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NOTICE TO USERS

Read this user guide thoroughly paying attention to all warnings and precautions before using the Exsurco
Medical Amalgatome MD System and Sterilization Tray. It is designed for use by trained tissue recovery and
processing technicians. Improper system set up and operation or failure to follow this user guide can cause injury
or damage that is not covered under the warranty.

NOTE: THIS PRODUCT IS APPROVED FOR CADAVERIC USE ONLY
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Preface

Purpose

This user guide provides directions to help users safely and effectively operate the Amalgatome MD System and
Sterilization Tray. This guide also includes material such as indications for use, best practices, and
troubleshooting information.

Exsurco Medical

Exsurco Medical’s mission is to redefine excision science across the continuum of care through delivery and
advancements in clinical solutions, strategic healthcare partnerships, and deep customer understanding. We are
committed to improving patients’ lives and outcomes by advancing the healing power of skin through innovation,
product development, and the marketing of power-operated excision equipment, used in the tissue bank and
surgical markets. AR Experts is an authorized representative for Exsurco’s products in the European Union and
the United Kingdom.
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System Overview

This section provides general information about the Amalgatome MD System and Sterilization Tray.

Indications for Use

The Amalgatome MD is a split thickness tissue recovery product that is intended to provide variable graft
thickness and width capabilities for Cadaveric Use only.

Description

The Amalgatome MD Split Thickness Tissue Recovery system is electrically powered and specifically designed
for cadaveric tissue recovery procedures. It is intended for use on donors for recovery of allograft skin by trained
and/or certified tissue recovery professionals only. This instrument is designed for retrieving Split-Thickness Skin
Grafts ranging between 0.005 inches to 0.040 inches (0.13 mm to 1.02 mm) in tissue recovery procedures.

X100556-EU2 Amalgatome MD System
with X100626 Sterilization Tray

AMALGATOME" MD
EXCISION RING" BLADE

WARNING! .
owLr suTABLE FoR use B

X100457 Disposable Blade e

CALLTO REGROER.
100467 (BOXOF )

=t |
o
CEYN

10200
W ESURGO COM [rr——
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Major Components

The X100556 Amalgatome MD Skin Recovery System includes the following major components:

X100460 Handpiece Assembly
Handle

Activation Lever
Locking Knob

Locking Nut

Pinion

Handpiece Power Cord
with Protective Cap

ok~ wnE

X100461 Head Assembly
1. Housing Frame
2. Depth Gauge Assembly
3. Blade Locking Ring with
Three (3) Captive Screws
4. Handpiece Input

X100380-EU Power Supply
(supplied with Power Cord)

1. Carrying Handle

2. Power Switch

3. Handpiece power cord Input

PN#: X101809 Rev. C Page 6 of 47



General Warnings, Precautions & Safety Features

This section provides general warnings and precautions about the Amalgatome MD System and Sterilization
Tray.

Amalgatome MD Power Supply

Front Panel: For Cadaveric Use Only. Do Not Autoclave.

Rear Panel: Specification Plate Fuse 1.25 AMP Slow-Blow.

Always disconnect the Power Cord before installing / removing disposable Blades.

Electrical shock may occur. Only use the Exsurco-supplied 3-wire ground type Power Cord with a grounded
mains supply. Avoid use of or placement of Power Supply in standing water.

Correct installation is extremely important to achieve maximum efficiency and skin recovery thickness for
both the Amalgatome MD Split Thickness Tissue Recovery (Amalgatome MD) and the operator. Incorrect
installation may possibly affect the operator's movements and cause undue wear or damage toequipment.
Ensure the instrument is disconnected from the Power Supply before placing instrument into the sterilizer.
Never steam sterilize the Power Supply.

Ensure Protective Cap is put into in place on the end of the Handpiece power cord after disassembly from the
Power Supply.

Amalgatome MD Head Assembly and Handpiece

The Amalgatome MD Skin Recovery instrument will not turn on unless the Activation Lever is held down,
and the Activation Button depressed. If the Activation Lever is held down for 4-7 seconds with no press of the
Activation Button, the instrument will deactivate, and the Activation Lever must be released to reset the
instrument.

Releasing the Activation Lever will deactivate the instrument.

Amalgatome MD Head Assembly Depth Gauge

Verify depth setting before each use.

Always set Depth Gauge to the position where the dial reads 0.000 before installing or removing disposable
Blade.

Verify that the Disposable Blade has been properly inserted and tightened before instrument activation to
avoid possible injury.

Amalgatome MD Disposable Blade and Blade Package

Caution Sharp Blade Symbol

Do Not Reuse Symbol

Read Instructions Symbol

Sharp blades may cause cut injury. Use extreme caution when handling.

Always set Depth Gauge to the position where the dial reads 0.000 before installing or removing disposable
Blade.

Verify expiration date and package integrity prior to opening sterile Blade packaging.
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Do not add other instruments to the Amalgatome MD Sterilization Tray. Areas designated for

specific components shall contain only components specifically intended for these areas.

The Sterilization Tray is only compatible with the Amalgatome MD Skin recovery product and has not
been validated for use with any other product.

Do not use the Sterilization Tray that is damaged or has signs of cracking, flaking, peeling is fractures,
brittle or deformed in any manner.

Do not load filled Sterilization Tray into sterilizer on sides or upside down. Lid should always face upwards
and do not stack trays.

e Do not place more than 1 Amalgatome MD product into Sterilization Tray at atime.

o Do not use the product if the external CSR Wrapping has been compromised, ripped, torn. etc.

o Do not use a Sterilization Tray if the lid does not securely latch to the base.

e Always follow this user guide for safe handling of the Amalgatome MD and Sterilization Tray.

e The Sterilization Tray is intended to be used with approved, legally marketed, FDA approved
sterilization wrap.

o After sterilization, do not immerse in liquid to cool. Cool tray with product inside by exposure to room
temperature or cover with a cold, sterile towel until cool to the touch foruse.

o Do not use the Amalgatome MD Sterilization Tray as a shipping container. Use approved Transportation
Case provided at the original shipment of the system or contact Exsurco to have packaging materials sent.
Refer to the Warranty, Service, and Returns section.

Operator Safety

Please read and understand these operating instructions before attempting to assemble, install, operate or
maintain this instrument. Failure to comply with instructions could result in personal injury and/or damage to
the equipment. Read this entire manual before using this equipment.

Any use in applications other than those for which the equipment was designed and built may resultin
equipment damage, void the warranty and/or cause serious injuries.

Retain this manual for future reference.

This document in part or its entirety may not be reproduced in any form or means, for any purpose, without
the express written permission of Exsurco Medical. Written permission to reproduce in whole or part is
herewith granted to the legal owners of the Amalgatome MD Split Thickness Tissue Recovery System

with which these operating instructions have been supplied.

Information in this document is subject to change without notice. Check the Exsurco website for most current
revision at www.exsurco.com

Additional copies of operating instructions are available by visiting our website.

Physical Condition

Do not operate equipment while under the influence of alcohol, medication, or any other substance
that can impair judgment, reflexes, vision, or coordination. Operating a unit while impaired can
result in seriousinjury to the operator and bystanders, or cause damage to property or equipment.The
Amalgatome MD Split Thickness Tissue Recovery System (Amalgatome MD) is to be used and
maintained only by trained professionals who are familiar with its use and application. It is highly
recommended that all users review the Amalgatome MD training video and document training.

Equipment

Process the Amalgatome MD system only one time in sterilization cycle after each use.
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o It is the facility responsibility to follow the reprocessing procedure, including resources, materials and
personnel, it suitable to achieve the required results. Ifthe suggested cleaning, disinfection, and sterilization
methods are not used, the user it obliged to validate their procedure accordingly.

e The manufacturer assumes no liability for any unauthorized changes in operating procedures or for
unauthorized changes or modifications made to the design of the instrument or any factory-installed safety
equipment, whether these changes are made by the owner of this equipment, by the employees, or by service
providers not previously approved by Exsurco Medical. Any unauthorized changes will void the warranty.

e Correct installation is extremely important to achieve maximum efficiency for both the Amalgatome MD
System being used and the operator. Incorrect installation may possibly hamper the operator's movements and
cause undue wear or damage to equipment.

e Any use in applications other than those for which the instrument is designed and built, may result in serious
injuries

o Never connect the Amalgatome MD Handpiece to any source other than the Amalgatome MD Power Supply.
It is specifically designed to optimize the performance of the instrument.

o Never use the Power Cord and Power Supply for any other instrument. It is designed specifically for use with
the Amalgatome MD only.

e Never connect the Amalgatome MD Head Assembly to any other source other than the Amalgatome MD
Handpiece.

e Always inspect entire system prior to use.

Accessories

o Exsurco products are specifically designed and manufactured for use only with Exsurco accessories and
disposables.

o Accessories designed by other manufacturers have not been tested by Exsurco and are not recommended for
use with our product.
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Operation

Personal Protective Equipment (PPE) should be worn and follow facility protocol.

Do not use this instrument in standing water.

If at any time the instrument does not appear to operate as intended or exhibits a marked change in
performance, it should be immediately powered down, unplugged, and taken to returns/ facility designated
area for a return to Exsurco for inspection.

Long or repeated use of power tools with excessive vibration is suspected of contributing to certain hand,
wrist or forearm disorders in susceptible individuals. If excessive vibration occurs, it is an indication that
there are worn parts that need replacement.

If the Amalgatome MD System develops unusual vibration, refer to Troubleshooting. If that does not satisfy
the problem, return to Exsurco for inspection.

Sharp blades may cause cut injury. Use extreme caution when handling.

To avoid personal injury, always disconnect the Power Cord before installing / removing Disposable Blade,
disassembly / assembly, troubleshooting or cleaning.

Amalgatome MD System Disposable Blades are single-use only. Do not reuse or resterilize.

Used sharps are contaminated. Disease may occur from contact or injury. Dispose of Amalgatome MD Blades
in puncture-resistant biohazard sharps container. Refer to AORN, CDC, OSHA or local standards setting
organizational guidelines for handling and disposal of sharps.

No other blade can be used with this instrument. Only part number X100457 Disposable Blade is approved
for use with the Amalgatome MD.

Replacement Parts

Use only replacement parts manufactured by Exsurco Medical. Use of substitute parts will void thewarranty
and may cause injury to operators and damage to equipment. See Appendix B for a listing of available parts.
The use of parts other than those provided by Exsurco Medical may cause Disposable Blade lock-up,
resulting in an unsafe operating condition. See Appendix B for a listing of available parts.

Exsurco Medical assumes no liability for any unauthorized changes in operating procedures or for
unauthorized changes or modifications made to the design of the machine or any factory-installed equipment,
by facility, or by service providers not previously approved by Exsurco Medical. This will void the warranty.

Miscellaneous

This product can expose you to substances including lead, which is known to the State of California to cause
cancer and birth defects or other reproductive harm. For more information go to “www.P65Warnings.ca.gov”.
This instrument complies with part 15 of FCC rules. Operation is subject to the following two conditions:

o This device may not cause harmful interference.

o This device must accept and interference that may cause undesired operation.

This equipment is a Class A, Group 1 instrument. The Amalgatome MD is not for domestic use and uses
conductively coupled radio frequency energy necessary for internal functioning.

Performance of the Amalgatome MD could be degraded in the presence of other activated electrical
equipment.

The Amalgatome MD System is suitable for use in a basic electromagnetic environment.
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Unpacking & Assembly

Inspection of Instrument

e  After receiving the Amalgatome MD System, examine for external signs of damage. Keep Transportation
Case to ship instrument to Exsurco Medical for repair. Retain all packing material until the contents have
been verified and an initial operational check has been performed. If the instrument has been damaged,
contact Exsurco for return authorization information.

Sterilization of Contents

¢ New and used Amalgatome MD Systems must be thoroughly processed according to the disassembly,
cleaning, and sterilization instructions in this manual.

o Systems are supplied visually clean, but not are not sterilize. The customer is responsible for cleaning and
sterilization of the System prior to use. Refer to section on Disassembly, Cleaning & Sterilization.

Handpiece and Head Assembly Set-up

The Amalgatome MD System will be shipped with the major components individually located within their own
compartments inside the Transportation Case. Once received, detach the Blade Locking Ring from the Head
Assembly for sterilization. Refer to section on Disassembly, Cleaning and Sterilization. When unit is sterilized
and ready for use, open Sterilization Tray containing the Amalgatome MD on the sterile field to prepare the set-up
of the product. The operator will need to assemble the Handpiece and Head Assembly to operate the instrument.

1. Insert the pinion end of the Handpiece into the
Frame Housing on the head of the instrument,
making sure to align the key and slot.

2. With the Handpiece in an upright position
(direction shown below), hand tighten the
Locking Knob until it stops.

LOCKING
KNOB
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Disposable Blade Installation

1. Set Depth Gauge to 0.000 before installing disposable
blade.

2. Turn the instrument lever side down, then place the
Disposable Blade into the Frame Housing. Follow
facility protocol for opening and loading Blade into
Frame. Slightly turn the Blade to ensure proper
seating and gear tooth engagement.

3. Place the Blade Locking Ring onto the Frame
Housing, lining up the screws with the screw holes on the Frame Housing. Tighten into place using
the provided screwdriver. NOTE: Do not over tighten screws. Finger tight only. NOTE: The three
(3) screws are captive to the Blade Locking Ring. Do not remove screws from the Blade Locking
Ring.
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Amalgatome MD Power Supply

1. Place the Amalgatome MD Power Supply on a table or cart outside of the sterile field. Ensure the Power
Supply is on a stable, level, and secure surface to prevent dropping onto the floor.

2. Make sure cord is not pulled taut to prevent
dropping unit. It can be draped with a sterile cover,
but notrequired.

3. Connect the Power Cord to the prescribed voltage
on the specification plate.

4. The Power Supply must be connected to ground.
Use only the supplied Power Cord. Make certain the
Power Switch is in the “OFF” (0)position.

Connecting the Amalgatome MD Power Supply to the Handpiece Power Cord

1. Remove the protective cap from the end of the Handpiece
power cord and plug it into the Power Supply by aligning the
red dots.

2. Turn the Power Supply Power Switch to the “ON” (1)
position. The Amalgatome MD System is ready for use.
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Operating Instructions

Depth Gauge Settings

The Depth Gauge allows the user to control skin thickness. Adjust the depth setting to the desired thickness by
turning the Depth Adjustment Knob. Settings on the Depth Adjustment Knob indicate increments of 0.001 inches
(0.0254 mm) and will cover a range of 0.005 inches to 0.040 inches (0.13mm to 1.02mm).

The Amalgatome MD Depth Gauge has a functional range of 0.000 inches to 0.045 inches (0.00mm to 1.14mm).
However, the recommended allograft recovery depth range settings are 0.005 inches to 0.040 inches (0.13mm to
1.02mm). Recovering within the 0.005 inch to 0.040-inch (0.13mm to 1.02mm) depth range ensures allograft
skin graft accuracy to the setting reflected on the Depth Adjustment Knob. Always set Depth Gauge to 0.000
before installing or removing the Disposable Blade.

NOTE: It is the user’s responsibility to be properly trained. User must
understand Depth Gauge settings and know the Depth Adjustment Knob
controls the thickness of the allograft skin graft.

Activating the Amalgatome MD

1. Place the Power Supply Switch to the
“ON” (I) position.

2. When ready, press and hold the Activation
Lever down onto the Handle. This will put
the instrument in “READY” mode.

3. While firmly keeping the Activation Lever
depressed, press the Activation Button
located on the end of the Handpiece next to
the power cord. This will cause the Blade
to rotate.

ACTIVATION LEV!

ACTIVATION BUTTON

NOTE: If the instrument is not activated

within 4-7 seconds, the Lever must be released and re-engaged to reset the “READY” timer. This is for
safety purposes and does not allow the instrument to be accidentally activated if set lever-side down.
Releasing the Lever will deactivate the instrument.
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Allograft Skin Graft Recovery

— —

1. Lubricate the donor skin graft site with sterile
mineral oil to decrease Blade drag through the
tissue.

NOTE: There is a 15° angle built into the
Handle, so the operator does not need to hold
the Amalgatome MD Head Assembly at an
angle to recover an allograft skin graft.
NOTE: The instrument cuts with the trailing
edge of the Blade. Pressing down on the
leading edge may lift the cutting edge away
from the desired recovery site.

Direction of

2. Place the Head Assembly at the desired
starting point, using a slight downward
pressure to ensure the cutting edge of the
Blade maintains contact with the recovery
site. Only light pressure is required

3. Once the cutting starts, move the instrument
Head Assembly in the desired direction.
Maintain a steady speed to ensure desired
graft thickness and width is recovered.

4. As the allograft skin graft emerges from the
Head Assembly, the following options can be
used to collect the recovered graft:
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OPTION #1: Allow the allograft skin graft to lie along the recovery site. When recovery is complete, lift the
Head Assembly off the site. Lift the graft away and place into appropriate collection container.

OPTION #2: Use forceps to gently lift the allograft skin graft as it emerges from the Head Assembly.
Do not stretch or pull the graft.

5. Lift the Head Assembly off the recovery site once the desired graft is obtained.

6. Repeat steps until all desired grafts are recovered.

7. At the completion of the procedure, refer to section on Disassembly, Cleaning, & Sterilization.

PN#: X101809 Rev. C Page 16 of 47



Maintenance & Inspection

Amalgatome MD Inspection Checklist

Inspect system prior to each use.

Do not attempt to disassemble or lubricate the Handpiece. It is a factory sealed unit.

Inspec: for cuts or nicks on the Handpiece cord insulation from mishandling. Do not use if cuts or nicks are
resent.

Fnspect the instrument for mechanical defects that could affect performance or processing.

Check the action of moving parts to ensure smooth operation throughout the intended range of motion.

Check to ensure that the Depth Gauge on the Head Assembly has not been taken apart for any reason. If

disassembled, it will affect the ability of the instrument to cut at the specified donor skin thickness.

If damage or wear is noted that may compromise the function of the system, do not use. Return to Exsurco

for inspection and repair.

Amalgatome MD Power Supply

v
v

v

Inspect prior to each use.
Do not attempt to disassemble the Power Supply. It is a factory sealed unit.

Always inspect the Power Cord for cuts or nicks in the cord insulation from mishandling. Do not use if cuts or
nicks are present.

Do no attempt to adjust or repair the Power Supply. If damage or wear is noted that may compromise the
function of the Power Supply, do not use. Return to Exsurco for inspection and repair.

Do not attempt to remove the cover from the Power Supply. Doing so will expose the components that are
considered hazardous live when power supply is plugged into supply mains.
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Troubleshooting Guide

This section describes general troubleshooting information, including solutions to potential problems.

Use the following assessment steps to confirm proper operation of the Amalgatome MD System. If you discover a
problem with any of these components, do not use the system; return it to Exsurco for service. For additional information,

refer to the Warranty, Service, and Returns section.

Exsurco also offers a comprehensive video library containing step by step operation and troubleshooting
information. This training tool is available online https://www.exsurco.com/amalgatome-md-training-

instructions/.

Problem

Power Supply not operating:

Handpiece not operating:

Handpiece will not turn on

Operating “too slow”

Blade will not fit into Frame
Housing

Blade cutting poorly

Blade Locking Ring does not fit
flush against Frame Housing

Vibration

PN#: X101809 Rev. C

Possible Solution

Check Power Cord connections

Turn Power Supply OFF (O) for 10 seconds then turn back ON (1)
Check Power Supply for blown Fuse

Return for service

Check Blade fit

Check Handpiece connection to Power Supply

Attempt with another Amalgatome MD Blade

Return for service

Ensure all connections are in place and power is switched “ON” (I)
Release and re- engage the Activation Lever, pressing the Activation

Button within 5 seconds of re-engagement

Examine the instrument for defects

Return for service

Check Handpiece connection to Power Supply
Lubricate the recovery site with mineral oil to decrease Blade drag
Return for service

Attempt with another Amalgatome MD Blade
Notify Exsurco Medical

Attempt with another Amalgatome MD Blade
Check parts for defects

Return for service

Return for service
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Amalgatome MD Power Supply Fuse Replacement

1.

Turn Power Switch to the “OFF” (0)
position and unplug the Power Supply
from the electrical outlet.

Unplug the Handpiece power cord and
Power Cord from the Power Supply.

