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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. Noviotissue is a distributor for Exsurco’s product in Bulgaria, Germany, Austria, the
Netherlands, 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 Syste
with X100626 Sterilization Tray

AMALGATOME' MD

EXCISION RING™ BLADE

X100457 Disposable Blade -

‘WITH AMALGATOME MD
CADAVERIC USEONLY

GALLTO REGROER
X004 (BOX OF )

ey © @ #F

TR @uemA

PN#: X101809 Rev. A Page 5 of 47



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

ogakrwbhE

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
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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 to equipment.
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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Amalgatome MD Sterilization Tray

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.

o Do not place more than 1 Amalgatome MD product into Sterilization Tray at a time.

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

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

o 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 for use.

¢ 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 Noviotissue to have packaging materials sent. Refer
to the Warranty, Service, and Returns section.

Operator Safety

o 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.

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

e Retain this manual for future reference.

e 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 or contacting Noviotissue.

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 serious injury
to the operator and bystanders, or cause damage to property or equipment.
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Training

o 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

e Process the Amalgatome MD system only one time in sterilization cycle after each use.

o It is the facility responsibility to follow the reprocessing procedure, including resources, materials and
personnel, it suitable to achieve the required results. If the 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.

¢ 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

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

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

Operation

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

e Do not use this instrument in standing water.

e 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 Noviotissue for inspection.

e 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.
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If the Amalgatome MD System develops unusual vibration, refer to Troubleshooting. If that does not satisfy
the problem, return to Noviotissue 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 the warranty
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

o  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 Noviotissue 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.

e 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 ofthe 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 witha sterile cover,
but not required.

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” (I)
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 ACTIVATION LEV
the power cord. This will cause the Blade
to rotate.

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.

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.
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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.

Inspect for cuts or nicks on the Handpiece cord insulation from mishandling. Do not use if cuts or nicks are
present.

Inspect 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 Noviotissue
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 Noviotissue 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 Noviotissue 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. A

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)

e Release and re- engage the Activation Lever, pressing the Activation Button within 5
seconds of re-engagement

e  Examine the instrument for defects

e Return for service

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

Attempt with another Amalgatome MD Blade
¢ Notify Noviotissue

e  Attempt with another Amalgatome MD Blade
e  Check parts for defects

e Return for service

e 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 turncounter-clockwise
until Fuse Holder ejects from Power
Supply.

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

POWER CORD INPUTPORT

»FUSE (2)

> -€

FUSEHOLDERS '

WIRE IN FUSE CASING ISBROKEN

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. A
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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 Noviotissue 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 Noviotissue 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 f
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: This is a left-handed thread.

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 Noviotissue 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.

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
Set Point Temperature _|132°C
FUllCyele Duell e minutes
DTimeRSIN20 minutes

CyeleType s Gravity, Hospital

Set Point Temperature _135°C

Fll Cyele Dwel e 110 e

DryTime 30 minutes

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 Noviotissue for inspection and repair.
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Storage and Disposal

Amalgatome MD System Storage

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

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

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

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.
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 Noviotissue 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
Noviotissue regarding any warranty issues or claims.

e 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 Noviotissue 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 Noviotissue 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 Noviotissue 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.

Noviotissue can be contacted at +31 (0)24 71 14 079, or email info@noviotissue.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 Noviotissue at +31 (0)24 71 14 079, or email info@noviotissue.com.

Noviotissue shall provide the customer with the approved return shipping container. When the customer is
returning the system, Noviotissue 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. Noviotissue 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. Noviotissue 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, Noviotissue 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 call Noviotissue to register a complaint. Email info@noviotissue.com or call
+31 (0)24 71 14 079. 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

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

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

e Loaner requirements if available upon request

Once a complaint is received, Noviotissue 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
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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

C€

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. A

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 (3.1 kg)

4 % High x 11 3/8” Wide x 17 12” Long
Below 85 dBA (as measured per 1ISO 3744)
Less than 2.5 m/s? (as measured per 1SO 20643)

Indoor Use Only

Altitude up to 6,561 ft (2000 m)

Ambient temperature range 41°F to 104°F (5°C to 40°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

Individual, 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 Noviotissue at +31 (0)24 71 14 079, or email info@noviotissue.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
Use By Date Weight

For Single Use Only

J-»O -

Handpiece Power Cord
Terminal Location

z
®
A

Caution

Fuse Location

(]3]

Consult Instructions For Use

This side up™.

'Sharp inner ring..
“_ Hold by blue ~
“_sfriponly.

CAUTION: Sharp Inner
Ring

‘
PP

&

Keep Product Dry

Use Protective
Handwear
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Appendix D: Best Practices & Techniques

Proper Angle During Recovery

1. To ensure 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, area between
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.

