not
limited to, the transmission of infectious disease(s) from one patient to another.
Contamination of the Stapler may lead to injury, illness, or death of the patient.

» The Stapler and the Reload should not be used on tissues such as liver or spleen, as the
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compression of such tissues may cause damage when the jaws are closed.

« If the hemostasis of the staple line cannot be clearly observed, this Stapler should not be
used.

« If Stapler and auxiliary devices from different manufacturers are used in one operation, the
compatibility of Stapler with devices from different manufacturers must be checked, and the
insulation as well as grounding must be checked.

 User should not try to load the Reload while squeezing the trigger.

 The purchaser or user of the Stapler should use the Stapler under a specified
electromagnetic environment. Follow the directions of the following tables when using the
device. Otherwise, it may cause that the Stapler cannot work properly.

*The Stapler cannot be operated under oxygen enriched environment.

* A notice to the user and/or patient that any serious incident that has occurred in relation to
the device  should be reported to Reach Surgical, Inc. through
Reachquality@reachsurgical.com. and the competent authority of the Member State in which
the user and/or patient is established;

Side effects

Potential complications related to the use of Stapler, Reload and Battery Pack include:
hemorrhage, tissue injury, introduction of non-sterile surface or pathogen transfer,
inflammatory or accidental tissue reaction, electrical shock, property damage or
environmental damage. In addition, incomplete suture, inability to cut or device damage may
cause accidental injury, prolongation of operation time or change of operation method.

Technical Parameters

Nominal Voltage: Battery Pack 12V.

The Endoscopic Motorized Cutting Staplers have a power rating of 40 W.

The Stapler is not resistant to fluids ingress and is classified per IEC 60601-1 as IPXO.

The Stapler needs special precautions regarding EMC and needs to be installed and put into
service according to the EMC information provided in this document. Portable and mobile RF
communications equipment can affect Medical Electrical Equipment.
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Essential Performance

1. The Stapler and the Reload should be able to be assembled and disassembled smoothly.
The movement of moving and rotating parts should be flexible, without any stucking or
loosening. The connection between the Stapler and the Reload should be reliable, without
any loosening.

2. The safety mechanism of the Stapler should be opened and closed smoothly; it should be
safe and reliable. Trigger return spring should have enough elasticity, the trigger should be
able to quickly reset when releasing the trigger.

3. The firing and articulating operation should be safe and reliable. The electronic control
system and driving motors should be safe and reliable, without any harmful noise, electricity,
radiation to the user as well as nearby devices.

4. The Manual Override of the Stapler should be safe and reliable, without any stucking or
loosening. Once the Battery Pack could not output enough power to Stapler, the Stapler
should be able to finish retraction smoothly by Manual Override back to its original position,
without any stuck.

Storage Requirements
Temperature: 5°C~35°C

Relative Humidity: 0%-70%

Air Pressure: 500 hPa~1060 hPa
Transport Requirements
Temperature: -10°C~54°C
Relative Humidity: 0%-70%

Air Pressure: 500 hPa~1060 hPa
Operating Environment Requirements
Temperature: 10°C~40°C
Relative Humidity: 35%-75%

Air Pressure: 800 hPa~1060 hPa
24 | 33



Software information

The Stapler is controlled by an embedded software program with the version of software VO1.
The software program is intended to detect the current. If the current is too high, the software
will cut off the circuit to avoid motor damage.

Expiration Date

The Stapler, Curved Tip Accessory and Battery Pack are sterilized by ethylene oxide and the
expiration date is labeled on the package of the Stapler. The Stapler should not be used after
its expiration date.

Guidance and manufacturer’s declaration for EMC

WARNING: Use of the Stapler adjacent to or with other equipment should be avoided
because it could result in improper operation. If such use is necessary, this equipment and
the other equipment should be observed to verify that they are operating normally.

WARNING: PORTABLE RF communications equipment (including peripherals such as
antenna cables and external antennas) should be used not closer than 30 cm (12 inches) to
any part of the Endoscopic Motorized Cutting Staplers, including cables specified by the
MANUFACTURER. Otherwise, the degradation of the performance of this equipment could
result.

NOTE: The EMISSIONS characteristics of the Stapler make it suitable for use in industrial
areas and hospitals (CISPR 11 class A). If it is used in a residential environment (for which
CISPR 11 class B is normally required), the stapler might not offer adequate protection to
radio-frequency communication services. The user might need to take mitigation measures,
such as relocating or re-orienting the equipment.

» The Stapler must be used in a specified electromagnetic environment. Follow the directions
of the following tables when using the device.