Locate Fuse Holders (2) below the Power
Cord input port on the back of the Power

Supply.

Insert flat bladed screwdriver into Fuse
Holder slot and turn counter-clockwise
until Fuse Holder ejects from Power
Supply.

Pull Fuse from the Fuse Holder.
Inspect both Fuses to see if they are

POWER CORD INPUT PORT

FUSE (2)

FUSE HOLDERS

WIRE IN FUSE CASING IS BROKEN

FUSE

blown. Verify that the very fine wire in the fuse casing is broken.
Insert new Fuse (Part Number X100525) into fuse holder and install into Power Supply. Insert flat
bladed screwdriver into Fuse Holder slot and turn clockwise.

PN#: X101809 Rev. C
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Disassembly, Cleaning, and Sterilization

Preparation at the Point of Use

Follow recommended “Point of Use” practices. These practices should include keeping the instrument moist
after use to prevent soil from drying, and removing gross soil from surfaces, crevices, and hinged/mating
surfaces as soon as possible after use.

Blades are SINGLE-USE ONLY.

Discard Disposable Blade in a puncture-resistant biohazard sharps container with a wide opening (e.g., 2
gallons with a hinged lid).

Transport to Processing Area

Universal precautions / facility protocol for handling contaminated / biohazardous materials should be
observed. Minimize time before cleaning.

Disassembly Precautions for Amalgatome MD Disposable Blade

Sharp blades may cause cut injury! Use extreme caution when handling. Keep hands away from moving
Blade. Always disconnect the Power Cord before installing / removing Disposable Blades.

Amalgatome MD Disposable Blades are single-use only. Do not reuse or re- sterilize

Used sharps are contaminated. Disease may occur from contact or injury. Dispose of in puncture-resistant
biohazard sharps container. Refer to AORN, CDC, OSHA or local standards setting organizational guidelines
for handling and disposal of sharps.

Always set Depth Gauge to the position where the dial reads 0.000 before installing or removing the
Disposable Blade.

Do not attempt to disassemble the Handpiece. It is a factory sealed unit.

Do not disassemble the Head Assembly beyond removing the Blade Locking Ring and the Disposable Blade.
The Head Assembly (excluding the Blade Locking Ring) has been validated for sterilization and will require
factory re-calibration if disassembled.

Handle the instrument in a careful manner. Should any component of the instrument be dropped or damaged,
return to Exsurco Medical for inspection and repair.

Manual Cleaning Warnings

NOTE: If the mentioned chemicals and machines are not available, the user is obliged to validate their
procedure accordingly. It is the obligation of the user to ensure that the reprocessing procedure, including
resources, materials and personnel, is suitable to achieve the required results.

NOTE: Universal precautions should be observed by all personnel that work with contaminated or
potentially contaminated instruments. Personal Protective Equipment (PPE) should be worn when handling or
working with contaminated (or potentially contaminated) instruments.
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Cleaning / Sterilization Precautions

The Sterilization Tray is considered a reusable instrument. It should be inspected for visible soil and must be
cleaned prior to use. Clean manually. Use neutral pH enzyme and cleaning agents at the use-dilution and
temperature recommended by the manufacturer of the cleaning agent.

Do not add other components to the Sterilization Tray. Areas designated for specific components shall contain
only components specifically intended for these areas.

The Amalgatome MD Disposable Blades shall be discarded in a puncture-resistant biohazard sharps container
with a wide opening (e.g. 2 gallons with a hinged lid). The X100457, Amalgatome MD System, Disposable
Blades are sold sterile and intended for single-use only.

Handle the instrument in a careful manner. Should any component of the system be dropped or damaged,
return to Exsurco for inspection and repair.

Do not process any component of the system in an automated wash system or ultrasonic cleaner. All
components must be washed by hand to remove soil and debris.

Ensure the instrument is disconnected from the Power Supply before placing into the sterilizer. Do not
immerse the Power Supply or Handpiece.

Do not steam sterilize the Power Supply and Power Cord. This will cause damage to the Power Supply.

Amalgatome MD Power Supply

1. Turn Power Switch to the OFF (0) position and
unplug Power Supply from the electrical outlet

2. Unplug the Handpiece power cord from the
Power Supply and place the Cleaning Cap on the
end of the Handpiece power cord.

NOTE: Do not immerse Power Supply

3. Wipe down the Power Supply with alcohol or
another stainless-steel safe disinfectant.

NOTE: Do not use bleach.
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Reusable System Disassembly and Blade Removal

1. Ensure the Power Cord has been disconnected from
the Power Supply

2. Ensure cleaning cap is placed on the Handpiece
power cord connector.

3. Set Depth Gauge to the position where the dial reads
0.000 before removing Disposable Blade.

4. Turn the instrument lever side down. Loosen the
three (3) screws to remove the Blade Locking Ring.
NOTE: The three (3) screws are captive to the
Blade Locking Ring. Do not remove screws from
Blade Locking Ring.

5. Lift the Blade Locking Ring off the Frame Housing.

6. Remove the Disposable Blade and discard in a
puncture-resistant bio-hazard sharps container.
NOTE: Blades Are Single- Use.
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Frame Housing / Handpiece Disassembly

1. Detach the Head Assembly from the Handpiece by holding the
tool upright, turning the Locking Knob to the left, and then
pulling the Head Assembly away from the Handpiece.

LOCKING KNOE

2. Remove the Locking Knob (and Locking Nut) using the provided Pin Driver.

NOTE: This is a left-handed thread.
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Manual Cleaning Instructions

1. Prepare a neutral pH or instrument safe
enzymatic cleaning solution according to
the cleaning solution manufacturer
specification.

2. Immerse the following six (6)
components: Locking Knob, Locking
Nut, Pin Driver, Screwdriver, Head
Assembly, Blade Locking Ring with
captive screws into the cleaning solution.
Let soak for a minimum of two (2)
minutes before removal.

3. Using a lint free wipe moistened with the previously prepared cleaning solution, wipe down the
Handpiece and Handpiece power cord for a minimum of one (1) minute. Do not immerse any part of the
Handpiece.

4. Using a soft bristled brush, individually re-immerse and scrub the following six (6) components: Locking
Knob, Locking Nut, Pin Driver, Screwdriver, Head Assembly, Blade Locking Ring with captive screws in
the previously prepared cleaning solution for a minimum of thirty (30) seconds each and until visibly
clean.
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5. Using a soft bristled brush, scrub the Handpiece and Handpiece power cord attached for one (1) minute
and until visibly clean. Do not immerse the Handpiece with attached cord during scrubbing.

6. Locking Nut, Pin Driver, Screwdriver, Head Assembly, Blade Locking Ring with captive screws under
running tap water for a minimum of one (1) minute each.

7. Moisten a wipe with tap water and wipe the Handpiece and Handpiece power cord for a minimum of one
(1) minute. Multiple sterile free lint wipes may be used as necessary. Do not rinse any part of the
Handpiece under running tap water.
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8. Using a lint free wipe, dry all components: Locking Knob, Locking Nut, Pin Driver, Screwdriver, Head
Assembly, Blade Locking Ring with captive screws and Handpiece with attached cord. Visually inspect
each component in a well-lit area to ensure all surfaces are clean and dry. Multiple sterile lint free wipes
may be used as necessary.

9. Inspect the Sterilization Tray for any damage and wipe with a neutral pH solution prior to loading in the
components into the Amalgatome MD sterilization tray.

Assembly Prior to Sterilization

Connect the Locking Knob to the Handpiece using the Pin Driver and Locking Nut.

NOTE: Itisimportant when re-assembling the locking knob and locking nut that they are placed in the proper order on
the handpiece. Below is a closeup showing the connection of the lock nut onto the wrench, and the locking knob onto
the handpiece for ease in assembly.

NOTE: This is a left-handed thread. Turning the knob and driver counterclockwise tightens them.

Functionality Testing
Visually inspect for damage and/or wear. If damage or wear is noted that may compromise the function of the

instrument, follow the proper return authorization procedures and return sterilized instrument to Exsurco for
inspection and repair.
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Sterilization Preparation

1. After cleaning, place the Handpiece, Head
Assembly, Blade Locking Ring, Screwdriver,
and Pin Driver in the Amalgatome MD
Sterilization Tray. The Exsurco Sterilization
Tray (X100626) has been validated only for
steam sterilization.

2. Place steam sterilization indicator strip inside
Tray (or per facility protocol). Wrap the
Sterilization Tray in CSR wrap. Size 45” x 45”
or bigger works best. Secure closed with steam
indicator tape. Label as appropriate. Medical
grade steam sterilization wrap must be used to
wrap the Sterilization Tray prior to sterilization.
The package should be prepared using the AAMI
double wrap or equivalent method.

Pre-Vacuum Steam Sterilization & Gravity Sterilization Parameters

_‘Prevacuum, Hospital _‘G ravity, Hospital
Set Point Temperature _132°C Set Point Temperature | 135°C

Ul CYEle BWRIITife - minues Ul CYEIe BWEIITImE ] 0 miruies
BRTImE 20 minutes BIYATIE 30 mines

NOTE: See References & Internal Validation details in Appendix E.

Limitations on Reprocessing
The limitation of the number of reprocessing procedures is determined by the function / wear of the instrument. In

case of damage, the instrument MUST be sterilized prior to sending to AR Experts or Exsurco for inspection and
repair.
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Storage and Disposal

Amalgatome MD System Storage

o After sterilization, store the instrument in the Sterilization Tray (wrapped in medical-grade steam
sterilization wrap).

e The shelf life depends on the sterile barrier employed, storage manner, environmental and handling
conditions.

o A maximum shelf life for sterilized tools before use should be defined by each health care provider.

e Prior to storage, the instrument must be cleaned and sterilized according to instructions in this manual.
All sterilized parts are to remain in the Sterilization Tray for storage. All components of the instrument
must be stored in accordance with the storage conditions as defined.

e Sterile, packaged instruments should be stored in a designated, limited access area that is well ventilated
and provides protection from dust, moisture, insects, vermin, and temperature/humidity extremes.

e Sterile instrument packages should be examined closely prior to opening to ensure that there has been no
loss of package integrity.

Amalgatome MD System Disposal
If the Power Supply, Handpiece Assembly, and/or Power Cord are being discarded, it cannot be

discarded in the trash. The product must be taken to an approved Electronics Disposal Facility for
disposal. Contact Exsurco Medical for additional information.
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Warranty, Service, and Returns

This section describes the limited warranty, service requirements, and returns policy.

Limited Warranty

Exsurco Medical (“Exsurco” or “the manufacturer”) warrants that each new Amalgatome MD System and its
components have been tested and inspected and have left the facility in proper working condition. Contact
Exsurco regarding any warranty issues or claims.

o The Amalgatome MD System is guaranteed to be free from defects in material and workmanship when
maintained by the customer, properly cleaned, and used under normal circumstances for its intended purpose.
Exsurco warrants the product for a period of one year from date of delivery to the customer.

e The sterile, disposable product is not warranted beyond the expiration date stated on the product labeling.

During the warranty period, the manufacturer shall repair, or at its sole opinion, replace the defective product or
part without cost incurred to the customer. Defective parts replaced under this warranty shall become the property
of the manufacturer. This warranty does not cover damage caused by misuse, abuse (dropped or damaged),
accident, neglect, or any use not prescribed in this user guide. If the system becomes defective because of misuse
or abnormal conditions of operations, these repairs shall be charged to the customer. All products returned for
warranty or non-warranty repair must be through the Exsurco return procedure. For more information, refer to the
Returns section below. In no event shall Exsurco be liable for any incidental, indirect, consequential, or punitive
damages in connection with the acquisition or use of Exsurco product. Further, this warranty shall not apply to,
and Exsurco shall not be responsible for, any loss or damage arising in connection with the purchase or use of
Exsurco product that has been repaired by anyone other than the manufacturer, or altered in any way so as to, in
the judgment of Exsurco Medical, affect the usability or reliability of the product. If this happens, the product
repairs shall be charged to the customer. This limited warranty is exclusive and in lieu of all other warranties,
express or implied, and of all other obligations or liabilities on Exsurco’ s part, and Exsurco neither assumes nor
authorizes any representative or other person to assume for it any other liability in connection with this product.

Exsurco disclaims all other warranties, express or implied, including any implied warranty of merchantability or
of fitness for a purpose or application or warranty of quality as well as any express or implied warranty to
patients.

The Exsurco Medical Amalgatome MD System is intended for use only with the Amalgatome MD disposable
excision ring blade. Using another manufacturer’s blades in conjunction with the Amalgatome MD voids the
product warranty.
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Service

The Amalgatome MD System contains no serviceable parts, only individual replacement parts as defined
in Appendix B. The system must be returned to Exsurco for servicing.

NOTE: Exsurco Medical cannot be held liable for any system malfunctions resulting from repairs or service
performed by anyone other than the manufacturer.

Do not attempt to open or disassemble both the Handpiece Assembly and the Power Supply. They are factory-
sealed units with no user serviceable parts inside. If this happens, it voids the warranty and the customer must
return the Handpiece Assembly and Power Supply to Exsurco for repair that shall be charged to the customer.

Do not attempt to remove the screws and disassemble the depth gauge on the cutting head for any reason. It has
been factory calibrated to provide optimum cutting performance. If this happens, it voids the warranty and the
customer must return the system to Exsurco Medical for repair that shall be charged to the customer. All
products returned for warranty or non-warranty repair must be through the Exsurco Medical return procedure.
For more information, refer to the Returns information below. Exsurco Medical performs all service of the
Amalgatome MD system.

Exsurco can be contacted at support@exsurco.com to answer any general questions that relate to the operation,
warranty, and service of the system.

Returns

When it is necessary to return the Amalgatome MD System for inspection, warranty service, or non-
warranty service, please contact Exsurco at support@exsurco.com.

Exsurco shall provide the customer with the approved return shipping container. When the customer is returning
the system, AR Experts and Exsurco will require proof of cleaning documents upon receipt of returned
instrument. If proof of cleaning is not included with the product, the product shall be returned to the user.
Exsurco does not accept product that has been used without being cleaned first or has not been shipped with the
appropriate documents. Upon receiving returned product at the manufacturer, the product is reviewed by the
Technical Service Department. Exsurco shall provide the customer with a service estimate for any repairs not
covered under warranty or extended warranty. The manufacturer performs all product service on-site in our
Technical Service Department. When product is ready for shipment back to the customer, Exsurco covers the
freight and returns the product in an approved protective shipping container.

Exsurco Medical is committed to the quality of our products. Should you have a complaint or not be completely
satisfied with your product, please email support@exsurco.com

To help investigate the event further, we require the following information:

e Name, address, and account number

e Phone number and email address

e Part/product that the complaint is being filed on

o Serial number (equipment) or lot number (disposable)

e A description of the event. Be as descriptive as possible and provide pictures, ifavailable.

o Loaner requirements if available upon request
Once a complaint is received, Exsurco Medical may contact you for more information. When the product is
returned, a preliminary evaluation is conducted, and the product is repaired (if required) and restored to

conformance prior to being shipped back. A closure letter shall be provided advising you of the outcome of the
investigation regarding the complaint.
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Appendix A: Technical Specifications

q3

Specifications

Supply Voltage, Frequency and
Power Rating.

Overall dimensions and weight-
Power Supply & Power Cord
Overall dimensions and weight-
Handpiece/Head Assembly
Overall dimensions and weight-
Sterilization Tray (empty)
Sound level during normal use
Vibration level during normal
use

Environmental Conditions for
instrument operation

Power Cord insulation ratings

Input/Output Connections

Duty Cycle
Fuse Information

Overvoltage Category

PN#: X101809 Rev. C

The Amalgatome MD conforms to European Union electrical safety, mechanical safety, and
electromagnetic regulations.

230VAC £10%, 1 Phase, 0.5 A,50Hz

7.5 Ibs. (3.4 kg)
53/8” High x 7 7/8” Wide x 10 % Long

3.6 Ibs. (1.63 kg)

2 ¥ High x 6” Wide x 14” Long

6.8 Ibs (3.1kg)

4 '5” High x 11 3/8” Wide x 17 '4” Long
Below 85 dBA (as measured per 1ISO3744)
Less than 2.5 m/s? (as measured per SO 20643)

Indoor Use Only

Altitude up to 6,561 ft (2000 m)

Ambient temperature range 41°F to 104°F (5°C t040°C)
Relative humidity up to 80% at 87°F (31°C)

60 °C MIN, 10A-250V, HO5VV-F

Power Cord/Power Supply: supply mains power (VAC)
Handpiece power cord/Power Supply: supply ELV (VDC)
Handpiece/Head Assembly: Mechanical

10 minutes continuous, 2 hours off

5x20mm Cartridge Fuse, 1.25A, 250VAC, Time Delay/Slow Blow
Must use Exsurco Fuse X100525
Overvoltage Category Il
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Appendix B: Parts Information

Description: Exsurco Amalgatome MD

X100556-EU2 Amalgatome MD Kit:

1 each X100461 Head Assembly

1 each X100460 Handpiece Assembly

1 each X100495 Pin Driver

1 each X100498 Screwdriver

1 each X100380-EU Power Supply
Individual Replacement Parts:

1 each X100495 Pin Driver

1 each X100350 Lock Nut

1 each X100351 Locking Knob

3 each X100437 Captive Screw

1 each X100332 Blade Lock Ring

1 each X100498 Screwdriver

1 each X101795 Power Cord (UK)

1 each X101794 Power Cord (EU)

1 each X100626 Sterilization Tray

1 each X100607 Transportation Case

2 each X100525 Fuse, 5x20mm Cartridge, 1.25A, 250VAC, Time Delay/Slow Blow

Single Use Excision Rings Sold Separately:
5 X100457 Amalgatome MD System, Disposable Blades

To place an order for the Amalgatome MD Tissue Processing System, for a price quote, and all product-related
guestions, please contact Exsurco Medical at sales@exsurco.com.
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Appendix C: Glossary of Symbols

SN

Serial Number

Do Not Use If Package
Is Damaged

LOT

Batch Code/Lot Number

This Side Up

REF

Part Number

Sharp Object

STERILE | R Sterilized Using Radiation Presence Of Electricity
NON-STERILE Not Sterile Power On
d Manufacturer Power Off
g Use By Date Weight

For Single Use Only

O ->p &

Handpiece Power Cord
Terminal Location

®
A

Caution

Fuse Location

(e

E

Consult Instructions For Use

* This side up.

‘Sharp inner ring..
" Hold by blue
A gmp only: v

CAUTION: Sharp Inner
Ring

&

Keep Product Dry

Use Protective
Handwear
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Appendix D: Best Practices & Techniques

Proper Angle During Recovery

1. Toensure 3 to 4-inches (8 to 10 cm) recovery of an allograft skin graft ensure the diameter of the Blade is in
contact with the recovery area. The red arrow on the figure to the right indicates the Blade edge. The green
arrow indicates the center of the Head Assembly. The Depth Plate is flattening the skin surface, areabetween
the two arrows, which is the surface of the 4” skin graft.

2. Operator should not apply pressure (i.e. pressing down with pressure). For best results glide the instrument
over skin in a controlled motion. This technique also ensures the edges are uniform and not chattered.

3. If the operator starts with a graft that does not meet the desired thickness and width, or recovery of the skin
graft is inadequate it is best to stop recovering that graft and start a new graft.
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4. The red arrow indicates the direction of the Blade spin or cut. This is the trailing edge of the Blade.

N
it T

5. Pressing down too hard on the leading edge may lift the cutting edge away from the desired recovery
site.
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Depth Setting

If the operator starts with a graft that does not meet the desired thickness and width, or recovery of the skin graft
is inadequate it is best to stop recovering that graft and start a new graft.
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Prevent Dissected Skin Graft During Recovery

1. The instrument’s Head Assembly cuts with the trailing edge of the Blade.

2. If the operator attempts to keep the instrument “too flat”, this may inadvertently cause the operator to lift the
cutting edge away from the recovery site, hence causing holes or tears or chattered edges.

3. If the operator attempts to keep the instrument “too flat”, the sound of the motor will change. The instrument
will sound like it is over working or “bogged” down.
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Skin Graft Thickness and Uniformity

1. The Depth Gauge plate on the instrument is designed to flatten the skin as it approaches the cutting edge.

The operator does not need to provide additional pressure on the instrument.