Direction of Recovery

N
st T s

5. Pressing down 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.

2. 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.

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. This results 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 direction as
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.

o ANSI/AAMISTS8 Hospital Steam Sterilizers
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 health care
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.

o 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:

Steris Prolystica 2X Concentrate Enzymatic Presoak and Cleaner

o 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 humber K890755].

e Steris LAB250

Cleaning Protocol

e 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 |1 Report 154261
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Contact Information

Please contact Noviotissue directly, using the information below, for any of your questions, comments, or

concerns about the Amalgatome MD and with any purchasing or service requests.

Distributor of product: Noviotissue B.V.
Address: Kerkenbos 1077V
6546BB Nijmegen
The Netherlands
Phone: +31 (0)24 71 14 079
Email: info@noviotissue.com
Website: www.noviotissue.com

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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PHKOBOACTBO 3A IIOTPEBUTEJISI HA AMALGATOME® MD "
TABJIA 3A CTEPWIN3ALIUA

Ta3u cTpaHuila yMUIIUIEHO € OCTaBeHa Mpa3Ha.



PHKOBOACTBO 3A IIOTPEBUTEJISI HA AMALGATOME® MD "
TABJIA 3A CTEPWIN3ALIUA

Unempyrxyuu 3a ynompeba
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BEJIEKKA KbM ITIOTPEBUTEJINTE

[Ipouerere BHUMaTETHO TOBa PHKOBOICTBO 32 [ToTpebuTens, kaTto 00bpHETe BHUMAHUE HA BCUYIKH MTPEAYIPEKICHUS 1
Mpenna3Hyu MepKu mpean aa usnonspare Cucremara Amalgatome MD u Tabnara 3a Crepunm3armst Ha Exsurco Medical.
Ts e mpenHa3HayeHa 3a ymotpeda OT TEXHHUIM, O0Oy4YeHH B M3BIIMYAHETO HAa ThKaHH M 00paboTkaTa uM. HenmpaBuiHOTO
HAcTpolBaHe U paboTa ChC CHCTEMaTa WM HEBh3MOXKHOCTTA JIa CE CJIC/IBA TOBA PHKOBOJICTBO 3a TIOTPEOUTENS MOTAT Jia
MPUYMHAT HApaHSBaHE WK YBPEKIaHE, KOSTO HE Ce TIOKPHBA B PAMKUTE Ha Ta3W rapaHIys.

S3ABEJIEXKKA: TO3U ITPOAYKT E OJOBPEH 3A YIIOTPEBA CAMO BBPXY
TPYIIOBE
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IIpearosop

e

ToBa pHKOBOACTBO 32 MOTPEOUTENS MPEIOCTABSI HACOKH, KOUTO JIa MIOAMIOMOTHAT TIOTPEOUTENUTE a PabOTAT EPEeKTUBHO
u Oe3onacHo cbe cucteMara Amalgatome MD u ¢ Tabnata 3a crepuim3anus. ToBa ppbKOBOJICTBO CHIIO TaKa BKIIOYBA
MaTepHaIH KaTo MoKa3aHus 3a ynoTpeda, Hail-1o0py NMPakTUKK U WHPOPMAILIUS 32 OTCTpaHsIBaHE Ha HEM3IIPABHOCTH.

Exsurco Medical

Mucusra va Exsurco Medical e na npeneduHipa Haykara 3a U3psi3BaHe B PAMKUTE Ha IMOCIIEIOBATEIIHOCT OT MOCTABSHETO
J0 MPUJABHUIKXBAHETO B KIIMHUYHHUTE PCIICHUS, CTPATCTHYCCKU ITaPTHHOPCTBA B PAMKHUTE HA 3/IpaBCOIa3BaAHETO U
3a1bJI00YCHO pa3OupaHe Ha KiueHTuTe. Hue cMe aHrakupaHu Jia mogo0psBaHe )KMBOTUTE Ha MAIIMEHTHTE U Pe3yJITaTUTE,
KaTo MPHUBMKBAME HAIpe] 3a3/IpaBsiBaliiaTa CHjia Ha KoXara 4pe3 HHOBaIlKs, pa3paboTBaHe Ha MPOAYKTH U IPOJIaBaHe
Ha 000py/IBaHE 3a EKCIIM3UPAHE ChC 3aXPaHBaHe, U3MOJI3BAHO HA ITa3apyTe 32 B [1a3apUTE Ha XUPYPTUIHU U ThKaHHUTE
6auku. Noviotissue e muctpubyTop Ha MpoAyKTHTE Ha EXSUrCO 3a beiarapus, I'epmanns, Ascrpus, Hunepmanmus u
O06enMHEHO KPaJICTRBO.