Guidance and manufacturer’s declaration — electromagnetic emission

The Endoscopic Motorized Cutting Staplers are intended to be used in the
electromagnetic environment specified below, and the purchaser or user should ensure
that it is used in this electromagnetic environment:

Emission test Compliance Electromagnetic environment -
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guidance
The Endoscopic Motorized Cutting
Staplers use RF energy only for its
RF emission internal function. Therefore, its RF
Group 1 emissions are low and there is little
CISPR 11 possibility of producing
interference to nearby electronic
equipment.
RF emission
Class A
CISPR 11
Harmonic distortion N/A The Endoscopic Motorized Cutting
IEC 61000-3-2 Staplers are suitable for use in
professional healthcare facilities.
Voltage fluctuations and
flicker N/A
IEC 61000-3-3

Guidance and manufacturer’s declaration — Electromagnetic immunity

The Endoscopic Motorized Cutting Staplers are intended to be used in the electromagnetic

environment specified below, and the purchaser or user should ensure that it is used in

this electromagnetic environment:

Immunity test IEC 60601 test level

Compliance Electromagnetic

environment - guidance

Electrostatic
. 18 kV contact
discharge

+15 kV air
IEC 61000-4-2

+15 KV air

The floor should be wood,

concrete or ceramic. If the

8 kV contact | fiooris covered with synthetic

material, the relative
humidity should be at least
30%.
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Electrical fast

_ +2 kV
transients / Battery powered and no
bursts 100 kHz repetition N/A signal line >3m
frequency
IEC 61000-4-4
Surges £1 KV line-to-line Battery powered and no
N/A signal line >30m or going out
IEC 61000-4-5 | 2 KV line-to-ground to outdoor
Voltage dips 0% Ur; 0.5 cycle
IEC 61000-4-11 | At0°, 457, 90%, 135,
180°, 225°, 270°and
315°
N/A Battery powered
70% Ur; 25 cycles at
Voltage 0°
interruptions
IEC 61000-4-11 0% Ur; 250 cycle
The power frequency
Rated  power magnetic field should have
frequency 30 A/m 30 A/m the characteristics for use in
magnetic field 50Hz 50Hz a typical place in a typical

IEC 61000-4-8

commercial or  hospital

environment.

Note: Ur refers to the AC voltage of the power supply before the test voltage is applied.
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Guidance and manufacturer’s declaration —Electromagnetic immunity

The Endoscopic Motorized Cutting Staplers are intended to be used in the electromagnetic

environment specified below, and the purchaser or user should ensure that it is used in this

electromagnetic environment:

Immunity test

IEC 60601 test level

Compliance level

Electromagnetic

environment - guidance

Conducted
disturbances
induced by RF
fields

IEC 61000-4-6

Radiated RF
EM fields

IEC 61000-4-3

3V

0.15 MHz~80 MHz

6V in ISM bands
between 0.15 MHz and
80 MHz

80% AM at 1kHz

3V/m

80 MHz~2.7 GHz

80% AM at 1 kHz

N/A

3V/m

80 MHz ~ 27
GHz

80% AM at 1 kHz
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Guidance and manufacturer’s declaration —Electromagnetic immunity

The Endoscopic Motorized Cutting Staplers are intended to be used in the electromagnetic

environment specified below, and the purchaser or user should ensure that it is used in this

electromagnetic environment:

Immunity to RF wireless communications equipment (IEC 61000-4-3)

Test Maximum | Immunity
Band . ] Distan
frequenc Service Modulation power test level
(MHz) ce (m)
y (MHz) (W) (V/m)
Pulse
385 380—390 | TETRA 400 modulation 18 | 1.8 0.3 27
Hz
FM
GMRS 460, +5kHz
450 430—470 o 2 0.3 28
FRS 460 deviation
1kHz sine
710
Pulse
LTE Band 13,
745 704—787 17 modulation 0.2 0.3 9
217H
780 z
810 GSM
800/900,
870
TETRA 800, |Pulse
800—960 | modulation 2 0.3 28
iDEN 820, 181
930 z
CDMA 850,
LTE Band 5
1720 1700— GSM 1800;
Pulse 2 03 |28
1845 1990 CDMA 1900; | modulation
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GSM 1900; 217Hz
DECT;
1970 LTE Band 1,
3, 4, 25,
UMTS
Bluetooth,
WLAN
’ Pulse
2400—
2450 802.11 b/g/n, | modulation 2 0.3 28
2570 217H
RFID 2450, Z
LTE Band 7
5240
Pulse
5100— WLAN 802.11
5500 modulation 0.2 0.3 9
5800 a/n
217Hz
5785
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EQ Batch

EN Sterilization batch

A

EN Peel Here

42\

PE-HD

EN HDPE recyclable

EN Recyclable

EN Refer to instruction manual

‘
®
&

" K EN Do not use if package is damaged.
[ _

r 7 EN Do not resterilize

L 4

r 1 EN Manufacturer

L _

r 1 EN Date of manufacture

L _

r "' EN Serial number

L J

311733




r 1 EN Batch code
L 4
r g —l EN Use-by date
L J
r ! 1 EN Fragile, handle with care
L J
r « EN Keep dry
¢ 9y

L j J
r \l/ 1 EN Keep away from sunlight

~eo—

“7IN>

/\\

[

L _I
r : 1 EN Do not re-use
L J
r 1 EN Caution
L J
r a1 EN Catalogue number
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EN

Storage temperature limit

A

EN

Storage humidity limitation

L J
r a1 EN Single sterile barrier system
L _

r H“ EN Country of manufacture

[ |

r a1 EN Medical device

L 4

r 1 EN Unique device identifier

L J

r 1 EN Sterilized by Ethylene Oxide.
STERILE[EO

L J
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