3. This will cause the tissue to compress itself into the instrument, resulting in allograft skin grafts that are thick
in the middle and thin on the edges.

4. Applying excess pressure will affect thickness of the graft.

n

Incorrect method: Technique where too much pressure is applied Uneven, chattered edges

5. For best results the operator should glide the instrument steady and at a slow speed. Moving the instrument
too fast does not allow the instrument to adjust to body contours, or irregularities in tissue during use. Notice
the operator is ensuring the proper 3 to 4-inch (8 to 10 cm) recovery of the skin graft by ensuring the diameter
of the Blade is in contact with the recovery site. The operator also ensured the edges are uniform and not
chattered.

Uniform, smooth edges
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Applying too much angle

Correct Technique

Holding Instrument too flat
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Crescent Shaped Appearance in
Skin Graft

1. Steady/slow speed required.

2. For best results the operator should
glide the instrument steady and at a
slow speed. Moving the instrument too
fast does not allow the instrument to
adjust to body contours, or irregularities
in tissue during use.

3. Thisresults in crescent moon shaped
patterns.

Uniform Graft Crescent Shaped Graft
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Instrument Direction: Turning Instrument in Multiple Directions Results in Odd
Shaped Grafts

1. The operator may, while a good graft is in
motion, turn a corner or move in another
direction, resulting in an “S”, “L” or “V”
shaped graft. It is possible that the
recovered yield will be lost.

2. The picture to the right identifies red
circles and this area would not be able to
be processed according to the length and
width requirements for the end user.

3. Our recommendation is to avoid this way
of recovery. Recovering grafts in one
straight strip is best.

Anterior Torso and Buttocks

Notice the operator is ensuring the proper 4-inch (10 cm) recovery of the skin graft by ensuring the diameter of
the Blade is in contact with the recovery area.
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Posterior Torso

1. Notice the operator is allowing the Depth Gauge to flatten the skin prior to the Blade cut.
2. The operator can change the depth during the recovery without stopping.

3. It can be helpful to recovery the first strip across the donors back from right to left in the opposite directionas
illustrated in the image below, indicated by #1. Followed by recovering strips #2 to#5.

4. When recovering the strips #2 to #5, start the recovery into the exposed dermis that remains after recovering
strip #1 as shown.

5. The start of the strip is often the crescent or half-moon
shape of the blade is the section that will be trimmed
in processing to create rectangular skin grafts, so
starting within the exposed dermis can maximize the
length of the rest of the recovered strips form the
posterior torso.
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Legs

1. Notice the operator is not applying
too much pressure and using
different areas on the Head
Assembly to recover great skin
grafts.

2. The assist recovery technician is
not pulling too tight on the
recovered skin graft.
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Appendix E: References for Sterilization and
Details of Validation Report

References

e The Guidance for industry and FDA staff, reprocessing medical Instruments in a healthcare setting: March 17,
2015.

e ANSI/AAMISTS8 Hospital Steam Sterilizers

e ANSI/AAMIST79 Comprehensive Guide to Steam Sterilization and Sterility assurance in healthcare facilities

e AAMITRI 12 Designing, testing and labeling reusable medical Instruments for reprocessing the healthcare
facilities

e AAMI TIR12:2010 - Designing, testing, and labeling reusable medical Instruments for reprocessing in health
care facilities.

e A guide for medical Instrument manufacturers, AAMI TIR30:2011 — A compendium of processes, materials,
test methods, and acceptance criteria for cleaning reusable medical Instruments.

e Reprocessing Medical Instruments in Health Care Settings: Validation Methods and Labeling, Document
issued on March 17, 2015, U.S. Department of Health and Human Services, Food and Drug Administration,
Center for Instruments and Radiological Health, Office of Instrument Evaluations. ANSI/AAMI/ISO 17665 1
and 2.

Information on the Validation of the Re-Usable Amalgatome MD
The following testing Instruments, materials, and machines were used in these validation studies:

e Steris Prolystica 2X Concentrate Enzymatic Presoak and Cleaner

e FDA cleared wrap [Cardinal Health, Convertors Brand BioShield Regular Sterilization Wrap, Part Number
4040, Lot Number 14BDD044, 510(k) reference number K770933] using the sequential envelope wrapping
method per

e ANSI/AAMIST79:2010/A1:2010/A2:2011/A3:2012/A4:2013/(R)2014.

o FDA cleared chemical indicator autoclave tape [SPS Medical Steam Indicator Tape, Part Number ST-048,
Lot Number S11705, 510(k) reference number K890755].
e Steris LAB250

Cleaning Protocol

o Cleaning Efficacy Validation -NAMSA Summary Report 154261

Steam Sterilization Protocol

e Steam Sterilization Efficacy Study - Reusable Instruments - 132°C Pre-Vacuum Cycle EXS040213STM.01F
e Steam Sterilization Efficacy Validations-NAMSA Summary Part 11 Report 154261
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Contact Information

Please contact Exsurco directly, using the information below, for any of your questions, comments, or
concerns about the Amalgatome MD and with any purchasing or service requests.

Authorized Representative: AR Experts B.V.
Address: Amerlandseweg 7
3621 ZC Breukelen
The Netherlands
Phone: +31 (0)88 9951 333
Email: info@ar-experts.eu
Website: www.certification-experts.com/ar-experts

Manufacturer of product: Exsurco Medical
Address: 10804 Green Road

Wakeman, OH 44889, USA
Phone: +1 800-243-6049
Email: info@exsurco.com
Website: www.exsurco.com
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BEJIEZKKA KbM IOTPEBUTEJIUTE

IIpoueTere BHUMATETHO TOBa PHKOBOACTBO 32 [ToTpeduTens, kKato 00bpHETe BHUIMAHUE HA BCHYKH MPEAYIPEKICHHUS U
Mpe/ITa3Hl MEPKU Tpeu Jia nanonssate Cucremara Amalgatome MD u Tabxara 3a Crepunuzanus Ha Exsurco Medical.
Ts e npenHa3HayeHa 3a ynoTpeda OT TEXHHIIN, 00yUYSHH B U3BJIMYAHETO HA ThKaHU M 00paboTkaTa uM. HempaBuitHOTO
HacTpolBaHe U paboTa ChC CUCTEMaTa WM HEBh3MOXKHOCTTA JIa CE CJIeIBa TOBA PHKOBOJICTBO 32 TIOTPEOUTENSI MOTAT Jia
NPUYUHAT HapaHsIBaHE WM YBPEXKIaHe, KOSTO HE Ce NMOKPHBA B PAMKUTE Ha Ta3W rapaHIlys.

3ABEJIEKKA: TO3U ITPOAYKT E OJOBPEH 3A YIIOTPEBA CAMO BBHPXY
TPYIIOBE
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IIpearosop

en

ToBa pbKOBOJICTBO 332 OTPEOUTEIIS IPEOCTABSI HACOKH, KOUTO JIa MTOJIIOMOTHAT MOTPEOUTENUTE a paboTAT e(heKTHBHO
u Oe3onacHo cbe cucremara Amalgatome MD u ¢ tabnara 3a crepunn3anust. ToBa ppbKOBOACTBO ChIIO TaKa BKIIOYBA
MaTepualTi KaTo MoKa3aHus 3a ynorpeba, Hail-qoOpH NpakTHKK 1 UHHOPMAIHS 32 OTCTPaHsIBaHE Ha HEU3IPABHOCTH.

Exsurco Medical

Mucwusta Ha Exsurco Medical e na nmpenedwuHmpa Haykarta 3a U3psi3BaHe B paAMKUTE Ha TIOCTIEIOBATETHOCT OT TOCTaBSIHETO
A0 MPUABHUKXBAHETO B KIIMHUYHUTE PCIICHUA, CTPATCTUUCCKU MTAPTHHLOPCTBA B PAMKHUTE HA 3JpaBCOIIa3BaHETO U
3a1bpJ00UeHO pa30upane Ha KIMEeHTHTE. Hue cMe aHraxupaHu Aa noAoOpsBaHe )KUBOTUTE HA MAI[UCHTUTE U PE3YJITATHTE,
KaTo MPUIBIKBAME HaIpe]l 3a3ApaBsBaliaTa Ciiia Ha Ko)ara upe3 HHOBaIusl, pa3paboTBaHe HA MPOAYKTH U NPOJIaBaHe
Ha 000pyIBaHe 33 EKCIM3UPAaHE ChC 3aXpaHBaHe, U3IO0I3BAHO HA I1a3apHUTeE 3a B Ia3apUTe HA XUPYPTUYHU U ThKAHHUTE
6anku. AR Experts e oTopm3upaH npeacTaBuTen Ha IpoayKTuTe Ha Exsurco 3a EBporetickus cpro3 1 O0eAMHEHOTO
KpaJICTBO.
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[Ipernen na Cucremara

Tosu pazoen npedocmaesn oowa ungopmayus omuocho Cucmemama Amalgatome MD u Tabnama 3a
Cmepunuzayus.

IHoka3anus 3a Ynorpeda

Amalgatome MD e mpoaykT 3a 7oOMBaHe Ha THKaH C pa3/eiisTHe Ha [ebennHaTa, KOWUTO € MpeIHa3HavYeH Ja MPeI0CTaBh
pa3NuYHU BB3MOXKHOCTH, KaTo AeOennHa Ha rpadTa U IKUpUHA camo 3a TpymHa Ynorpeba.

Onucanue

Cucremata 3a Br3cranopsBane Ha Tvkanu ¢ Pa3nensne na Jlebennnata Amalgatome MD e enexkTpudecku 3axpaHBaHa 1
e cnenuduyHo npoexTupaxa 3a Ilponenypu 3a Be3cTaHoBsiBaHe Ha ThKaH OT TpyI. [IpeaHa3zHaueHa e 3a ynorpeda BbpXyY
JIOHOPH 3a BH3CTaHOBsIBaHE Ha aorpad)THA KOKa caMo 0T 00YUYCHHU W/WIH CepTU(GUIUPAHH TPOPECUOHATHUCTH B ThKaHHO
BB3CTaHOBsIBaHE. 1031 HHCTPYMEHT € IpeJHa3HadeH 3a nonyyaBane Ha Koxxuu I'padToBe ¢ paznenena nebennna, KOUTO
Bapupat mexay 0,005 waua n 0,040 wava (0,13 mm go 1,02 mm) B mpolieAypuTe 3a BH3CTAHOBSBAaHE Ha ThKaHHU.

Cucrema X100556-EU2 Amalgatome MD

C Ta6Ja 3a crepuausanusa X100626

OcTtpue 3a exHOKpaTHa ynoTpeda X100457

AMALGATOME" MD
EXCISION RING® BLADE

WARNING!

ONLY SUTABLE FOR USE
‘WITH AMALGATOME MD

‘CADAVERKC USE ONLY

‘CALLTO REGRDER
XICOAST (BOXGF )

ey © [ ¥
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OcunoBau KomnonenTu

Cucremata 3a Br3cranopsBane Ha Koxxa Amalgatome
MD X100556 ce cbcTOM OT CIEAHUTE OCHOBHU
KOMITOHEHTH:

X100460 CriioosiBane Ha PbKoxBaTKa
Hdpbxka

Jloct 3a AkTUBUpaHe

3akmouBamo Komue

3axmouBamia ["alika

350HO KOJIETO

3axpanBai Kaben na PrkoxBarkara
cbe 3amuTHa Kamauka

IS S

X100461 CrnodsBane Ha I'1aBa
1. Pawmxa Ha CraHnus
2. Crmo0Oka Ha J[pnO6okoMep
3. Ocrtpue ¢ 3akmousa [IpscTen ¢
Tpu (3) ®uxcupamu BuaTa
4. Bxonx 3a ppYCH €IeMEHT

X100380-EC EaekTpo3axpaHBaHe
(cwe 3axpaHBai kabden)
1. Ipwxka 3a Hocene
2. llpeBkirouBaten 3a BxirouBaHe
3. Bxop 3a 3axpanBani kaben 3a PrueH enemeHT

PN#: X101809 Pes. C
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Oomwu Ipenynpexaenus, [Ipeanazan Mepku u
XapaKTEpUCTUKHU 3a be3onacHOCT

Toszu pazden npedocmass 0b6wu npedynpedxicoenus unpeonasnu mepku omuocho Cucmemama Amalgatome
MD u Tabrama 3a Cmepuruzayus.

3axpanBane Amalgatome MD

[Ipenen Ilanen: Baumanwne: Camo 3a Tpymaa Yrotpe6a. Jla He Ce Aproknasupa.

3aznen [lanen: Cnienmdukarus Ha [Inactura [Ipeamasuren 1,25 AMP basao U3rapsime.

Bunaru paskaupaiite Kabena Ha 3axpaHBaHETO IIpeIr HHCTAIMpaHe / OTCTpaHsABaHe Ha eqHOKpaTHH OcTpHeTa.
Moske 1a HacTBIM eNeKTpruieH mok! M3monssaiite camo npegoctaBeHms oT Exsurco 3a3eMeH 3-KuiieH Kaden u
3a3eMEHO OCHOBHO 3axpaHBaHe. M30srBaiiTe ynorpedara Ui MOCTaBIHETO HA 3aXpaHBAaHETO B 3aCTOSIIA BOJA.
e [IpaBuiHaTa WHCTANMAINS € U3KIFOUYNTEITHO BaXKHA, 3a Ja C€ TIOCTUTHE MaKkCUMalTHa e(pUKacHOCT U AeOenrHa Ha

KO)KaTa, KakTo 3a Br3cranoBsBaneto Ha Trkanute ¢ Pazgensae Ha [lebennnara Amalgatome MD (Amalgatome MD)

U 3a orneparopa. HenpaBuiiHata HHCTANAIMS MOXKE Ja TIOBIIHSIC HA BIDKECHUSATA HA ONIEPaTOpa U J1a MPHYMHA
HE)KEJIaHO N3HOCBAHE MM MOBpe/Ia Ha 000PYBAHETO.

e [IpoBepere ganm HHCTPYMEHTHT € pa3kadeH OT 3aXpaHBAHETO MPean J1a WHCTpyMeHTa B crepunuiaropa. HUKOI'A He

CTepuIU3UpaiiTe Ha napa 3axpaHBaHETO.
e [Iposepere nanu IIpennazHoTo Kamaye € IOCTABEHO HA MACTO BbPXY Kpas Ha PpkoxBaTkara, ciiell OTCTpaHsBaHe OT
ZaxpaHBaHETO.

Cruao0siBane Ha I'1aBara u PokoxBaTkara Amalgatome MD

e MHuctpymeHTHT 32 Bp3cranoBsBane Ha Koxka Amalgatome MD Hsma na ce Bxiroun, ocBeH ako JIocThT 3a AKTUBaIus

HE € MpeMecTeH Haoy 1 byToHbT 3a AkTHBanus € HatucHat. Ako JlocThT 3a AKTHBHpaHe € 3aabppKan 3a 4-7

CeKyHaM 0e3 HaTHCKaHe Ha OyTOHA 3a aKTUBUPaHe, MHCTPYMEHTHT i€ CE JAeaKTUBHPA U JIOCTHT 332 aKTHBHPAHE TPsSOBa

na Ob/1e 0CBOOOICH, 3a /1a Ce pecTapTHpa HHCTPYMEHTA.
e OcBoboxnaBaneTo Ha Jlocta 3a AKTHBHpaHE 11I€ IeaKTHBHPA HHCTPYMEHTA.

Cruno0siBane Ha 'naBara na JIb100komepa Amalgatome MD

e [IpoBepsiBa HACTPOMKHUTE HAa ABIOOYMHATA IIPEIH BCSKA yIIOTpeoa.
e Bunaru HacTpoiiBaiite J[p100K0oMepa Ha O3UIHS, TIPU KOATO JmHeana ocousa (0.000 mpean ga ro WHCTATUPATE HITH
Jla OTCTpaHUTe eqHOKpaTHOTO OCTpHE.
e [lorBwpaere nanu Octpueto 3a ExHokparHa YoTpeda € mocTaBeHO MPABUIIHO U 3aTETHATO MPEIH aKTUBUPAHETO Ha
WHCTPYMEHTA, 3a Ja ce n30erHe Bb3MOKHO HapaHsBaHe.

Octpue 3a EqnokpaTtHa Ynorpebta Amalgatome MD n OnakoBka Ha OcTpuero

Cumsoin ,,Banmanne Octpue

CumBorn ,,He usnon3Baiite HOBTOPHO

CumBon ,,IIpoderere HHCTpYKITUHUTE

OcTtpuerara MoraT J1a NpeAU3BUKAT HapaHsIBaHe OT NMopsA3BaHe. bpaeTe N3KIIOUNTETHO BHUMATEIIEH.
Bunaru nactpoiiaiite Ipn00komMepa Ha MO3ULHSL, TIPU KosATO JnHeasa nocousa 0.000 npenu na ro MHCTAIMpATE WIK
J1a OTCTpaHuTe eqHOKpaTHOTO OCTpHe.

e [loTBBpaere naTaTa Ha U3THYAHE HA CPOKA HA TOJHOCT M IIEJOCTTA HA OMMAKOBKATa MPEH JIa OTBOPUTE CTEPHITHOTO
Ocrtpue.
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Amalgatome MD Ta6ua 3a Ctepuiiusanus

He noGagsiite npyru unctpyment kbM Tabnara 3a Ctepunuszanus Amalgatome MD. 3oHuTe npenqHazHaueHu 3a
cneun(pUIHU KOMIOHEHTH 1€ ChIbPKAT CaMO KOMIIOHEHTH, KOUTO ca criequ(UIHO MpeJHa3sHaYeH! 3a Te3U 00IacTu.
Tabnata 3a Crepmimzanys € chBMecTHMa camo ¢ ipoaykra Amalgatome MD KoxHo Bp3cTaHOBSIBaHE U HE € Omia
BaJMMpaHa 3a yrnorpeda ¢ Apyr NpOIyKT.

He uznonzpaiite Ta0xna 3a crepuinn3anus, KOSTO € OBPeIeHa WIK UMa IPU3HALY Ha CUyNBaHe, JIOIICHE, 00eIBaHE,
uma QpakTypu, 4yIuiuBa € Win AeopMupaHa 1o HIKaKbB HAYHH.

He mocTagsiite mbiiHa Tabma 3a CTepuiu3anus B CTEPIIIM3aTOpa B TTO3UITNS HACTPAHH WIH Haomaku. KanmaksT BUHATH
TpsiOBa J1a riiefja Harope M Aa HsAMa HaTpynaHu TaOJIu.

He nocrassiite noseue ot enun npoaykT Amalgatome MD B Tabna 3a Crepunuzanusi B €I1H U CHIIA MOMEHT.

He usnon3spaiite nponykra, ako BpHIIHAaTa CSR omakoBka e HapyllieHa, pa3KbcaHa, U T.H.

He uznonzBaiite Tabna 3a Crepunmnsanus, ako KanakbT HE CE 3aKII0UBa TOYHO KbM OCHOBATA.

Bunarn cnenaiite TOBa pHKOBOJICTBO 3a MOTpebHTENs 3a O6e3omacHa pabora ¢ Amalgatome MD nkoHTelHepa.
TabnaTa 3a crepuim3alys € mpeIHa3HAuYeH 3a yroTpeda ¢ 0J00peH, MpaBHO MpojaBaH, 0100peH oT FDA mapman3a
CTEpHIIN3ALIHS.

Cren crepunmzais He TIOTOMSBANTE B TEYHOCT 3a oxJjaxaaHe. Oxjaaere Tadnata ¢ MpoayKTa BETPE, Upes3
SKCIO3UIMS Ha CTaiiHa TeMIepaTypa Wid MOKPUHTE CbC CTYACHA CTEPHIIHA KbpIIa, JOKATO € JOCTaThUHO XJIaIHO 32
JIOKOCBaHe 3a ynorpeoa.

He m3nomnzBaiite CrepunmsanuonHara Tabma Amalgatome MD kato xoHTeliHep 3a gocTaBka. M3mnomn3Baiite
onobpenara Kyrtus 3a TpaHcniopTupane, npe1ocTaBeHa B OpUTHHAIHATA JOCTaBKa HA CUCTEMATa WIIU CE CBBPIKETE C
Exsurco, 3a ma momy4nte MaTepuaiy 3a onakoBane. Bmkre Pa3znena "apanmus, O0cmyxBane u Bpriiane.