PN#: X101809 Pes. A Crpanuna 4 ot 47



IIpernen na Cucremara

To3u pazoden npedocmass oobwa un@opmayus omuocio Cucmemama Amalgatome MD u Tabrama 3a
Cmepunuzayus.

IMoka3anus 3a Ynorpeoda

Amalgatome MD e npoaykT 3a 1o0MBaHe Ha ThKaH C pa3/eisHe Ha neOerHaTa, KOWTO € IpeIHa3HaueH Ja MPEI0CTaBH
pa3IMYHM Bb3MOXKHOCTH, KaTo Je0enrHa Ha rpadTa U HUpHHA caMo 3a TpynHa YnorpeOa.

Onucanue

Cucremara 3a Br3cranopsiBane Ha Trkanu ¢ Paznensae Ha Jlebennnara Amalgatome MD e enekrpuyecku 3axpaHBaHa H
e cnenuduyHo mpoektupana 3a [Iponenypu 3a BeacranoBsiBaHe Ha ThKaH OT Tpy1. [IpeanasHadeHa e 3a ynorpeda BbpXy
JIOHOPH 3a BB3CTaHOBsIBaHE Ha ajlorpadTHA KOXKa caMo OT 00y4eHHU H/WiH cepTHGUIpaH TPOPEeCHOHATUCTH B ThKaHHO
BB3CTAHOBSIBaHE. T03U HHCTPYMEHT € IpeiHa3HaueH 3a nosyyaBane Ha Koxuu I'padToBe ¢ pasaenena nedennHa, KOUTO
Bapupar mexay 0,005 uaua u 0,040 nayva (0,13 mm mo 1,02 mm) B nporieypuTe 3a Bb3CTAaHOBSBaHE HA ThKaHU.

Cucrema X100556-EU2 Amalgatome MD

C Ta6ua 3a crepuinszamus X100626

OcTtpue 3a ernokpaTHa ynoTpeda X100457

AMALGATOME" MD

EXCISION RING” BLADE
WARNING!

ONLY BUTABLE FOR USE
‘WITH AMALGATOME MD

‘CADAVERIC USE ONLY

‘CALLTO REGRDER
XICOAST (BOX OF )

By © [ ¥
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OcnoBuu KomnonenTu

Cucremara 3a Bp3cranopsBane Ha Koxxa Amalgatome
MD X100556 ce chcTou OT ClIeAHUTE OCHOBHH
KOMITOHCHTH:

X100460 CraodosiBane Ha PbKoxBaTKa
Hpbxka

Jloct 3a AxTuBHpaHe

3akmouBanio Komue

3akmouBaia I"alika

350H0 KOIENI0

3axpanBaiy Kaben na PrkoxBarkara
cbe 3anmrHa Kamauka

IS

X100461 CraodsiBane Ha I'maBa
1. Pawmxa ma Crannus
2. Crio6ka Ha JIpa0okomMep
3. Ocrtpue ¢ 3akmrousai [Ipbcren ¢
Tpu (3) @ukcupamy Bunara
4. Bxon 3a pbUCH €IEMECHT

X100380-EC EnexkTpo3axpaHBane
(cbe 3axpanBani kaben)
1. Ipwxka 3a Hocene
2. IIpeBkmtouBaren 3a Britousane
3. Bxopx 3a 3axpanBain kaben 3a PpueH enement

PN#: X101809 Pes. A
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Oo0mwu Ipenynpexaenus, [Ipeanazan Mepku u
XapaKTEpUCTUKHU 3a be3onacHOCT

To3u pazden npedocmassn obwu npedynpexcoenus u npeonasuu mepku omuocho Cucmemama Amalgatome
MD u Tabnama 3a Cmepunuzayus.

3axpanBane Amalgatome MD

[penen [Nanen: Buumanue: Camo 3a Tpynna Ynorpe6a. Jla He Ce ABTokiaBupa.

3anen [Tanen: Cnenudukarus va [Liactuna [pennasuren 1,25 AMP basno Usrapsine.