Be3zonacHoct Ha Oneparopa

Mo na mpouetere 1 pa3depeTe Te3u MHCTPYKLUKH 3a padoTa Mpeay 1a ce OIUTaTe 1a Crio0uTe, MHCTaIUpare,
paboTuTe ¢ WM Jia MOJAbpIKATe TO3U HHCTPYMEHT. HeBb3MOXKHOCTTA JIa ce CIIPaBUTE ¢ HHCTPYKIMUTE MOXKE Ja
J0BeJIe 710 IMYHO HapaHsBaHe W/WiM MoBpesa Ha o0opyaBaHeTo. [IpoueTere 1enus MaTepuai Mpean 1a n3Mon3BaTe
TOBa 000pyIBaHE.

Bcesika yrorpe6a 3a npuito>keHusl, pa3iIMiiH OT Te3H, 332 KOUTO € MPeJHa3HAYeHO U KOHCTPYMPAHO TOBa 000pyABaHE
MOJKe Jla IOBEJIe J0 TIOBpeia Ha 000py/IBAaHETO, J1a aHyJIUpa TapaHIHsITa W/WIH A3 TPUYMHN CEPUO3HH HApaHIBaHUSI.
3amazeTre TOBa PHKOBOACTBO 3a CIIpaBKa B Obele.

To3u ZOKyMEHT OT YacTH WX U3LUI0 HE MOJKe J1a ObJie Bb3MPOU3BEXKIaH 0] HUKaKBa (popMa WM HAYMHU 3a
HUKaKBH 11eJ11, 0€3 U3pUYHOTO MUCMEHO chritacue Ha Exsurco Medical. [TucmenoTo chritacue fa ce Bb3MPOU3BE/IE
W3IS0 WM OT YacTH CE JJaBa ¢ HACTOALIMA JOKYMEHT Ha 3aKOHHHUTE cobcTBeHMIM Ha Cucremara 3a BesctaHoBsiBane
Ha Trkanu ¢ Paznenena [lebenmaa Amalgatome MD, ¢ KOWTO ca TOCTaBeHH Te3W HHCTPYKIIUHU 3a paboTa.
Wudopmanusita B TO31 TOKYMEHT € IIpeaMeT Ha npoMsHa 0e3 u3Bectue. [Iposepere yebcaiita Ha Exsurco 3a Haii-
YeCcTHs IperJie]] Ha (@, WWW.eXSurco.com

JIO'BITHUTEIIHU KOIIUS HA MHCTPYKIMUTE 32 eKCIJI0ATalusl ca HATMYHU Ha HaIlMs yeOcaiT.

dusnyecko ChcTossHME

He paboTere ¢ 000pyABaHETO TIO/1 BIMSHUETO HA AITKOXOJ, JIEKAPCTBa MJIH JAPYTH BEIIECTBA, KOUTO MOTaT J1a YBPEIST
MpeleHKaTa, peIeKCUTe, 3pEHUETO WM KOOPIHHAIMATA. PaboTaTa ¢ yCTpOHCTBOTO, JOKATO € MOBPEACHO MOXE Ja
JIOBEJIC JI0 CEPHO3HO HapaHsBaHE Ha OMEPaTOpa U HA OKOJHHUTE HITH JIa MPHYUHH MOBPEIU HA UMYIIECTBOTO HITH
000pyIBaHETO.
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OO0yuenue

o Cucremara 3a Br3cranopsBane Ha Trkanu ¢ Paznencna [lebenmna Amalgatome MD e npennasHaueHa 3a ynotpeda u
MOIPHKKA CAMO OT 00y4YeHH MPO(ECHOHAIICTH, KOUTO Ca 3aM03HATH C yroTpedaTa U MPHII0KEHUETO .
[IpenopbruBa ce CHIIHO BCHYKU TIOTPEOUTEINHN J1a Iperie/iaT 00yIUTEITHOTO BUuaeo Ha Amalgatome MD u o0yueHueTo
10 TOKYMEHTH.

Oo6opyaBane

e Crnen crepunu3anys He IOTONABAWTE HHCTPYMEHTA B TEYHOCT 3a oxJaxaaHe. OxJagere 4pe3 eKCIo3UIMs Ha cTaiiHa
TeMIeparypa Wil MOKPUITE ChC CTylIeHa CTePHIIHA KbpIIa, JOKATO € IOCTATHhYHO XJIAJHO 33 JOKOCBaHeE 3a ynorpeoda.

e (OOpabortere cuctemata Amalgatome MD camo BeqHBX B CTEPHIN3AIMOHEH IIUKBII CJIEA BCsAKaA yHOTpeoa.

e OTroBOpHOCT Ha BalIETO 3aBEJICHUE € Ja CIIeABATE MPOLelypaTa 3a mpepaboTKa, BKIIOUUTETHO PECYPCUTE,
MaTepHaiTe U MePCOHANa, KOUTO ca MOAXOISIIH 32 ]a C€ IIOCTUTHAT HEOOXOAUMUTE Pe3yNTaTu. AKO MPeII0KEeHUTE
METOAM Ha MMOYUCTBAHE, Ae3NH(EKIMS U CTEPUIN3ALUS HE CE U3IO0J3BAT, HOTPEOUTEIAT € ATbXKEH Ja Baluaupa
IpoleaypaTa CH 0 CbOTBETCH HAYHH.

e [IpousBoaUTENAT HE TOEMa OTTOBOPHOCT Ca BCSIKAKBU HEOTOPU3HMPAHU MTPOMEHH B ONIEpaTUBHUTE MPOLEAYPH HIIH 32
HEOTOPHU3UPAHH IPOMEHH WM U3MEHEHUs HAlIPAaBEHH B IM3aiiHa HA MHCTPYMEHTA HJIH 3a BCAKAKBO (pabpuaHO
HMHCTaIMPaHo 00opyaBaHe 3a 0€30MaCHOCT, HE3aBUCUMO AajIH TE3U IPOMEHHU Ca HallpPaBeHU OT MIPOU3BOIUTENS Ha
000pyIBaHETO, CITY>)KUTEIUTE WM JIOCTABUUIIUTE HA YCIYT'H, KOUTO He ca ojo0peHu jgocera ot Exsurco Medical.
BcesikakBu HEOTOpHU3MPaHU IPOMEHH 11I€ OTMEHSIT rapaHIusTa.

e [IpaBuiHaTa MHCTaNALMS € U3KIIOYUTEIIHO BaXKHA, 32 1a CE NOCTUTHE MAaKCUMAaJIHA €(pUKACHOCT, KAKTO Ha
m3nomBanara Cucrema Amalgatome MD, Taka u Ha onieparopa. HenpaBriiHata wHCTaIanus MOXe /1a TIOTIPeYHr Ha
IBIDKEHUATA HA ONEpaTopa M Ja MPUYMHU HEXeJJaHO M3HOCBAaHE WM MOBpeia Ha 000pYABAHETO.

e Bcska ynotpe0a 3a IpUIIOKEHUS, Pa3IMYHU OT T€3H, 32 KOUTO HHCTPYMEHTHT € NpeIHa3HauYeH U KOHCTPYUPaH, HO
MO’K€ Ja TOBEJIE JI0 TeXKKU HapaHsIBaHUs

e Huxkora He cBbp3BaiiTe PpkoxBarkata Amalgatome MD kbm M3TOuHUK, pasznudeH ot 3axpanBaneTto Amalgatome
MD. Ts e cienupuIHO TPOCSKTHPAHA JIa ONITUMHU3UPA paboTaTa Ha HHCTPYMEHTA.

e Huxora e uznomssaiite 3axpanBamiy Kabenu nin 3axpaHBaHe 3a IpyT HHCTPYMEHT WJIM HHCTPYMEHT. Toii e
npeIHa3HavYeH 3a padoTa cneruduuHo camo ¢ Amalgatome MD.

e Huxkora He cBbp3BaiiTe Crino6sBanero 3a I'maBa Amalgatome MD kbM M3TOUHHK, pa3jindeH oT PbrkoxBaTkarta
Amalgatome MD.

e Bunaru npoepsiBaiite 1s71aTa cucTeMa npeau ynorpeoa.

Cnomarareanu U3neaus

e [Iponykrute Ha Exsurco ca npenHazHaueHH CieMUPUYHO U MPOSKTHPAHU CaMo 3a YIoTpeda ¢ akcecoapy 1
KOHCYMAaTHBH 3a €AHOKpaTHa yrnoTtpebda Ha EXsurco.

e AxcecoapuTte, IpOEKTHUPAHHU OT IPYTH MPOU3BOIAUTEIH, HE ca TeCTBaHH OT EXsurco u He ce mpenopbuBaT 3a ynorpeda
C HAIIUS MPOIYKT.
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PaboTa

TpsioBa na ce Hocu Jlnuno 3ammtHo O6nekio (JI30) u aa ce ciieaBa MPOTOKOJIA HA 3aBEICHUETO.

He n3nomn3Baiite TO31 HUHCTPYMEHT B 3aCTOsJ1a BOJA.

AKO B 1a/ieH MOMEHT HHCTPYMEHTHT HE M3k A 1a QYHKIHMOHUPA, KAaKTO € MpeTHa3HauYeHO WIH JEeMOHCTpUpPa
M3pa3eHH MPOMEHH B paboTara cu, TpsiOBa He3abaBHO Ma Ob/Ie H3KIIOUCH, pa3KaveH 1 Aa Obe OTHECEH B 30Ha 3a
BpbINaHe/ OTpe/esieHa OT 3aBeJCHNEe 30Ha 3a BpbIllaHe Ha EXSUrco 3a mHCTIeKITusl.

[IpogpmxuTeTHaTa WM MHOTOKpaTHATa yIIOTpeda Ha pa3IndHU EIeKTPUIECKA HHCTPYMEHTH C TOJIEMH BHOpaIlny, ce
Mpearonara, ue TOMPHHACS [0 OlpeielieHa CTETeH, HapYLICH!S Ha KUTKaTa Wi IPESIMHUIITHALATA TIPH MOAATINBI
WHAWBUAN. AKO HACTBIIM MPEKOMEpHA BUOPAIHs, TOBA € MHAMKALMSL, Y€ IMa N3HOCEHU YacTH, KOUTO UMAaT HYXJa OT
3aMsHa.

Axo Cucremara Amalgatome MD pasBue HeoOngaitna BuOparus, Bmkre Otcrpanssane Ha HensnpasHoctu. Ako
TOBa HE pa3pelIr npodiema, BbpHeTe Ha EXSUrco 3a MHCTIeKIusl.

OcTtpuerara MoraT J1a IpeAn3BUKAT HapaHsIBaHE OT Mops3BaHe. bbeTe H3KIMOYNTETHO BHUMATEIEH, KoraTto paboTure
C TiX.

3a 1a nzberHere TUYHO HapaHsBaHE, BUHATH pa3kadaliTe 3axpaHBaius KaOel penun 1a HHCTaaupaTe / OTCTpaHsBaTe
Octpue 3a EnnokparHa Ynorpeba, pasrio0sBaTe / crio0sBaTe, OTCTpaHsIBaHE Ha HEM3MPABHOCTH WJIM IIOYMCTBAHE.
Octpuerara 3a EnHokpaTtHa YrioTpeba Ha Amalgatome MD ca camo 3a eqHOKpaTHa ynorpeba. He m3non3saiite
MOBTOPHO M HE CTEPUIIN3UPAKTE.

Wznon3BanuTe OCTpH MpEeAMETH ca 3aMbpPCeHN. MOXKe Jja HaCThITH 3a00JsIBaHE B pe3yNITaT Ha KOHTAKT HIJIH
yBpexnane. M3xsbpiere Octpuerata Amalgatome MD B koHTeliHep, KOHTO € ycTOWYMB Ha MpoOuBaHe, 3a
OouonoruuHo onacHu octpu npeameTu. Bixre AORN, CDC, OSHA wiu MeCTHUTE CTaHAapTH, KOUTO TOCTaBAT
OpPTraHM3AIMOHHHA HACOKH 32 pab0Ta M U3XBBPIISTHE HA OCTPH IIPEIMETH.

Hsma napyro octpue, KoeTo a Moxe Aa 0bJlie U3MoJ3BaHo ¢ uHCTpyMeHTa. Camo yact Homep X100457, Octpue 3a
Enrokparaa Ynorpeba e omobpeHo 3a yrnotpeda ¢ Amalgatome MD.

YacTtu 32 3aMecTBaHe

Uznon3eaiite camo yactu 3a 3aMsiHa, ipou3BeneHu ot Exsurco Medical. Yrorpebara Ha 3aMecTBaIlM pe3epBHU YaCTH
11e aHyJIMpa TapaHIusaTa ¥ MOKe Jla IPUYNHN HapaHsBaHEe Ha ONepaTOPUTE U TIOBpeJa Ha 00opynBaHeTo. Brkre
[Tpunoxenue b 3a cUCHK ¢ HATMYHY YacTH.

VYnorpebara Ha 4acTH, pa3IMuHM OT TE3H, KOUTO ca npeaoctaBenn or Exsurco Medical Moske 1a mpuauHu
3akirouBane Ha OCTpHETO, KOETO J1a I0BejIe 10 HeOe30macHu ycioBus Ha pabora. Binkre [Ipunoxkenue b 3a cimcobk ¢
HAJIMYHH YaCTH.

Exsurco Medical He mpriema OTTOBOPHOCT 3@, KAKBUTO U J1a € OWIJIO HEOTOPU3UPAHHU ITPOMEHH B ONIEPATUBHUTE
MPOIEeTypH WX 32 HEOTOPU3UPAHH MTPOMEHH HJIM U3MEHEHUS], HAIIpAaBEHH B IM3aiiHa Ha MalMHaTa wii padpudHo-
MHCTATMPaHO 000pyIBaHe, M0 3aBEICHUE WU 110 MPEJI0CTABEHH YCIIyTH, KOUTO HE ca 0100peHH npeau oT EXsurco
Medical. ToBa e oTMEHU rapaHIUsTA.

Pa3zun

To3u npoyKT MOXe Jja BU M3JI0KH HA CyOCTaHLIMH, BKIIOUYUTEIIHO OJI0BO, 32 KOETO € M3BECTHO HA IaTa
Kamudophusi, ye npuurHsIBa pak v BpoAEHH Je(QEKTH WU JPYTH PENpPOIYKTUBHH yBPEKJaHUs. 3a ToBeYe
nHpopmanus otuaere Ha “www.P65Warnings.ca.gov”.
To3u uHCTpYMEHT OTroBaps Ha yact 15 ot nmpaBmiara Ha FCC. PaboTarta e nmpeaMer Ha ClIeAHUTE JIBE YCIIOBUS:

o YpenbT Ha HE IPEIN3BUKBA OITACHU HHTEP(EPEHIINH.

o Ypenst TpsaOBa 1a moemMa HHTEpQPEPEHLIMHI, KOUTO MOTAT Aa AOBEAAT 10 HexKesnaHa padora.
Topa obopyaBane e uactpymeHT oT Kitac A, I'pyna 1. Amalgatome MD He e npefiHa3HaueH 3a JoMaiiiHa yrnorpeda u
W3I10J13Ba MPOBOIMMO CBBP3aHa PaJr0-ueCTOTHA EHEPrHsl, HEOOXOAMMa 3a BETPEIIHO (yHKIIMOHUPAHE.
PaGorara nHa Amalgatome MD Moske J1a ObJie BIIOIIICHA OT HATMYUETO Ha JIPYTH aKTUBHH EJIEKTPHUYCCKH YPEJIH.
CucremaTta Amalgatome MD e nojxo/sia 3a U3M0JI3BaHE B OCHOBHA €IIEKTPOMArHUTHA CpeJia.
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PazomakoBane u Crioo0siBade

HNucnexkuust Ha UHCTpyMeHTa

e Cnen karo nonyunute Cucremara Amalgatome MD, npoBepeTe 3a BRHIIIHY PU3HAIIM Ha yBpexkaane. 3anazere Kyrusra
3a TpaHcmopTHpaHe, 3a J1a TocTaBUTe MHCTpyMeHTa Ha Exsurco Medical 3a pemoHT. 3aapbKTe Hemus OnakoBbUeH
MaTepuai, JOKaTo ChIbp)KaHWETO Ob/e TOTBBPACHO U Ob/Ie IPOBEIeHA IPOBEPKA HA paboTaTa. AKO HHCTPYMEHTHT € Oni
MOBpeieH, CBbpXKeTe ce ¢ EXSUrco 3a madopmanus 3a OTopu3anus 3a BpbllIaHe.

Crepuwinsanust Ha CbAbpPKAHUETO

e Hosure u mnon3Banu Cuctemu Amalgatome MD TpsiOBa ga Ob/1aT BHIMATETHO 00paOOTEHU B CHOTBETCTBHUE C
WHCTPYKIMUTE 32 pasrio0sBaHe, MOYUCTBAHE M CTEPHIM3AIINS, KOUTO ca PEJIOCTABCHH B TOBA PHKOBOJICTRO.

e CucremuTe Ce PEAOCTABAT BU3YATHO YHCTH, HO HE ca MPeJHA3HAYCHH 3a HOBA cTepuiu3anus. KiimeHTsT e
OTrOBOPEH 3a MOYKMCTBAHETO U CTEPUIIM3AIIMATA HA CUCTeMaTa peau ynorpeda. Bukre pasaena 3a Pasriabsiae,
IMouncreane u Ctepunuszanys.

HacrpoiiBane Ha PprkoxBarkara u Criiooka na I'maBara

CucremaTta Amalgatome MD me 6b1¢ [OcTaBeHa, KATO OCHOBHUTE KOMIIOHEHTH Ca HHIMBHYATHO [TOCTABEHU B
coOcTBeHu oTneneHus B TpancrnoptHarta Kytust. Cieq kato Obaar noiyueHu, orkadere [Ipbcrena 3a @ukcupane Ha
Octpueto ot Criobkara Ha ['maBara 3a crepunmsanus. Buoxre pa3aena 3a Pasrnabsuae, [louncrBane n Ctepunmzanysi.
Koraro ycTpoHCTBOTO € CTEpHIM3UPAHO ¥ TOTOBO 3a yrotpeda, orBopere Tabmata 3a Crepmim3anus, KOSTO ChAbPXKa
Amalgatome MD B cTepuiHOTO 10JI€, 32 Ja IPUTOTBUTE HACTPOIBAHETO Ha MpoaykTa. OnepaTopsT 1Ie TpsOBa Ja criaodu
PwroxBatkara u CriioOkata Ha ['naBara, 3a 1a paboTu ¢ HHCTpYMEHTA.

1. BwnBeaere 3n0uaTus kpaii Ha PrkoxBaTkara B Kopiyca
Ha pamarta Ha IJ1aBaTa Ha HHCTPYMEHTA, KaTo ce
MOTPUKUTE 12 IPUPABHUTE KIIFOYA U THE3IOTO.

2. Karo nmppxute PrkoxBaTKaTa B H3MPABEHO MOJIOKECHUE
(mocokaTta e mokasaHa Mo-0J1y) 3aTeTHETe Ha pbKa
3axrouBamoro Komue, gokato crpe.

3AKJIIOYBAIIIO KOITYE

PN#: X101809 Pes. C Crpanuna 11 ot 47



HNucrananusa Ha Octpue 3a EqxHokpaTHa Ynorpebda

1. Hacrpoiite JIbn6okomepa Ha 0.000 mpenu ga uHCTAIMpATE
€THOKPAaTHOTO OCTpHE.

2. 3aBbpTeTe JOCTAa HA HHCTPYMEHTA HAJI0ITy, CJIe]] TOBA IIOCTABETEe
Octpuero B Kopiyca Ha pamara. CienBaiiTe IpOTOKOJIa Ha
3aBEJICHUETO 3a OTBapsHE U MocTrassine Ha Octpuero B Pamkara.
3aBBbpTETE JEKO OCTPUETO, 32 J]a OCUTYPUTE MIPABIIHO
pasnosaraHe ¥ aHraxupaHe Ha 3p0uTe.

3. Tocraere 3akmousammus [Ipscren Ha OcTpreTo B Kopiryca Ha
pamkara, KaTto IpUpaBHUTE BUHTOBETE C OTBOPHUTE HAa BUHTOBETE BHPXY KOpITyca Ha paMKaTa. 3aTerHeTe,
Taka e j1a ce puKcupa, kato u3nonssare npepocraseHara orseprka. SABEJIEZKKA: He 3arsraiite
npekoMepHo BUHTOBeTe. [ImbTHO 3aTternato okono npectute. SABEJIEKKA: Tpure (3) dukcupamy BiuHTa
TpsiOBa J1a OCTaHAT 3aXBaHATH B 3aKJIIOUBAIINS NPHCTEH HAa ocTpreTo. He oTcTpaHsBaliTe BUHTOBETE OT

3aK)'IIO‘IBaH.II/I$I IPBHCTEH HA OCTPUETO.
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3axpanBane Amalgatome MD

1. TlocraBere 3axpanBaneto Ha Amalgatome MD BbpXy Maca WM KOJIMYKa U3BBH CTEpUIIHOTO nofie. [IpoBepete
Jany 3axpaHBaHETO € BbPXY CTaOUIIHA, PaBHA, CUTYpHA IIOBBPXHOCT, 3a Ja IPEJOTBPATUTE MaJaHe Ha M0Ja.

2. BHumamaiiTe nga He abpriaTe Ka0eyna B OIBHATO
MIOJIOJKEHUE, 32 J1a PEJOTBPATUTE M3ITYCKaHETO Ha
ycTpoicTBOTO. TO MOXKe na Oble MOKPUTO ChC
cTepuiieH yapiiad), HO TOBa HE C€ U3UCKBA.

3. Csbpxere 3axpanBamus Kaben Ha 3aXpaHBaHETO
KBbM IPEITICAHOTO HANPEKEHUE BbPXY TIACTHHATA
ChC crierupUKaIIH.

4. 3axpamBaHero TpsgOBa gHa ObOe  3a3eMEHO.
W3znon3gaiite camo nocraBenus 3axpansaiy Kaben.
[Iposepete nanu [IpekscBaubT Ha 3axpanBaneto ¢ B mo3unus "M3KIIFOYEHO" (0).

Cebp3Bane Ha 3axpaHBaHeTO HAa Amalgatome MD
kbM 3axpanBamus KaGea na PbkoxBaTkara

1. Orcrpanere 3amyTHATa Kanadka oT Kpas Ha PpkoxBaTkara Ha
3axpaHBalys Kabel U s BKIIoUeTe B Kabeaa Ha 3aXpaHBaHETO
KaTo MPUPABHUTE YEPBEHUTE TOUKH.

2. 3apbprere [IpekbcBaua Ha 3axpaHBaHETO HA MO3UIIUS
"BKIIFOYEHO" (I). Cucremara Amalgatome MD e rotosa 3a
ynotpeba.
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Nucrpykiuu 3a PaboTa

Hacrpoiiku Ha /[ba06okomep

JBp100KOMEPHT TI03BOJISIBA HA TOTPEOUTEIIS J]a KOHTpOJIMpa ebenuHara Ha koxkaTa. Hactpourte neidodnHaTa 10
JKenaHaTa Jiebenuna, kato 3apbpTute Komuero 3a HactpoiiBane Ha Jbinbounnara. Hactpoiikute Bbpxy Komuero 3a
HactpoiiBane Ha /[pn00ounHaTa, moka3BaT cThIKK Ha okausane ot 0,001 waua (0,0254 mm) u e moKpusT 00XBaT OT
0,005 unua no 0,040 uaua (0,13 mm g0 1,02 mm).

JbnookomepsT Amalgatome MD e npennasHadeH qa uma ¢yakiponaneH ooxsar ot 0.000 urua no 0,045 unya (0.00
mm g0 1,14 mm). Axo npenopr4aHuTe HACTPOIKH 3a ABIOOYMHA HAa BH3CTaHOBABaHETO 3a anorpadt ca 0,005 uxua 10
0,040 nrya (0,13 mm go 1,02 mm). Be3cranoBsBane B 00xBart Ha apioognHata ot 0,005 naga mo 0,040 waya (0,13 mm
1o 1,02 mm) ocurypsiBa TOYHOCT Ha KOKHUS aiorpadr, KbM HacTpOHMKHUTE OoTpa3eHu Bhpxy Komuero 3a Hactpoiika Ha
Jbnoounnara. Bunaru HactporiBaiite JIbiiookomepa Ha 0,000 mpeau na MHCTAIMpaTE WM MPEMaXHETe SAHOKPATHOTO

ocTpue.

3ABEJIE/KKA: OTroBopHOCT Ha IOTPEOUTEIS € Jia ObJC MPABIITHO
oOyuen. Tps6Ba na pa3oupare HacTpoiikute Ha J{pi0okomepa u aa
3Haete, ue Komuero 3a Kontpon Ha J[bi10ounHaTa, KOHTpOIUpa
nebenmHaTa Ha KOXKHUS anmorpadr.

AxTHBHpaHe Ha Amalgatome MD

1. Tlocrasete [IpexbcBaua Ha 3aXpaHBAHETO HA -q

nosuims "BKIIFOYEHO" (1).

2. Koraro cre rotoBu aa paborute, HatucHere "Jloct
3a AktuBauus" Hajgoiy Bepxy Apwxkata. ToBa
11e npuBeae HHCTpyMeHTa B pexkxum "['OTOB".

3. Hoxaro "JlocTpT 3a AKTHBUpaHe" € HATHCHAT U ce
3aabprka 37paBo, HaTHCHETe "byToHa AKTHBaIMUs"

pa3mnoiokeH BbpXy Kpas Ha PpkoxBaTKara 10
3axpanBamus kabesn. Tosa me Hakapa Octpuero
Jia ce BBPTH.

3ABEJIE/KKA: Ako HHCTPYMEHTBT HE ObJIe aKTUBHPAH B paMKuTe Ha 4-7 cekyHau, JIocTsT TpsOBa 1a Obie
0CBOOO/ICH M aKTHBHPAH OTHORBO, 3a Ja ce pectaptupa Oposiua "T'OTOB". Tosa ¢ 3a nenute Ha 0€30IaCHOCTTA U
HE MO3BOJISIBA MHCTPYMEHTHT Jia Ob/Ie CIIy4aiiHO aKTUBUPAH, ako ObJIe TOCTABEH C JIOCTA HAJIOMY.
OcB00OX/IaBAHETO HA JIOCTA III¢ ICAKTHBUPA HHCTPYMCHTA.
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Bb3cranoBsiBane Ha KoxkeHn Asorpadr

Boaeuw Pbvb

1. OsnaxkHeTe MICTOTO Ha KOXKHUS rpadT HA JOHOpA
ChC CTEPHIIHO MUHEPAIHO MAcJIO, 32 1a HAMAaJIUTe
Bi1ayeHeTo Ha OCTpUETO Mpe3 ThKaHTa.
3ABEJIE/KKA: Mma Brpages wrea oT 15° B
Jpwxkara, Taka ye oneparopa Jia He TpsiOBa aa
3agpprka CriaoOkara Ha ['maBata Ha Amalgatome MD
O[] BI'bJ, 32 1a Bb3CTAHOBHU KOXEH ajorpagr.
3ABEJIE/KKA: NHCTpYyMEHTHT peke ChC 3aTHUS
pB0 Ha octpuero. Karo HaTHCHeTe Hafoy BOAEIIOTO

[NMocoka Ha PAzaHe

OCTpHE TOBa MOXeE J]a I0BEIE A0 TIOBIUTaHEe Ha

pexenus p’b6 HU3BBH KCIAaHOTO MACTO Ha

BB3CTaHOBABAHC.

2. TlocraBere ['maBata Ha MHCTPYMEHTA B XKeJlaHATA
Ha4daJIHa TOYKa, KaTO U3II0I3BATE JIEKO HU3XOAAIIO0
HaJIsIraHe, 3a Jia rapaHTUpare, 4e PexXenusaT ppo Ha
OcTpureTro moaabpka KOHTAKT C MSACTOTO 3a
BB3CTaHOBsIBaHe. HeoOxoanum e camo Jiek HaTHCK

3. Bexmnbx cien KaTo psA3aHETO 3aMl0YHE, TPUABIKETE
I'maBata Ha MHCTpyMEHTA B XeJlaHaTa 10COKA.
[Mopnwpxaiite crabuiHa CKOPOCT, 3a 1a OCUTYPHUTE
KEJIaHUTC Bb3CTAaHOBCHHU I[C6€.]'II/IHa 1 IHUpUHA Ha

rpadra.

4. Twi karo axorpadThT Ha KOXKATa CE TOSABSIBA OT

['maBaTa Ha MHCTPYMEHTA, CIIETHUTE BH3MOKHOCTH
Morar Jia ObJaT U3MOI3BaHH, 3a Ja ce choepe
Bb3CTaHOBEHHS IpadT.
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BBH3MOKHOCT #1: OcraBere KOXHHAT aorpadT Ja JEKHU YCIIOPETHO Ha MICTOTO Ha Bh3CTaHOBsiBaHe. Koraro
BB3CTAHOBSIBAHETO OBbJE 3aBBPIICHO, MOBAUTHETE [ TaBaTa Ha HHCTPYMEHTa OT MACTOTO. IloBaurHeTe rpadra Haganed u
r'0 TIOCTaBeTe B MOAXOISAIINS KOHTEHHEp 3a cChOnpaHe.

BB3MOKHOCT #2: Uznon3saiite dopiierc, 3a 1a NIOBAUTHETE BHUMATEIHO KOXKHHUSAT ajorpadr, J0KaTo ce MoKa3Ba OT
rliaBaTa Ha MHCTpyMeHTa. He pasraraiite u He abpraiTe rpadra.

5. Tlomuraere ['maBaTa Ha MHCTpYMEHTA OT MSICTOTO Ha B3CTAHOBSIBAHE, CJIE]] KATO € IIOCTUTHAT YKeJIaHus rpadr.
6. IloBTOpere CTHIIKHTE IOKATO Ca BH3CTAHOBEHU BCHUKH JKellaHU rpadToBe.

7. Cren 3apbplIBaHe Ha MpOIEAypaTa BIXKTe pasjena 3a Pasrnobssane, [lounctBane u Crepunnzanus.
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Ilogapexka u MHCTIEKIIUA

Amalgatome MD Cnucbk 3a [IpoBepka u UHcniekuust

v
v

v

[IpoBepeTe cucremara npenu Besika yrnorpeoa.
He ce onmrBaiite 1a pa3rino0sBaTe niu oBlIakHsABaTe PpkoxBaTkaTa. ToBa e ¢pabpudHO 3armedaTano yCTpOMCTBO.

[TpoBepeTe 3a mpops3BaHKS WK MPOPE3U HA H30JANMITA Ha Kabena Ha PrkoxBaTkara oT HempaBmiiHa padota. He
M3M0JI3BaiiTe, aKO MMa TPOPE3H I TPOPS3BAHHS.

ITpoBepeTe HHCTPYMEHTA 38 MEXaHHYHH Ie(EKTH, KOUTO MOTAT Ja MOBJIHSAT HAa paOOTHUTE XapaKTEePHUCTHKH HITH HA
oOpaboTkara.

[IpoBepeTe neiicTBUETO HA JABIKEIIMTE CE YaCTH, 32 JIa OCUTYPHUTE TJIajKa padoTa B paMKUTE Ha PeIHA3HAUYCHUS
00XBaT Ha IBIKEHHUETO.

[IpoBepere, 3a na rapanTHupare, ye [Ibpn06okomepbT Ha CriioOkara Ha riaBara He € CBaJICHA M0 HAKAKBa MPUYMHA. AKO

ObJIe pasriIoOeH ToBa, Ie TIOBJHAEe Ha CIOCOOHOCTTa Ha MHCTPYMEHTA Ja peke Npu ciennuduyHara aedennHa Ha
KO’kKaTa Ha JIOHOPA.

Jla He ce U3M0iI3Ba ako ce 3a0enexHu MoBpe/a I U3HOCBaHEe, KOUTO MOraT Jja KOMIpoMeTupaT (yHKIIHOHUPAHETO Ha
cucremara,. BepHere Ha EXSUrCo 3a mpersien 1 peMOHT.

3axpanBane Amalgatome MD

v
v

v

ITposepete nmpenu Besika ynorpeoda.
He ce onmutBaiite na pa3rino6sBate 3axpanBaHeTo. ToBa e (haOpU9IHO 3amedaTaHO YCTPOUCTRO.

Bunaru nposepsiBaiite 3axpanBamust Kabern 3a pa3pesu u mpoLeny B U30JalusATa Ha kabena oT HellpaBUIHa
ynotpeba. He nsnomnssaiite, ako nMa Ipope3n WIH MPOPSI3BAHISL.

He ce onmrBaiite 1a HacTpouTe MK Aa peMOHTHpaTe 3axpaHBaHeTo. [la He ce U3MoI3Ba, ako ce 3a0ereku oBpena
WM U3HOCBaHE, KOUTO MOTaT /1a KOMIPOMETUpaT (pyHKIIMOHUpaHeTo Ha 3axpaHBaHeTo. BepHere Ha EXSUrco 3a
nperyies ¥ peMOHT.

He ce onutsaiiTe 1a oTcTpaHUTE Kalaka OT 3aXpaHBaHETO. AKO HaIlpaBUTE TaKa, TOBA MOJKE J1a IOBEJE [0 U3/laraHe

Ha KOMIIOHCHTUTEC, KOUTO C€ CYUTAT 3a OIMACHU 34 ’KUBOTA IMPU BKIOYBAHC HA 3aXpPAHBAHCTO B KOHTAKTa Ha
3aXpaHBaHETO.
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PBKOBOICTBO 32 OTCcTpansBane Ha HensnpaBHoCTH

Tosu pa3deﬂ onucea 06%[(17’1’161 UHd)OpMalﬂ/l}Z 3a omcmpani6aHe Ha HeusnpaerHocmu, 6KAI0O4YUMENIRO peuLeHUs
Ha nomerHyuaiHu np06ﬂeMu.

Wsznon3paiite ciegHnTE CTHIIKK HA OLIEHKA, 32 1a TIOTBBPANTE MpaBuiIHaTa pabota Ha Cucremara 3a O0paboTka Ha
Tokanum Amalgatome MD. Ako ycraHOBHTE TIpoOJIeM ¢ HIKOH OT Te3W KOMIIOHEHTH, HE M3MOI3BalTe CUCTEMAaTa; BEPHETE
st Ha EXSUrco 3a cepBu3HO 00cmyBaHe. 3a TOMBIHATETHA HHOpMAIHsI, BIKTe pa3zaena 3a ['apanmus, CepBU3HO
O6cnyxBane u Bppiane.

EXsurco cplio Taka npeanara moapooHa Buaeo OMOIHOTEKa, KOSITO ChaAbpka HHPopMaIHs 3a padoTa U OTCTpaHsBaHE Ha
HEU3MPAaBHOCTH CTHIIKA 1O CThIIKA. TO3M MHCTPYMEHT 32 00y4eHHe ce Ipe/iara OHIaiH Ha
https://www.exsurco.com/amalgatome-md-training-instructions/.

IIpo6aem Bn3Mmoxkno Pemenue

o [[poBepere Bpw3kuTe Ha 3axpanBamus Kaden

o Izximouere 3axpanBanero M3KJIFOYEHO (O) 3a 10 cexyHam u
3axpaHBaHeTO He padoTH: ciiest Toa ro mycHere otHoBo BKJIKOYEHO (1)
e [IpoBepete 3axpanBaHeTo 3a uzropsui Ilpennasuren
e BrpHere 3a cepBU3HO 00CITyKBaHE
e [IpoBepete manu OcTpuero nacsa
e [IpoBepeTe Bpb3KaTa Ha PhKoXBaTKaTa KbM 3aXpaHBAHETO
e Onuratite ¢ apyro Octpue Amalgatome MD
e BupHere 3a cepBHU3HO 00CITy>KBaHE
e [IpoBepeTe 1anu BCHYKU CBPBH3KH Ca HA MACTO U AU
3axpanBareto ¢ "BKJIFOUEHO" (1)

PnroxBaTkaTa HAMa aa ce e OcB00O/IETE U BKIIFOYETE OTHOBO JIOCTA 32 AKTUBUPAHE, KATO HATUCHETE
BKJIIOYH OyTOHa 3a aKTUBHpAHE B PAMKHUTE Ha 5 CEKYHIM OT IOBTOPHO aHTKUPaHE

e [IpoBepeTe HHCTpYMEHTA 32 Je(eKTH
e BrpHere 3a cepBU3HO 00CITYKBaHe
e [IpoBepere Bpb3KaTa Ha PrKoXBaTKaTa KbM 3aXpaHBaHETO

o OBJIa)KHETE MSICTOTO Ha BH3CTAaHOBSIBAHE C MHHCPAIIHO MACJIOo, 3a 1a
IIOHM>KHUTEC BJIAYCHETO Ha OCTpI/IeTO IIpE3 ThbKaHTa

¢ BrpHere 3a cepBU3HO 00CITyKBaHEe
Octpuerto He naca B Kopmyca e Onmraiite ¢ npyro Octpue Amalgatome MD

PbkoxBaTkaTa He padoTu:

Pa6orara e "TBBpaE OaBHA'

Ha Pamkara e VBenomere Exsurco Medical

OcTtpueTo pe:xe JIOIIO e Onuraiite ¢ apyro Octpue Amalgatome MD
3axmouyBamuar [IpbeTeH Ha e [IpoBepere yacTuTe 3a NeQeKTH

OcTtpuero He nacBa Ha e BhpHeTe 3a cepBU3HO 00CTyKBaHE
Kopnyca na Pamkara

Buopanus ¢ BrpHeTe 3a cepBU3HO 00CTyKBaHe
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http://www.exsurco.com/amalgatome-md-training-instructions/

3amsina Ha IIpeanasuresn Ha 3axpanBaHeTo Ha Amalgatome MD

1.

[Ipemectete [IpeBKirouBaTENs HA MO3ULIUS
"U3KJIFOYEHO" (O) u u3kitouere
3axpaHBaHETO OT KOHTAKTA.

Paskauere 3axpanBamus kaben Ha PpkoxBaTKaTa
0T 3axXpaHBaHETO.

Paznonoxere Jppxauute Ha [Ipeanazurenure
(2) mon Bxonsmus nopt Ha 3axpansaniyst Kaden
B 3aJlHaTa yacT Ha 3axXxpaHBaHETO.

BbBenere muocka OTBEpTKa B THE3I0TO 3a
[bpkaya Ha [Ipennasurens u 3aBbpTETE B
Mocoka oOpaTHa Ha YaCOBHMKOBATA CTPEJIKa,
Jokaro /Ispxaya Ha [Ipennaszurens U3CKo4u OT
3axpaHBaHETO.

M3pepnatite [pennaszurens ot [Ibpkaya Ha
IIpennazurens.

BXO/JIEH TIOPT HA
3AXPAHBAIL KABEJI

MPEJNA3U
TEJI 2)

~

e

_~pe

JABbPKAYU 3A IPEAITABUTE.JL

=
&

JKHUIATA B IPEAITASUTEJISA E CHYIIEHA

MIPEOITAZUTEJL

[IpoBepere u aparta [Ipeanasurens, 3a 1a BuaAUTE Aajiu ca usropeiu. [loTebpaere, ue MHOTO (hMHHATA KHIIA B

KyTHUdATa Ha ONpEeANna3suTeIda € CHyIcHa.

[Mocrasere HoB IIpeanasuren (Yact Homep X100525) B abprkada Ha IpeANazuTes U HHCTAIUPANUTE B

3axpaHBaHeTo. BbpBenere miockara oTBepTKa B rHe340TO Ha JIbpskaua Ha [Ipeanasutens u 3aBbpTeTE B IOCOKA

06paTHa Ha YaCOBHHKOBaTa CTPEIIKa.
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PasrinoosiBane, [louncrBane u Ctepuamnzanus

IHoaroroBka Ha MsictoTo Ha Ynorpeda

e (CnenpaiiTe penopbUaHUTE MPAKTHKH "Msicto Ha Ynorpeba". Te3u npakTuku TpsOBa Ja BKIIOYBAT OMa3BaHETO Ha
WHCTPYMEHTA BJI2XKEH clie]l yrnorpe0da, 3a Jia ce MPeI0oTBPaTh 3aChXBAHETO HA 3aMbPCSIBAHUS M OTCTPAHIBAHETO HA
rpy0oTO 3aMBbpCSIBaHE OT TIOBBPXHOCTH, IIMAKU ¥ NIAPHUPHU/KOHTAKTHY MOBLPXHOCTH, BB3MOXKHO Hal-CKOPO e/
ymnotpeoa.

e Octpuerata ca CAMO 3a EJHOKPATHA VIIOTPEBA.

o Usxwbpiaere Exnokparnoro OcTpue B yCTOHYHMB Ha POOOXKIaHE KOHTEHHEP 3a OMOJIOTMYHO OMACHU OCTPH IMPEIMETH
C IMAPOK OTBOP (HampuMep 2 TaJIoHa C MMapHUPEH KaIlak).