Bunaru paskaupaiite Kabena Ha 3axpaHBaHeTo Mpel HHCTATUpaHe / OTCTpaHsIBaHe Ha efxHokpaTHyn OctpHera.
Moxe na HacTBIH enekTpudeH mok! M3non3eaiite camo npenoctaBenust oT EXSUrco 3azemeH 3-xuiieH Kaben u
3a3eMEHO OCHOBHO 3axpaHBaHe. 30srBaiiTe yrorpedara WM MOCTaBIHETO HAa 3aXpaHBaHETO B 3aCTOsJIA BOJIA.
[paBuiHaTa HHCTANAIUS € U3KITIOUYMTETHO BayKHA, 32 JIa ce TIOCTHTHE MaKCHMalTHa e(pUKacHOCT U ie0enHa Ha
KOXKaTa, KakTo 3a Br3cranopsiBaneTo Ha Trkanute ¢ Paznensue Ha Jlebenunara Amalgatome MD (Amalgatome MD)
U 3a oneparopa. HempaBunHara nHcTananuys Moke /1a OBJIHsie Ha ABIKEHUATA Ha OllepaTopa v Ja MPUINHH
HEeXeJlaHO M3HOCBaHe WM MOBpeia Ha 000pyIBaHETO.

[IpoBepere nai HHCTPYMEHTHT € pa3KadyeH OT 3aXpaHBaHETO MPEIH 1a HHCTpyMeHTa B ctepmini3aropa. HUKOI'A we
CTepUIIM3NpaiTe Ha Tapa 3axpaHBaHETO.

[IpoBepere ganu llpeama3sHoTo Kamade € MOCTaBEHO HA MCTO BBPXY Kpast Ha PhKoXBaTkaTa, cie OTCTpaHABaHE OT
ZaxpaHBaHETO.

Cruno6siBane Ha I'naBara u PokoxBaTkata Amalgatome MD

HucTpyMeHTHT 3a Bh3cTanossBane Ha Koxka Amalgatome MD HsiMa 1a ce BKIIFOUH, OCBeH ako JIoCThT 3a AKTUBALIUS
HE € IPEMECTEH Hanoly M byToHBT 3a AkTHBamus ¢ HarucHaT. Ako JIoCcThT 3a AKTHBHpaHe € 3aabpxKaH 3a 4-7
CeKyH/IM 0e3 HaTHCKaHe Ha OyTOHA 32 aKTUBUpPaHe, HHCTPYMEHTHT IIIE c€ JICaKTHBUPA U JIOCTHT 332 aKTHBHPaHE TPsOBa
na ObJie 0cBOOOJIEH, 3a Ja ce pecTapTHpa HHCTPYMEHTA.

OcBoboxaaBanero Ha Jlocta 3a AKTHBHpaHe IIIe 1eaKTHBUPa HHCTPYMEHTA.

Crio0siBane Ha I'maBara Ha /Iba6oxkomepa Amalgatome MD

[IpoBepsiBa HacTpoHKHUTE Ha THIOOYMHATA TIPEIH BCSKa yroTpeoda.

Bunaru HactpoiiBaiite JIbpa10okomMepa Ha MO3UIHs, IpH KoATo jduHeana mocodsa 0.000 mpenu n1a ro MHCTAIHpaTe WK
na oTcTpanuTe eqHokparaoto Octpue.

[orebpaere mamu Octprero 3a EqHokpaTHa Ynorpeba e mocTaBeHo MPaBIITHO U 3aTETHATO MPEeIr aKTUBUPAHETO Ha
WHCTPYMEHTA, 3a J1a ce n30erae Bb3MOKHO HapaHsSIBaHE.

Octpue 3a ExnoxkpaTHa Ynorped6a Amalgatome MD n OnakoBka Ha OcTpuero

CumBon ,,Baumanue Octpue®

CumBou ,,He usnon3paiite noBTOpHO

Cumson ,,IIpoderere nHCTpYKIMUTE

Octpuerara MOrar Ja nIpeIu3BUKAT HapaHsIBaHE OT MOpA3BaHE. bbaeTe U3KIIOUNTENHO BHUMATENIEH.

Bunarn HactpoiiBaiite [Ipn0okomepa Ha mosutus, pu kosaTo Juaeana nmocouysa 0.000 mpenu na ro wHCTANMpaTe WK
Jla OTCTpaHuTe eqHOKpaTHOTO OcTpue.

[ToTBBpAeTe gaTaTa Ha U3THUYAHE HA CPOKA HA TOJHOCT U LIETIOCTTA HA OMAKOBKATa MPEIn Aa OTBOPUTE CTEPUIIHOTO
Octpue.
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Amalgatome MD Tab6ua 3a Crepuiiusanus

He noGasstiite npyru nactpymMenT kbM Tabnara 3a Crepunn3zanus Amalgatome MD. 3oHuTe pegHa3HaYeHH 3a
creun(pUIHU KOMIOHEHTH IIE ChIBPKAT CaMO KOMIIOHEHTH, KOMTO ca CIIEHU(QUYHO ITpeJHa3HaYeHH 32 Te3U 00JIacTH.
Tabnata 3a Ctepuinzanus e cbBMecTUMa caMo ¢ mpoaykra Amalgatome MD KoxHo Bp3cTaHOBSIBaHE U He € Ona
BaJMMpaHa 3a yrnorpeda ¢ Ipyr IpoIyKT.