Tpauncnopr no 3onara 3a O0padoTka

e TpsbBa na ce cna3BaT yHUBEPCATHUTE MPEANIa3HU MEPKH / IPOTOKOJIA Ha 3aBEJICHUETO 3a paboTa ChC 3aMbpceHu /
Ononorn4Ho onacHu Marepuain. CBegere 10 MUHIMYM BPEMETO TIPEIH IOYMCTBAHE.

Ipeanazuu Mepku npu Pasrioossane 3a Ocrpuero 3a EqxHokparna Ynorpeda
Amalgatome MD

1. Octpuerara MoraT Ja NpUYIMHAT HapaHsABaHe ¢ nops3BaHe! bbaere 3KIIOUNTETHO BHUMATENEH, KOraTo paboTuTe
c Tax. [1azere pouere naneu ot apuxernoro ce Octpue. Bunaru paskausaiite Kabena Ha 3axpaHBaHeTo npeau
uHCTanupane / orcrpansiBane Ha Exnokpatau Octpuera.

2. Ocrpuerara 3a Exnoxpatna Ynotpeba Amalgatome MD ca npeanasHaueHu camo 3a eTHOKpaTHa ynotpeba. He
M3M0J13BaliTe IOBTOPHO WM CTEPUWIM3UPANTE TIOBTOPHO

3. M3nom3BaHuTe OCTpHU NpEeIMETH ca 3aMbpceHH. Moxke J1a HacThIU 3a00MIBaHe B Pe3yJITaT Ha KOHTAKT WX
yBpexaane. M3xBbpiere B KOHTEHHep 3a OMOJIOTHYHO OMMACHU OCTPH MpPEAMETH, yCTOWYMB Ha poOuBaHe. BrkTe
AORN, CDC, OSHA unu MecTHUTE CTaHAAPTH, KOUTO OCTABSIT OPTaHU3ALMOHHU HACOKH 32 paboTa 1
W3XBBPJISHE HA OCTPH MPEIMETH.

4. Bunaru HactpoiiBaiite [Ipnb6okomepa Ha MO3UIHS, TP KosATo JuHeasa nocoysa 0.000 mpeau a ro MHCTanupare

uiu fa orctpanute Exaokpataoro Octpue.

o

He ce onmuTBaiiTe na pasriodsBare PrroxBarkara. ToBa e paOpuyuHO 3amedaTaHo yCTPOHCTBO.

6. He pasrnobsBaiite Crino0kaTa Ha riiaBaTa B IIO-ToJIsIMa CTETIEH OT TOBa Jia OTcTpanuTe 3akimouBamiys [IpbcTeH Ha
Octpuero u ocTpreTo 3a eqHoKpaTHa ynorpeda. CrioOkaTa Ha ri1aBaTa (C M3KIIOUSHHE Ha IPBCTEHA 32
3aKITI0YBAaHE Ha OCTPUETO) € BaJIMIMpPaHa 3a CTEPIIIU3AIS 1 e UMa HyX/1a OT (padpuiHa MOBTOPHA KanmuOpanus,
ako ObJie pasrioOeHa.

7. PaboreTe ¢ MHCTpyMEHTa BHUMATEIHO. AKO HAKOM KOMIIOHEHT Ha MHCTPYMEHTA O'bJIe M3IyCHAT WJIU IOBPEJICH,

BBPHETE IO Ha EXSUrCo 3a mperJes v norpaska.

Hpenynpexaenus 3a Pouno IlouucrBane

e 3ABEJIEXKKA: Ako ymioMeHaTUTe XUMHUKAIA U MAITUHKA HE Ca HAJTMYHH, MOTPEOUTENAT € 33bJDKEH J1a BAIUANPA
MPOLIEAYypaTa UM 10 ChOTBeTeH HaunH. OTrOBOPHOCT Ha MOTPEOUTENI € Jla TapaHTUPa, e mpoleaypara 3a
npepaboTKa, BKIIOUYHUTETHO PECYPCUTE, MATEPHAINTE U TIEPCOHANA, ca MOAXOISINH, 33 Ja CE€ IOCTUTHAT
HEO0OXOUMUTE PE3YITATH.

® 3ABEJIEXKA: Tps6Ba na ce cra3BaT yHUBEPCATHH MPEANIA3HA MEPKH OT LEIHS TEPCOHA, KOMTO paboTH ChC
3aMbPCEHH WIIM TIOTEHIINATHO 3aMbPCEHN MHCTPYMEHTH. TpsiOBa Aa ce Hocu TMYHO 3amuTHO 06mexno (JI30),koraTo
ce MaHUITyJIMpa Wi paboTH ChC 3aMbpPCEHU (FIIA TTOTCHIIMATHO 3aMBbPCEHH ) HHCTPYMEHTH.
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Ipenna3zuu Mepku 3a IlouncrBane/Crepuianzanusi

e Tabnara 3a CTepuiau3zanus ce CUUTa 3a MHCTPYMEHT 3a MHOTOKpaTHa ynotpeba. Toii TpsOBa na Obae mpoBepeH 3a
BUAMMO 3aMbpcsiBaHe U TpsiOBa na ObJe mouncTeH npenu ynorpeda. Ilouncrere ppuno. M3non3saiite eH3um ¢
HeyTpaiHo pH u mouncTBamy areHTH, Ipyu pa3pexIaHeTo 3a yrnorpeda u TeMneparypara, IpeaoCTaBeHH OT
MPOU3BOJUTEINSI HA TTOYMCTBAIINS areHT.

e He noGassiiTe Apyru KoMHoHeHTH KbM Tabnara 3a Ctepunuzanus. 30HUTE MpeJHa3HAYCHH 3a crelnpUIHN
KOMIIOHEHTH 1€ ChIBbPIKAT CaMO KOMIIOHEHTH, KOUTO ca crielu(pUIHO IpeIHa3HAuYCHH 32 Te3H 00IacTH.

e Ennokparnure Octpuera Amalgatome MD, mie 0b1aT U3XBBPISHUA B YCTOHYMB Ha Ppo00XKAaHE KOHTEHHED 3a
OMOJIOTHYHO OTIACHU OCTPH MPEIMETH C IIUPOK OTBOP (Harmpumep 7,6 TuTpa ¢ mapHupeH kamnak). Octpuerara 3a
enHokpaTHa yrnorpeba X 100457 Ha cucremara Amalgatome MD ce npoaBat CTepriIHU U TPEeJHA3HAYESHU caMo 32
eIHOKpaTHa yrnorpeoa.

e PaboreTe ¢ MHCTpyMEHTa BHUMATETHO. AKO HSIKOH KOMIIOHEHT Ha cucTeMara Ob/ie U3IyCHAT WK MOBPEACH, BEPHETE
ro Ha EXSUrco 3a mpersen u momnpaska.

e He o6paboTBaiiTe HUKOM KOMIIOHEHT HA CHCTEMaTa B aBTOMaTUYHA CHCTEMa 32 IPOMUBAHE WM B YITPa3BYKOB
MOYMCTRAI ypea. Bcuukn MHCTpyMEHTH TpsOBa 1a ObaT M3MUTH Ha PBhKA, 3a J1a CE OTCTPAHAT 3aMbPCIBAHUATA U
ocTaThLUTE.

e [IpoBepere nanu MHCTPYMEHTHT € Pa3KayeH OT 3aXpaHBaHETO Mpey Jla ro IOCTaBUTe B cTepuinzaTopa. He
nmoTonsiBaiiTe 3axpaHBaHeTO WM PrroxBaTkara.

e He crepunmsupaiite Ha mapa 3axpanBadeTo u 3axpanBanius Kaden. Toa 1ie mpuauHu MOBpeu Ha 3aXpaHBaHETO.

3axpanBane Amalgatome MD

1. Harucuere [IpeBkirouBatens 3a 3axpaHBaHe B TO3UIHS
"U3KIIFOYEHO" (0) u pa3kadyere 3axpaHBaHETO OT
€JIEKTPUYECKHSI KOHTAKT.

2. Paskauere PpkoxBaTKaTa Ha 3aXpaHBalllus KaOes OT
3axpanBaneto u nocrapere [louncrpama Kamauka Bepxy
KOHEKTOpa.

3ABEJIEXKKA: He noromnsiBaiite 3axpaHBaHETO.

3. HM3Obpiiere 3axpaHBaHETO € alIKOXOJ WJIH APYT Ie3WHPEKTAHT,
KOWTO € Oe30IaceH 3a HephK1aeMaTa CTOMaHa.

3ABEJIE/KKA: He nsnonssaiite OenuHa.
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Pasrno0siBane Ha Cucremara 3a MHOrokpaTrHa Ynorpeoda u orcrpansiaie Ha OcTpuero

1. TIposepere nanu 3axpanBamusat Kaben e Oun oTkaueH ot
3axpaHBaHETO.

2. IlpoBepere manu moumcTBamaTa Karadka € IOCTaBeHA BBPXY
KOHEKTOpa Ha 3axpaHBamys kaden Ha PpKkoxBaTKara.

3. Hacrpoiite /IpnbokoMepa Ha MO3HIUS, TPU KOSITO JTHHEAA
nmocouBa 0.000 mpenu na orctpanute Eqnoxkparaoto Octpue.

4. 3aBbpreTe JIOCTAa HA MHCTPYMEHTa Haxoiy. Pa3zxnabere
tpute (3) BUHTA, 32 Aa oTcTpanute 3axmousamys [Ipscren
Ha Octpuero.

3ABEJIE/KKA: Tpure (3) BunTta Tpsi6Ba 1a octaHat
3axBaHaTH KbM 3akmtouBamus [Ipscren na Octpueto. He
OTCTpaHsABaliTe BUHTOBETE OT 3akitouBamus [IpbcTen Ha
Ocrtpuero.

5. TloBauraeTe 3aKIIOYBAIINS MPBCTEH HA OCTPUETO OT
KOpITyca Ha pamara.

6. Orctpanere Octpuero 3a ExnokxparHa Ynorpebda u ro
U3XBBpJIETE B KOHTEIHEP, yCTOWYMB Ha MpoOoKaaHe 3a
OMOJIOTUYHO ONIACHH OCTPH IPEIMETH.

3ABEJIEXKKA: Ocrprerara ca 3a eJHOKpaTHa yrnoTpeoa.
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Pasriio0siBane Ha kopmyc Ha pama/PbKoxBaTka

1. Paskauere Bn3ena na I'maBata ot PrkoxBaTkaTa, KaTo
3aabprKaTe MHCTPYMEHTA U3MPABEH U BEPTUTE 3aKIIIOUBAIIOTO
Komnue HansiBo u cnen ToBa uzabpneate Bp3ena va ['naBara ot
PproxBaTtkara.

2. Orctpanere 3akmouBaioro Komue (1 3akmouBamara ["alika),
KaTo M3MOJ3BaTe MPEIOCTABEHUSI MHCTPYMEHT 3a pa3BHBAHE.

3ABEJIEXKKA: To e c ns1Ba pe3ba.
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HNucrpykuuu 3a Pouno IlouncrBane

1. Toxroreere HeyrpanHo pH unu Ge3onacexn
32 HUHCTPYMEHTA €H3UMEH MOYHCTBAII
pa3TBOp, B CHOTBETCTBHE ChC
crenupuKalyiTa Ha TTOYUCTBALIMS Pa3TBOP
Ha TIPOU3BOIMTEIIS.

2. Tloromere cneauure miect (6) KOMIIOHEHTA!
3akmrouBamo Komue, 3axmousaiiia I'alika,
Wnctpymenr 3a pazBuBane, OTBepTKa,
Brsen na ['maBa, 3akmrousamn [lprcTen Ha
Octpue ¢ pukcupaiiy BUHTOBE B
rmourcTBamus pa3TBop. OcTaBuTe 1a ce
HaKHCHE 3a TIOHe /1Be (2) MUHYTH TIPETu 1a
T'Yl U3BAJIUTE.

3. Karo u3non3eare kppna 03 BIakHa, HaBJIKHEHA C IPUTOTBEH TPEM TOYMCTRAII Pa3TBOP, U30BpIICTE
PwkoxBatkara u 3axpaHBaius kaben Ha PrkoxBaTkara B IpoAb/DKeHUE HA Hali-Maiko eaHa (1) munyTta. He
MOTOISIBaiiTE HUKAKBU KOMIIOHEHTU OT PhKOXBaTKaTa.

4. Kato m3non3Bare MeKa, BIIAKHECTa YeTKa, OTOIETe OTHOBO M U3YETKAlTE ClieIHUTE HIeCT (6) KOMIIOHEHTA!
3axmousamo Komye, 3akimrouBaina [aiika, MHcTpymMeHT 3a pa3suBane, OTBepTKa, Br3en Ha ['naBa, 3akimtousarn
IIpwecTen Ha Octpre ¢ puKkcupaly BUHTOBE B NOYUCTBAILKMS Pa3TBOP B IPEABAPUTEIHO IPUTOTBEHHS OYUCTBALL]
pasTBop 3a Haii-manko TpueceT (30) cekyHAM BCsAKa, TOKATO CTAaHAT BUUMO YHCTH.
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5. Karo m3non3Bare MeKa, BIIaKHECTa YeTKa, N3ThPKalTe phKOXBATKATa C MIPUKPETICHIS Kadel 3a exna (1) MuHyTa
JIOKaTO CTaHe BUAMMO YucTa. He moTomnsBaiiTe ppKOXBaTKaTa C MPUKPEIICHUs KaOel 10 BpeMe Ha H3ThPKBAHETO.
Wstwpkaiite 3a eqna (1) MuHyTa.

6. Msmiakuere 3akmousaniara ["alika, THCTpyMeHTa 3a pa3BuBaHe, Bb3ena Ha ['naBara, 3akmouBammusar [IpbcTeH ¢
(mKcHpalli BUHTOBE IOJ1 TeYallla YelliMsIHa BoJia 3a ToHe enHa (1) MuHyTa BCsIKa.

7. HamnaxHeTe KbpIa ¢ Teyalla Bojaa U u3dbpineTe PrkoxBaTkaTa u 3axpaHBarius kaben 3a none eana (1) MunyTa.
Morar ia ObAaT M3MOJI3BAHU MHOXKECTBO CTEPUIIHU KbPIHU 0€3 BIaKHa, KaKTo € HeoOxoaumo. He mpomuBaiite
HUKaKBH 4acTH OT PpkoXBaTkara moji Teuaiia Boja.
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8. Karo u3non3Bare kbpprna 0e3 BIakHa, MOJICYIIETe BCUYKU KOMIIOHeHTH: 3akitouBario Komue, 3akirouBamia ["aiika,
HHucTpymeHT 3a pa3suBane, OTBepTKa, Bh3en Ha ['maBa, 3akmousam [Ipbcten Ha OcTpre ¢ GUKCUpAITd BUHTOBE
u PproxBaTka ¢ npukperneH kadein. [IpoBepeTe 3puTETHO BCEKU KOMITOHEHT B JIOOpE OCBETEHA 30Ha, 3a JIa CTe
CUTYPHH, Y€ BCUYKH IMOBBPXHOCTH Ca YACTH M CyXU. Morart 1a ObJaT U3MO0JI3BaHH MHOYKECTBO CTEPUITHH KbPITH
0e3 BIaKHA, KAKTO € HE00XO0IMMO.

9. IIposepere Tabmnara 3a Crepunu3arus 3a MoBpeay U n30bpiiere ¢ HeyTpaieH pH pa3TBop, mpean 1ga moctaBuTe
KOMIIOHEHTHUTE B CTepiIH3alliOHHaTa Tabna Amalgatome MD.

CruobsiBane npeau Crepuiansanus

Ceppkete 3axmouBamoTo Komue kbM pbKOXBaTKaTa, Kato usnoi3Bare MHCTpyMeHTa 3a pa3BUBaHE U 3aKIIloyBaIaTa
laiika.

3ABEJIE/KKA: BaxxHo e npu noBTOpHO criiodbsBaHe Gukcupariara riasa 1 GUKcHpaliaTa raifika 1a Ob1aT OCTaBeHN
B IIPaBUJIEH pe]l HA HAKOHEYHHKA. 3a yJIeCHEHHUE IPH CIII00sSBaHETO MO-A0JTy 1€ OTKpHeTe n300paskeHne B OIM3BK
IUTaH Ha Bpb3KaTa MeX1y (pUKCUpalnaTa raiika 1 JMHAMOMETPUYHUS KIIIOY U Ha Ta3u MEXIy (UKCHpaIaTa riaBa u
HaKOHEYHHUKA.

3ABEJIE/KKA: To e c nsaBa pe3ba. [1aBata u miuThT ce 3aTArar npu 3aBbPTAHETO UM B [I0COKA HAa YACOBHUKOBATA
CTpeJIKa.

TecrBane Ha DYHKUMOHAJIHOCTTA

ITpoBepeTe BU3yaHO 32 MOBPEIH /WM H3HOCBaHE. AKO ce 3a0enexar oBpeia Wik H3HOCBaHe, KOMTO MOraT ja
KOMITPOMETHPAT (PyHKLMATA HA HHCTPYMEHTA, CJIeABaiTe IPaBUIHUTE MPOLIEIYPH 3a BPBILAHE H BbPHETE CTEPUIIN3UPAH
MHCTpyMeHTa Ha EXSUrco 3a mpersien u peMoHT.
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IoaroroBka Ha Ctepuiiuzanus

1. Cnen nouncrBane, nocrasere PrroxBarkara, Beiena
Ha ['maBara, 3akmouBamus [lpscTer Ha Octpue,
OtBeprkara u UHcTpy™menTa 3a Pa3suBane B Tabnara
3a Crepwmzanust Ha Amalgatome MD. Ta6nata 3a
Crepunuzanus Exsurco (PE® X100626) e
BaJIMJMpaHa camo 3a MapHa CTePHIU3aHs.

2. IlocraBeTe MHAWKATOPHA JICHTA 32 MTapHA
crepuinuzanus B Tabnara (nim cnopes MpoToKoJa Ha
3aBesieHneTo). OmakoBaiite Tabnara 3a CTepunu3anus
B CSR omnakoBbuHO donmo. Pazmep 115 x 115 cm unu
no-royisiM GyHKIMOHUpa Hal-no0pe. 3aTBopeTe
IUTBTHO C TIApHA WHAWKAaTOpHA JeneHka. O3HaueTe,
KakTo € HeoOxoaumo. TpsOBa na ce nznon3sa
OTIAaKOBBYHO (POIIHO 32 mapHa CTEPHIIN3ALMS C
MEeUIMHCKA CTEIEH, 3a J1a ce onakosa Tabnara 3a
Crepununzanust. [lakersT Tpa6Ba na Oblie IPUTOTBEH,
KaTo ce M3I10JI13Ba METO/1a Ha JIBOIHO ONaKOBaHE
AAMI nnu eKBUBaJICHTEH METO.

IHapamerpu Ha IIpen-Bakyymua Ilapua Crepuinsauus u I'paBuranmnonsa
Crepuanzanus

IIpen-BakyymHa,
boJiHu4YHA

132°C

I'paBuTalOHEH,
boJsiHuYeH

E—

4 MUHYTH 10 MmunyTH

‘20 MHUHYTH

‘30 MMHYTH

3ABEJIE/KKA: Buwxre Jlannute 3a CripaBka u Berpemna Banunanus B [Ipunoxenue E.

Orpanunvenust no OrHomenne Ha Ilpepadorkara

OrpanndeHusTa B Oposl Ha POIIEypPHUTE Ha IpepaboTBaHe ce orpesens oT (pyHKIHsATa / ©3HOCBAaHETO HA HHCTpyMeHTa. B
ciay4ait Ha oBpena, HHCTpyMeHThT TPSIBBA nma Obje crepunusupan npeu aa ce uanparu Ha AR Experts 3a npernen u
PEMOHT.

PN#: X101809 Pes. C Crpanuna 27 ot 47



Cobxpanenue u M3xBbpisine

Cbxpanenue Ha cucremara Amalgatome MD

e Cren crepuimsanus, ChbXpaHaBaiiTe HHCTpyMeHTa B TabmaTa 3a Cteprimzanus (OrakoBaHa B ONIAKOBKA, OT
MEIUITUHCKH KJIac, MOAXOASIIA 33 TapHa CTEPUITH3AIIN).

e [ogHOCTTa 3aBUCH OT M3MOJI3BaHATa CTEpUIIHA Oapuepa, HAUMHBT Ha ChbXpaHEHHUE, YCIOBUS Ha OKOJIHATA Cpefia v
MaHHUITyJIAIHH.

e MakcuMaTHOTO BpeMe Ha ChXpaHEeHHUE 3a CTePHIM3HPaHd HHCTPYMEHTH, IPEAH yrnoTpeda, TpsOBa 1a ce
OTIPE/ICITU OT BCCKH JIOCTABYMK HA METUITMHCKH YCIYTH.

o [Ipemu chxpaHeHHE, UHCTPYMEHTHT TPIOBa fa ObJie TIOYMCTEH U CTEPUIN3UPAH B CHOTBETCTBHE C HHCTPYKIIUUTE
Ha HACTOSIIETO PBKOBOACTBO. Bcuuku crepuim3upanu yactu TpsioBa aa octanaT B Tabnara 3a Crepuimzanus 3a
chbxpaHeHre. BcHUky KOMIIOHEHTH HAa HHCTPYMEHTA TPsAOBa Jia ObJaT ChXpaHsIBaHU B ChOTBETCTBHUE C
OTIpE/ICIICHUTE YCIIOBHS 33 ChXpaHEHHE.

o CTCpI/IHHI/ITC, OINaKOBaHW MHCTPYMCHTHU, Tpi[6Ba Ja C€ CbXpaHABaT B OIPEACIICHA 30Ha C OrPAaHUYCH JOCTHII, KOATO
¢ moOpe MpoBeTpeHa U C HAIMYHA 3alllUTa OT Tpax, Bllara, HACCKOMH, BPSTUTEIH U eKCTPEMHH CTOWHOCTH Ha
TeMIieparypa/Biara.

e [Ipenu oTBapsiHe, OTIAKOBKATa HAa CTEPIIIHUTE HHCTPYMEHTH TPsIOBa Jja O'bJile BHUMATEIHO IMPEriieHaTa, 3a Jlace
rapaHTHpa, Y€ JIUICBA HApYLICHUE HA HEHHUS UHTETPUTET.

HN3xBbpasine Ha cucremara Amalgatome MD

Axo 3axpanBaHero, Br3ena na ['maBata n/unu 3axpanBamust KabGen TpsOBa na 0bJaT U3XBBPIICHU, TE HE
MOTaT J1a ObJIaT U3XBBPJICHH KaTo OUTOBH OTHAnbIH. [IpoayKTHT TPsIOBa qa ObJie 3aHECEH B MOAXOIAIIA
Komnanusi, 3aHMMaBalla ce ¢ U3XBbPIISHE Ha eJIEKTPOHHM KoMmoHeHTH. CBbpxkete ce ¢ Exsurco Medical
3a JOIBbIHHUTETHA HHPOPMAITHSL.
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["apannuus, CepBuzno O0cny:xBaHe U Bpbiane

Tosu pa3deﬂ onucea ocpanuvernama capanyusl, usuCKeanuima 3a CeEpBU3IHO 06C]Zy9lCGClH€ u noaumuxkama
3a epvuiane.

Orpanunyena I'apanuus

Exsurco Medical (“Exsurco” wnm ,,ipOU3BOANTENAT ) TapaHTHPAa, U€ BCSAKa HOBa cucteMa Amalgatome MD u HeitHHuTe
KOMITOHCHTH Ca TECTBaHM W MPOBEPEHU U ca U3JIe3n oT (hadpukara B 100po padorenio cberosiHue. CBBPKETE ce C
EXSUrco mo oTHoIIeHHE Ha BCHYKH FAPAHIIMOHHHN BBIPOCH M MPETEHIINH.

e Cucremara Amalgatome MD e rapantupano, de e 6e3 nedektn B MaTepuainTe u n3paboTKaTa, KOraTto ce morbpxa
OT KJIMEHTA, TIPABIITHO TIOYMCTCHA U CE M3IOJI3Ba TIPU HOPMAITHH YCIIOBUS 3a MpeHa3HaYeHAaTa CH 1el. Exsurco
MPEOCTaBsI TapaHIKs 3a MPOAYKTA 3a TIEPHOA OT €IHA TOJJHA OT JlaTaTa Ha JOCTaBsSHE Ha KIIMCHTA.

e  CTepuTHUAT MPOIYKT 32 €IHOKPATHA YIOTpeOa He € TOKPUT C TaApaHIUs OTBBJ] CPOKA HA TOJHOCT, 0003HAYCH BEPXY
O3HAYEHHMITa HA POIYKTA.

ITo Bpeme Ha mepuoJa Ha rapaHIUs, IPOU3BOJIUTEIIAT 1€ PEMOHTHUPA U 110 CBOE COOCTBEHO YCMOTPEHHE, 3aMEHS
nedeKTHUS MPOAYKT WIIM 4acT Oe3 1a ce HajaraT pasHOCKHU Ha KiIMeHTa. JleexkTHuTe 4acTu, KOUTO ca 3aMEHEHU 110 Ta3H
rapaHIys, e CTaHaT COOCTBEHOCT Ha MPOou3BoAMTeNs. Ta3u rapanys He MOKPHUBA MIETH, TPHYMHEHH OT HETPaBUIIHA
ynotpe0a, 3moynoTpeda (M3MyCHATO WM MTOBPEIEHO), HHITUICHT, HEOPEKHOCT MITH BCSIKAKBa yIIOTpeda, KOsATO HE €
Ipe/ncala B TOBa pPHKOBOJICTBO 3a yrnoTpeda. AKO cucTeMaTa cTaHe Ae(eKTHa Mopaji HelpaBIiIHa yroTpeba mim
HEHOPMAJIHHU YCJIOBUSI Ha paboTa, Te3! PEMOHTHH JEHHOCTH IIe ObJaT TaKCyBaHU Ha KJIMEHTa. BcHUkn mpogyKTH, KOUTO
ca BbpHATH 32 TapaHIMOHEH WM U3BBHTapaHIIMOHEH PEMOHT Tps0OBa Ja ObJaT BhPHATH 110 MPOIEAypaTa 3a BphIIaHe Ha
croku Ha Exsurco. 3a moseue nH(popmarys BIKTe paszaena Bpbijane nmo-gomy. Exsurco HAMa 1a HOCH OTTOBOPHOCT IPH
HUKaKBU 00CTOSTENICTBA 33 BCSAKAKBA MHIIMICHTHA, HHAUPEKTHA, ITOCTIe/[BAIlA MM HaKa3aTelIHa [IeTa BbB BPb3Ka C
HOJTy4aBaHETO WK ynoTpebara Ha MpoayKT Ha Exsurco. OcBeH ToBa, Ta3u rapaHuys HsMa Jia ce npuiara u Exsurco Hsama
71a HOCH OTTOBOPHOCT 32 BCSKaKBH 3aryOH WIIM IETH, Bb3HUKBAIM BbB BPh3Ka ChC 3aKYITyBaHETO WM C yroTpedara Ha
npoayKT Ha Exsurco, KoiiTo e 01 peMOHTHpPaH, OT KOMTO U J1a € IPyT OCBEH OT NMPOMU3BOIUTEIIS HIIH € OHJI IPOMEHSH I10
BCSIKAKbB Ha4YMH, KOWTO 0 MHeHHe Ha Exsurco Medical Moske 1a oBiusie Ha CTaOMIIHOCTTA HIIM HA HAJEKIHOCTTA HA
NpoayKTa. AKO TOBa Ce CIIy4d, PEMOHTA Ha NPOYKTa Iie ObJie TAKCYBaH Ha KJIMEHTa. Ta3u orpaHnYeHa rapaHIus e
H3KIIIOYUTEIIHA U 3aMECTBa BCUYKHU JIPYTU rapaHiiv, NPEKU UM KOCBEHU U BCUYKHU APYI'U 3aABJDKCHUA U OTTOBOPHOCTHU
oT cTpaHa Ha Exsurco u Exsurco, HUTO nmpuema, HUTO OTOpU3Mpa JaJeH MPEACTABUTEI WU APYTO JIUIIE J1a TH IIPUEMAT OT
TAXHO UM€, KAKBHUTO U J1a € 61/1.]'[0 APy OTTOBOPHOCTH BBB BPb3Ka C TO3U IMMPOAYKT.

Exsurco OTXBBPJIA BCUYKU APYTH rapaHliui, IPEKU UM KOCBECHU, BKIIFOUUTEIIHO BCAKAKBU KOCBCHU IrapaHlIUU 3a
IIpoaaBacMOCT MJIM IMPUTOAHOCT 3a AaJiCHA LEJI WX 3asABJICHUEC WX I'apaHIUA 3a Ka4Y€CTBO, KAKTO U BCAKAKBHU U3PUYHU
HJIM KOCBCHU I'apaHIWU 3a MAllUCHTU.

Cucremata Amalgatome MD na Exsurco Medical e npeanasnadena 3a ynotpeda camo ¢ Amalgatome MD octpueto 3a
EKCIM3HS THII IPBCTEH 3a AHOKpaTHa yrnoTpeda. YnoTpedara Ha OCTpUETa Ha APYT MIPOU3BOIUTEN 3aeAHO ¢ Amalgatome
MD wn3yepnBa rapaHuusATa Ha MPOAYKTA.
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O06cay:;kBane

Cucremara Amalgatome MD He chabpka 4acTh, KOMTO IO/JICKAT HA CEPBU3, CAMO OTICIHU YacTH 3a 3aMsHa,
KakTo e onpezeneno B [Ipunoxenue b. Cucremara Tps6Ba na 6bae BbpHaTa Ha EXSUICO 3a cepBU3HO 00CITy>KBaHE.

3ABEJIEXKKA: Exsurco Medical He MOke Ja HOCH OTTOBOPHOCT 32 BCSIKAKBH CHCTEMHH HEM3IPABHOCTH, B PE3yJITaT
Ha PEMOHTH WITU CEPBH3HU JICHHOCTH, TIPOBEXKJIAHH, OT KOWTO ¥ J]a € IPYT OCBEH OT MPOU3BOIUTEIS.

He ce onurBaiiTe ma OTBOpUTE MIIH Ja pa3riaoOnTe KakTo PrkoxBaTkara, Taka u 3axpanBaHeTo. Te ca padbpuano
3arevaTaHy yCTPOWCTBA, Oe3 YacTH, KOUTO Jia MOUIeXkKAT Ha 00CITy)KBaHEe OT TIOTPEOUTENIS OTBBTpE. AKO TOBa
HACTBIIM Ta3y rapaHIlys CTaBa HAIIOXKHA M KJIMEHTHT TPsOBa ia BbpHe PhroxBaTkarTa u 3aXxpaHBaHeTo Ha EXSUrco 3a
PEMOHT, KOWTO I1ie Ob/Ie TAKCYBaH Ha KITUCHTA.

He ce onuTBaiiTe Ja OTCTpaHUTE BUHTOBETE M Ja Pa3rIoOUTe AbI00KOMepa Ha pekellaTa riiaBa o HIKaKbB MOBOJI.
Ts e padpuaHO KamMOpUpaHa 1a MPEAOCTaBU ONTHMATHA pexkena QYHKIUA. AKO TOBa HACTHITH Ta3W TapaHIINs CTaBa
HUILOKHA U KIMEHTHT TPIOBa 1a BhpHE cucTemata Ha Exsurco Medical 3a peMoHT, KOHTO 111e ObJie TaKCyBaH Ha
KIueHTa. Beuuku MIpeaAIpuATUA, KOUTO Ca BbpHATH 3a 'apaHIMOHCH WJIM U3BBbHIapaHIMOHCH PEMOHT Tpﬂ6Ba Ja 6’L[IaT
BBPHATH MO NpOIIeAypaTa 3a BpblliaHe Ha cTokH Ha Exsurco Medical. 3a noBeue nundopmarnus Buxre Madopmanusta
3a Bpbimane [1o-nony. Exsurco Medical mpoBeska 11sU10T0 00CTy)kBaHe Ha cucteMaTa Amalgatome MD.

MoskeTe a ce cBbpkeTe ¢ EXSUrco na mmeiin SUPPOrt@exsurco.com, 3a aa mojy4uTe OTTOBOP Ha OOIIH BBIIPOCH,
KOMTO Ca CBbP3aHH ¢ paboTaTa, rapaHIUATA U 00CIy>KBaHETO Ha CUCTeMaTra.
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Bpbmane

Koraro e Heo6xoaumo n1a ce BbpHe cucteMata Amalgatome MD 3a nperiies; rapaHIIHOHHO 0OCITy’KBaHe
WM HerapaHIIMOHEH CePBU3, MOJIS Jla Ce CBBpiKeTe ¢ EXSUrco Ha mmeiin support@exsurco.com.

EXsurco e npegocTaBu Ha KIMEHTa 0JJ0OPEH KOHTEHHEP 3a I0CTaBKa MpH Bpblnane. KIIMEHTHT € OTroBOpeH 3a
TpaHcrnopra npu Bpbiiane. AR Experts u EXSUrco me u3ucka Jg0Kka3aTeicTBo 3a JJOKYMEHTH 3a TIOYHCTBAHE TPU
MOJTy4aBaHETO HA HHCTPYMEHTA. AKO ChC MPOJIYKTa HE € BKIFOUYCHO JIOKA3aTEIICTBO 33 MOYUCTBAHE, MTPOAYKTHT IS
ObJie BbpHAT Ha IOoTpeduTensi. EXSUrco He mpuemMa nmpoIyKT, KOWTO € OWi M3MoI3BaH 0e3 IIbpBO /a € OWjl MovncTeH
WJIH, KOWTO He € OWII IOCTaBeH ¢ TOAXOSIIUTE JOKyMeHTH. [Ipy monyyaBaHe Ha BbpHAT MPOJIYKT OT IPOU3BOIUTEIS,
MPOJYKTHT CE MPETJICHkK/Ia OT OT/IENa 0 TEXHHIECKO 00CykBaHe. EXSUrco mie mpeaocTaBy Ha KJIMEHTA OIeHKaA 32
CepBHU3a 32 BCIKAKBH PEMOHTH, KOMTO HE C€ TIOKPUBAT OT FapaHIMATa WK OT YIb/DKEHATa rapaHIHs.
[Tpon3BoAUTENAT OCHIIECTBSBA ISUIOTO CEPBU3HO O0OCITYKBaHE Ha MSCTO B OTJIENIA TIO TEXHUYECKO CEPBHU3HO
oOcykBaHe. Korato mpoayKThT € TOTOB 3a IocTaBKa 0OpaTHO Ha KIIMeHTa, EXSUrCo mokprBa TpaHCIOPTa U BPbIIIa
MPOAYKTa B 0JJOOpEH 3allUTEeH KOHTEHHED 32 T0CTaBKa.

Exsurco Medical e anraskupaHa ¢ KaueCcTBOTO Ha CBOUTE MPOAYKTH. AKO UMaTe OIJIaKBaHE WK HE CTE HAITBJIHO
JOBOJIHM OT IPOJYKTA CH, MOJISL, U3IPaTeTe UMEII Ha SUpport@exsurco.com.

3a ;1a ce MOAMOMOTHE Pa3CleIBAHETO Ha CHOUTHETO NOMBIHUTEIHO, H3UCKBaMe clieTHaTa HH(popMarus:

e lme, anpec 1 HOMep Ha CMETKa
o TenehoHeH HOMEP U UMEHIT ajipec
e  YacT/mpoaykT, 3a KOUTO Ce T0JaBa OTIAKBAHETO
e Cepuen HoMmep (0OOpyABaHEe) WM MAPTUIECH HOMEp (€THOKpaTHA yIoTpeda)
a. Omnmcanne Ha crOUTHETO. BBIETE BH3MOKHO HAH-TIOAPOOHHN B OMMMCAHUETO W 3KO Ca HAJMYHH,
MPENOCTaBETE CHUMKH.

° W3uckBanus Ha 3aeMallys, ako ca HaJIMYHU ITPU ITIOUCKBAHETO

Bennbx cien kaTo e nosrydeHo oruiakBane B Exsurco Medical, moske na ce cBbpikeM ¢ Bac 3a moBedye HHHOpMAIHS.
Koraro npoayKrsT Ob/ie BBPHAT Ce TPOBEIK/Ia MPEABAPHUTENHA OIIEHKA U MPOAYKTHT CE€ PEMOHTHpA (KO €
HEe0OXO0/IMMO) 1 Ce Bh3CTaHOBsIBA KbM CHOTBETCTBHE Mpe/iu Jia Ob/ie qoctaBen obparHo. [l{e Ob/1e npemoctaBeHo
3aKITFOYHUTEITHO [THCMO, KOETO 1€ BH OCBEOMH 0 OTHOIICHHE HA U3X0/Ia OT Pa3CiIe/IBAHETO 10 OTHOLIEHHE Ha
OITAKBAHETO.
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[Ipunoxxenne A: Texanuecku Crnenupukanun

q3

Cneunduxanun

Bxoaen Boartaxk, UecToTa 1
Ouenka Ha 3axpaHBaHeTO.

OO01mu pa3mepu u Teryio
3axpanBane u 3axpanBam Kaden
OO01mm pa3mMepu H TerJio
PbxoBaTka/Bb3es na I'naBa

OO01mu pazmepu u Teryio
Tabxa 3a crepuiuzanus (mpa3Ha)

HuBo Ha m1yM nIpu HOpMaJiHa
pabora

HuBo Ha BuOpauuu npu
HOpMAaJIHA padoTa

YcaoBus Ha Oxonnara Cpena 3a
paGoTa c MHHCTPYMEHTAa

Huga Ha u3osanust Ha
3axpanBammsa Kaoen

Bxonno/U3xonnn Bpb3ku

Pa0oTeH MUKBJI

Nudopmanus 3a npeana3urean

KaTeropnﬂ 3a CBPBX HANIPE/KEHUE

PN#: X101809 Pes. C

Cucremata Amalgatome MD otroBaps Ha paznopendute Ha EBponeiickus cblo3 3a eleKTpuiecka
0e30MacHOCT, MEXaHWYHa OE3011aCHOCT U EIEKTPOMArHETU3bM.

230VAC £10%, 1 ¢a3za, 0,5 A, 50Hz

3,4 kg

13,65 cm Bucounna x 20 cm Ilupuna x 27,3 cm dbmKunHa
1,63 kg

7 cm Bucounna x 15,24 cm [Iupuna x 35,56 cm JIbmkuHa
3.1kg

10,2 cm Bucounna x 29 cm lupuna x 44,45 cm JIpmkuHa

ITox 85 dBA (u3mepeno criopen ISO 3744)
ITo manko ot 2.5 m/s2 (u3mepeno criopea ISO 20643)

Camo 3a yrmorpeba Ha 3aKpUTO

Hammopcka Bucounna o 2 000 m

nana3oH Ha TeMIiepatypu Ha okosiHaTa cpena S°C o 40°C
OTtHocuTenHa BiaxHoCT 10 80% mpu 31°C

60 °C MIN, 10A-250V, HO5VV-F

3axpanBain Kaben/3axpanBane: nmogasa ocHoBHO 3axpanBane (VAC)
3axpanBaii Kaben na PproxBaTtka/3axpanBane: nogasa ELV (VDC)

PrroxBarTka/Bp3en Ha ['1aBa: MeExaHUYEH

10 MuHYTH HenpeKkbCcHATa paboTa, 2 Yyaca H3KIIIOYBAHE

5x20mm Ilatponen Ilpenmasuren, 1.25A, 250VAC,
3abasmybaBao M3rapsiig

Tps0Ba na ce uznon3sa npeanaszuten Ha Exsurco X100525

Kareropus 3a cBpbx Hanpexenue ||
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[Ipunoxxenune B: Madopmanusa 3a Hacture

Omnmucanne: Exsurco Amalgatome MD

X100556-EU2 Amalgatome MD KommiekT:

Crino6xka na I'masa
Crio0Oka Ha PrkoxBaTka
WHucTpymeHT 3a pa3BuBaHe
OTtBepTKa

3axpaHBaHe

WNHcTpyMeHT 3a pa3BUBaHE

3axmouBania ["aiika

3axmouBaiio Komue

3axBamtan] Bunt

[IpbcTen 3akmouBaiy OcTpUETO
OTtBepTKa

3axpanBamy Kaben (O6equneHO KpaJCTBO)
3axpanBaiy Kabden (EC)

Tabna 3a Crepwinzanus

Kytus 3a Tpancnoptupane

1 Bcekn X100461
1 Bcekn X100460
1 Bcexu X100495
1 Bcexu X100498
1 Bcexu X100380-EU
NupuBuayaanu Yacru 3a 3amsina:
1 Bcekn X100495
1 Bcexu X100350
1 Bcexu X100351
3 Bceku X100437
1 Bcexu X100332
1 Bcexn X100498
1 Bcexu X101795
1 Bcekn X101794
1 Bcexu X100626
1 Bcexn X100607
2 BCEKH X100525

[pennasuren, 5x20mm Ilarponen, 1.25A, 250VAC, 3ab6assimy/U3rapsiy

Otnennu Excunsuonnu [pscrenu 3a Eqnokparna Ynorpe6ba, [Iponasanu OtaenHo:

) X100457

Octpuerta 3a EnqnokpatHa Ynorpeba, Cucrema Amalgatome MD

3a na noppuare Cucremara Amalgatome MD, 3a neHoBa odepra 1 BCHUKU BBIIPOCH, CBBP3aHM C IPOAYKTA, MOJIS Ja ce
ceppikere ¢ Exsurco Medical na umeiin sales@exsurco.com.
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[Tpunoxenue C: Peunuk Ha CUMBOJIMTE
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Cepuen Homep

Kon na naprunara/[laprunen
HOMED

Howmep Ha yvact

Merton Ha crepunu3anus, ¢
M3M00JI3BaHE HA paguariysl.

Hecrepunusupan

[IpousBoauten

WznomnsBai 1o nara

Camo 3a eqHOKpaTHa ynotpebda

Buumanune

Buxre MHCTpyKIIMUTE 32
VYnorpeba

3amazere [Ipogykra Cyx

/N

(5

J-® O -

’ /This side up™.
\Sharp inner ring.,

Hold by blue
A strlpbgnly. /

He u3mon3Baiite, ako OrmakoBKaTa €
MoBpeieHa

C ta3u cTpaHa Harope

OcTbp mpeaMeT

Hanuuue na EnextpuuectBo

BxirouBane Ha 3axpaHBaHe

M3knrouBaHe Ha 3aXpaHBaHe

Texect

MecToronoxxeHue Ha TEpMUHAI Ha
PrvkoxBaTka

Mecrononoxxenue Ha [Ipeanasuren

BHUMAHHMUE. Octbp Bbrpemen P16

Mznon3aitte [Ipennazau PrkaBuiu
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[Ipunoxenune [': Hali-noOpu Ilpaktriku u Texuuku

IIpasuien brea Ilpu Be3cranoBsiBaHe

1. 3a ga ocurypure 8 1o 10 cm Bb3cTaHOBSIBaHE Ha KOKEH anorpadr, mpoBepere qanu nuamerspa Ha OcTpreTo € B
KOHTAaKT ChC 30HATa Ha Bh3CTaHOBsBaHe. UepBeHaTa cTpenka Ha urypata BIsCHO moka3Ba pbrda Ha OcTpuero.
3enenara crpenka mokas3ea 1eHTbpa Ha Criookara Ha ['aBara. JIbnOOKOMEPHT MPUTTIAXK/A KOXKHATA TOBBPXHOCT

MCKAY ABETC CTPCIIKU, KOCTO € IMOBbPXHOCTTA HaA 10 cm xoxHUA T pa(bT.

2. OmepartopbT He TpsAOBa Ja MpuiIara HATUCK (T.€. 1a HATUCKA ChC CUIIa). 3a Hall-100pH Pe3yNTaTH IUTb3HETEe
WHCTPYMEHTA 110 KOXAaTa 110 KOHTPOJIMpaH HaurH. Ta3u TeXHUKA CBILO TaKa rapaHTUpa, ue KpauilaTa ca INaJKd 1
He ca HaZpoOeHu.

3. AKO omeparopsT 3al04He ¢ TpadT, KOUTO HE OTroBaps Ha JKejlaHara JeOe/iMHa ¥ IIMPUHA WK Bh3CTaHOBSIBAHETO
Ha KOKHUSA TpadT HE € 33I0BOJIMTEITHO, € Hail-100pe Ja ce CIpe Bh3CTAHOBABAHETO Ha TO3W TpadT u Ja ce
3aroyHe HOB Tpadr.
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4. UYepseHara cTpellka I0cOYBa IOCOKaTa Ha BbpTeHe Ha OCTpHeTo MK Ha pazpe3a. Toa e 3aHUAT pb0 Ha
OcTtpuero.

5. Karo narucuere HaJ0J1y BOACIIOTO OCTPUC TOBA MOXKE 1a JOBCAC 10 MOBAUTAHE HA PEIKCIINA p’b6 HU3BBH
KECJIAHOTO MsCTO Ha Bb3CTaHOBABAHC.
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HacrtpoiiBane Ha [{bja0oyuHaTa

Axo OIIepaTopPsHT 3aIIOYHE C T’pa(i)T, KOHITO HE OTTOBaps Ha KejlaHaTa }.IC6€J'II/IHa 1 IIMpUHa WIK Bb3CTAHOBABAHCTO HA
KOXHUA rpa(bT HEC € 3aJI0BOJIMTCIIHO, € Ha171-):[06pe Ja €€ CIIPpC Bb3CTAHOBABAHCTO HA TO3U Fpa(I)T n aa c€ 3a1104YHEC HOB

rpadT.
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IIpenorBparsiBane Ha Aucekupan Koxen I'padt npu Br3cTaHoBABaHETO

1. CrmnoOkara Ha [';1aBaTa Ha MHCTpYMEHTA pexe ChC 3aHUSA pH0 Ha OcTpHeTo.

2. AKo omnepaTopbT ce OMUTA J1a 33AbPKH HHCTPYMEHTA "TBBPAE TIOCKO", TOBa MOKE HEBOJTHO /1a HaKapa
oreparopa Jia MOBIUTHE PEKEIUs pbO U3BBH MSICTOTO 32 BH3CTAHOBABAHE M IO TO3W HAYMH Ja HAPaBH JYIIKU
WM Pa3KbCBAHMA WIIM HEPABHU KpawuIla.

3. AKO omnepaTopbT ce OMUTAa J1a 33AbPKU HHCTPYMEHTA "TBBP/E MIIOCKO" 3ByKbT Ha MOTOpA IIe Ce TPOMEHH.
WHCTpYMEHTST Iiie 3By4H, BCE €HO IpepaboTBa WiH ¢ "3aThHaN".

Henpasunen memoo; Texuuka, npu KOAmMo UHCMPYMeHINbIN 1exCu
mevpoe Ni0CKo
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Heoemuna u Xomorennoct Ha Koxxknust I'padr

1.

Jbn6okoMepHaTa I1acTHHA Ha HHCTPYMEHTA € MpeJHa3HaueHa, 3a Jla ce IPUPAaBHU KOXkKaTa, JOKAaTo ce IpHOIMKaBa
PEXEMUAT PBO.

He e HeoOxoaumMo oneparopa J1a yIpakHsABa JOMBJIHUTEICH HATUCK BbPXY HHCTPYMEHTA.

ToBa m1e Hakapa ThKaHTa Ja ce KOMIpecupa B HHCTPYMEHTa, KOETO IIIe JOBeJIe 10 KOKHU anorpadTu, KOUTO ca
nebenu 1o cpeaarta ¥ ThHKHU 110 KpauIiara.

[Ipunaranero Ha MpeKoMepHa CHJIa IIIe TIOBTHse qebenHaTa Ha rpadTa.

Henpasunen memoo: Texnuxa, npu xosmo ce npuiaea mevpoe Hepasnu, nazvbenu kpauwa
MHO20 HAMUCK

5. 3a Haii-noOpu pe3yaTaTu OnepaTophbT TPSAOBA J1a MTb3ra pABHOMEPHO HHCTPYMEHTA ¢ 0aBHa CKOPOCT.
[MpuaBm>KBaHETO HA HHCTPYMEHTA TBHPJIE OBP30 HE My MO3BOJISBA Ja C€ a[IaNTUPA KbM TEJICCHUTE KOHTYPH HIIH
HEpPaBHOCTHUTE B ThKAHTA 110 BpeMe Ha ynorpebda. 3abenexere, 4e onepatopbT ocurypsisa 8 10 10 cm Bb3cTaHOBSIBaHE
Ha KOXEH anorpadT, KaTo OCUTypsiBa 1MaMeTbpbT Ha OCTPUETO Ja € B KOHTAKT ChC 30HATa HA Bb3CTAHOBSIBAHE.
OmnepaTopbT CHIIO TaKa FAPaHTHUPA, Y€ KpauIlaTa ca IIaJKu U He ca HaJipOOeHH.

[ SR

s

Pasnu, enaoxu xpauwa
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Ilpunazane na mevpoe 2019M vebil

Illpasunna Texnuxa

3aowporcane na Hucmpymenma mewvpoe niocko
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N3raex Tun HHoaymecen B Koxken
I'padr

1. HeoOxoauma e craOuiiHa/6aBHA CKOPOCT.

2. 3a Hai-moOpu pe3ynTaTu onepaTopbT TPSIOBa
J1a TTh3ra PAaBHOMEPHO MHCTPYMEHTA C
0aBHa ckopocrt. [IpuaBmxBaHeTO Ha
MHCTPYMEHTA TBBpJE ObP30 HE My
MI03BOJISIBA 1A C€ AAANTUPa KbM TEJICCHHUTE
KOHTYPH WM HEPAaBHOCTHTE B ThKaHTA MO
BpeMe Ha yrorpeoa.

3. Tosa Bomu 10 0Opa3uu ¢ popma Ha
MOJTyMECeTI.

Pasnomepen I'pagpm I'pagpm ¢ @opma na Ilonymecey
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ITocoka Ha UuncTpymenTa: Boprenero Ha UHcTpymenta B MHo:kecTBO Ilocoku Boau no
I'pa¢groBe ¢ HenpaBuiina @opma

1. OmepaTopbT MOXE TOKATO Ch3AaBa JOOBP
rpadT, Aa ce 3aBBPTH MO BI'bJl WM B IpyTa
MIO0COKa, KOETO J1a JIoBezIe /10 Tpad)ToBe ¢
¢dopma "S", "L" unm "V". Bp3mMoxHO € aa ce
3aryOu BH3CTAaHOBEHUS TOOUB.

2. HM3obOpakeHHETO B AICHO MOCOYBA YCPBEHH
KpBIOBE U Ta3W 30Ha He Ou MorIia fa Obe
0o0paboTeHa, criope]| H3UCKBAaHUATA 32
IBJDKWHA U IIUPUHA 32 KpalHUs HOTpeOUTeEll.

3. Hamara npenopska e 1a ce n304rea To3u
HAYWH Ha BH3CTAHOBSIBAHE.
Brp3craHoBsiBaHETO Ha rpadToBE B €HA ITPaBa
JICHTa € HAl-IoOpHST BapUAHT.

Ipenent Topc u 3aguu YacTu

OO0BpHeTe BHUMAHKE KaK ONEepaTopbT OCUTypsiBa npaBuwiiHUTe 10 cm Bb3CTaHOBSBAaHE HA KOXKHUA rpadt, KaTo
rapaHTHpa, 4ye 1uaMeTbpbT Ha OCTPHETO € B KOHTAKT ChC 30HATA 32 BH3CTAHOBSBAHE.
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3agna Yacrt na Topc

1. 3366J1€)K€TC, 4cC OICpaToOpPHT MO3BOJISABA HA I[’bJ'I6OKOMGpa Jla HalipaBU KOXKaTa IJ1aJika npeau OCTpI/IeTO Ja CpeiKe.

2. OmnepatopbT MOXeE Jia IPOMEHH ABJIOOYMHATA [0 BpeMe Ha Bb3CTAHOBSIBAHETO O€3 J1a CIiupa.

3. Moxe na Ob1e OT mon3a Jia ce Bhb3CTAHOBHU ITbPBATa JICHTA OT I'bp0a Ha JOHOPHUTE OT JSICHO HAISBO B 0OpaTHaTa
MMOCOKa, KaKTO € MOKa3aHO Ha H300PaKEHUETO M0-/10J1y, MOCOYEHO ¢ #1. [locnenBaHo OT Bb3CTaHOBSIBAHETO HA
JIEHTH #2 1o #5.

4. 3amovHeTe BH3CTAHOBSBAHETO B U3JIOXKEHHUS IEPMHUC, KOWTO OCTaBa CIIe]l Bh3CTAHOBSIBAHETO Ha JIeHTA #1, KakTo €
JIEMOHCTPHUPAHO, KOTaTO Bh3CTAHOBSABATE JICHTH #2 10 #5.

5. Hauanoro Ha JIleHTaTa € 4ecTo nojriyMmeccuHara nujin

MOITyITyHHaTa (hopMa Ha OCTPHETO, KOETO € YIaCTHKBT,
KOHTO 111e ObJIe M30pHCHAT Ipu 00paboTKara, 3a 1a ce
Ch37aJIaT MPABOBI'BIHU KOXKHY Ipad)TOBE, Taka ue Ja ce
3aI0vHe C 3JIOKEHUS JIEPMIC, MOXKE J1a YBEITUYH 10
MakKCUMYM JbJDKMHATa Ha OCTAaHAJIMTC Bb3CTAHOBCHU JICHTH
OT 33/IHaTa 4acT Ha TpyIa.
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Kpaka

1. 3abenexere, 4e omepaTopbT HE
npuiara TBbp/ie MHOTO HATHUCK H
U3II0JI3Ba PA3IMYHU 00JIACTH OT

I'maBara, 3a 1a Bb3CTAHOBU MHOTO
JI0OpY KOXKHH TpadToBe.

2. AcHCTHpalMAT TEXHHK IO
BB3CTAHOBSIBAHETO HE AbpIa
JTIOCTaThYHO IITBTHO

BB3CTaHOBSIBAHUS KOXKEH rpadT.

PN#: X101809 Pes. C Crpanuna 44 ot 47



[Tpunoxenue E: CrnpaBku 3a Crepunmzanusta v JlaHau
3a Jlokimaza 3a Banmuaupane

CnpaBku

e Hacokure 3a uHnycTpusTa u nepconana va FDA, 3a mpepaboTka Ha MenTuIinHCKN HCTpYyMEHTH B 3[IpaBHH yCIIOBHSL:
17-ti mapt 2015 1.

o ANSI/AAMIST8 boxawanu [1apau Ctepunm3aTopu

e ANSI/AAMIST79 ITogpobuo PrrkoBoncTBo 3a [lapHa Crepunuzaiius u ocurypssane Ha CTEpHUITHOCTTa B3IPaBHATE
3aBeleHUs

o AAMITRI 12 IIpoekTupaHe, TeCTBaHE U CTUKSTHPAHE HA MEIUITUHCKU HHCTPYMEHTH 32 MHOTOKpAaTHa yrnoTpeoa, 3a
MOBTOpHA MPepadOoTKa B 3IPaBHUTE 3aBEICHUSI

e AAMI TIR12:2010 — IIpoekTupane, TeCTBaHE U ETUKETHPAHE HA MEAUIIMHCKA WHCTPYMEHTH 332 MHOTOKpaTHA
ynotpeba, 3a MOBTOpPHA MpepaboTKa B 3APABHUTE 3aBEICHHUS.

e PoroBoncTBO 32 mpousBoauTe N Ha MenuuuHcKd nHCTpyMeHTH AAMI TIR30:2011 — Komnennuym 3amporiecure,
MaTepHanTe, TECT METOANTE M KPUTEPHUUTE 32 IIPUEMaHe Ha TIOYMCTBaHE Ha MEAUIIMHCKA WHCTPYMEHTH 32
MHOTOKpaTHa ynorpeoa.

o [Ipepaborka Ha Menununacku MHcTpymMeHTH B 3npaBeona3Baneto: Metoau Ha Bannaupane u Etukernpane,
HoxymenTsT € nznane Ha 17 Mapt 2015 CAIIl lenapramenT no 3apaBero ¥ Hosewkure Ycayru, AreHus no
Xpanwute u Jlekapctpara, Lleatsp 3a Unctpymentu u Pertrenorpadceko 3apase, Oduc 3a Onenku Ha lHCTpyMEHTA.
ANSI/AAMI/ISO 17665 1 u 2.

Nudpopmanusn 3a Banugupanero Ha Amalgatome MD 3a MHorokpataa Ynorpeoda
Cneonume mecmosu UHCmMPpYMerRmu, mamepuaiu U Mauru ca U3noa3earnu 6 mesu usnumeanus 3a eaﬂudupaﬁe:

e Steris Prolystica 2X Konnentpar Enzymatic Presoak u IlouncTBamy arent

e FDA ono6peno onakowsuHo onuo [Cardinal Health, Convertors Brand BioShield O6ukHoBeHo donuo 3a
crepunm3anus, Yact Homep 4040, [Taptunen Homep 14BDD044, 510(k) pedepenten nHomep K770933] karo ce
W3I0JI13Ba METO/Ia Ha TIOCIIEI0OBATEIHO OMIAaKOBaHE 10

e ANSI/AAMIST79:2010/A1:2010/A2:2011/A3:2012/A4:2013/(R)2014.

o JlereHka 3a aBTOKJIaB C XUMHUYEH UHAUKATOD, 0j00peHa ot FDA [SPS MeaunuHcka napHa WHIUKATOPHA JICTICHKA
ST-048, IMaprunen Homep S11705, 510(k) pedepenten Homep K890755].

e Steris LAB250

IIporokou 3a IlouucrBaune

e Bamuaupane Ha E¢ukacHoctra Ha [louncrBane - NAMSA O6o0mmrenen Jokman 154261

IIporokoa 3a Crepuianszauus Ha [lapa

e smnuteane 3a EdukacHoct na Crepuiusupane Ha [1apa - MHcTpyMeHTH 32 MHOroKkpaTHa Ymorpeda - 132°C Ipen-
Baxyywm Luxbn EXS040213STM.01F
e Banmupanuu Ha Edukacnocrra Ha [lapaata Creprimsanus - NAMSA O6o06menue Yacr 11 Joknan 154261
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Nuadopmanus 3a Konrakt

Nugpopmanus 3a Konrakr

Mons BrkTE MHGOpPMAIHSITA TTO-IOTY 3a Mpsika Bpbh3ka ¢ EXUSICO mpsiko, 3a KaKBUTO U J1a € OWJIO OT BaIlIUTE BBHIIPOCH,
KOMEHTapH WJIK ONaceHusi OTHOCHO Amalgatome MD, kakTo u 3a UCKaHUs, CBbP3aHH ChC 3aKyIyBaHE WM 00CITyKBaHE.

YmeaaomorneH [Ipencrasuren: AR Experts B.V.
Anpec: Amerlandseweg 7
3621 ZC Breukelen
Xonangus
Tenedon: +31 (0)88 9951 333
Nwmeiin: info@ar-experts.eu
Veb6 crpanura: Www.certification-experts.com/ar-experts

[MpousBoauren Ha npoaykta: Exsurco Medical
Anpec: 10804 Green Road

Wakeman, OH 44889, CAIIL
Tenedon: +1 800-243-6049
Hwmeiin: info@exsurco.com
Yeb6 Crpanurma: WWW.exsurco.com
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Ta3u cTpaHuna yMUIIUIEHO € OCTaBEHA Mpa3Ha.
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