He u3nomssaiite Tabna 3a crepuim3anusi, KOSITO € MOBPEeHA MIIM MMa TIPU3HALM Ha CUyIBaHe, JIIOIIeHe, 00eBaHe,
nMma (ppaxTypu, YyruiMBa € Win AeopMHUpaHa 0 HIKAKbB HAYMH.

He nocrassiite mbaHa Tabna 3a CTepunu3anys B CTEpUIIA3aTOPa B IO3UIIMS HACTPAHH WM Haomaku. KanakbT BUHATH
TpsiOBa J1a TJiefia Harope U jia HsMa HaTpyIaH! TaOIu.

He nmocragsiiTe noBeue ot enun nmpoaykT Amalgatome MD B Tabna 3a Crepunuzanus B €IMH U CHIIM MOMEHT.

He u3non3paiite npoaykra, ako BpHIIHaTa CSR onakoBka e HapylleHa, pa3kbcaHa, U T.H.

He m3nomsaiite Tabna 3a Ctepriin3anus, ako KanakbT HE CE 3aKIF0YBA TOYHO KbM OCHOBATA.

Bunaru cienBaiiTe TOBa phbKOBOJICTBO 32 MOTpeOUTENs 3a Oe30macHa padoTta ¢ Amalgatome MD u koHTeliHepa.
Tabmnata 3a crepunu3anus € npeHa3HavYeH 3a yrnorpeda ¢ o100peH, IpaBHO NpojasaH, ogoopen ot FDA napnan 3a
CTepUIIN3ALIHSL.

Cren crepunn3aiius He IOTOMSBANTE B TEYHOCT 3a oxJjaxaane. Oxiajere Tabnara ¢ MpoayKTa BbTpeE, upe3
€KCIO3MIIM Ha CTaliHa TeMIiepaTypa Wi MOKPUHTE ChC CTyIeHa CTEPUITHA KbPIIa, IOKATO € IOCTaThUHO XJIATHO 3a
JIOKOCBaHe 3a ynorpeoa.

He usnonspaiite Crepunu3aionHara Ta0na Amalgatome MD kaTo koHTelHep 3a fJocTaBka. M3mnon3paiite
onoOpenara Kyrus 3a Tpancnoptupane, mpeiocTaBeHa B OpUTHHAIHATA JOCTAaBKa HA CHCTEMATa MIIH CE CBBPIKETE C
Noviotissue, 3a ma moy4nTe MaTepuaiy 3a omakoBane. Bukre Pasnena apannus, O6cnyxBane u Bpoinane.

Be3zonacuoct Ha Oneparopa

Mot na mpoderete U pa3depeTe Te3u HHCTPYKIUMH 32 padoTa MpeJI a ce OMUTaTe Ja Criao0uTe, MHCTAINPATE,
paboTHTe ¢ WK Aa MOAIbPKaTe TO3W HHCTPYMEHT. HeBB3MOXKHOCTTA J]a ce CIpaBUTE C MHCTPYKIIMUTE MOXKE J1a
JIOBEJIe JI0 TINYHO HapaHsIBaHEe W/WJIH NIOBpe/a Ha obopyaBaHeTo. [Ipoderere 1ienusi MaTeprai Mpeay Ja n3noi3Bare
TOBa 000OpyIBaHE.

Bcesika ynotpeba 3a mpuiioKeHns, pa3TiyHN OT TE3H, 32 KOUTO € IpeJHa3HaueHO U KOHCTPYHUPAHO TOBa 000pyIBaHE
MOJKe JIa TOBeJIe JI0 TIOBpe/ia Ha 000pyIBAaHETO, Jia aHyJIUpa TapaHIUsTa W/UN Ja IPUYHHA CEPHO3HY HapaHSIBaHUS.
3amazere ToBa pPHKOBOJICTBO 3a CIIPaBKa B OBIIEIIIC.

To3m MOKyMEHT OT 4acTH MITH H3ISUIO HEe MOKe /1a ObJie Bh3MPOU3BEXK/IaH 1O HUKakBa (hopMa WIIM HA9WHU 32
HHUKaKBH IIeJTH, 0€3 H3pHIHOTO MUCMEHO chtacue Ha Exsurco Medical. ITncmMeHoTO Chriiacue na ce Bb3IPOU3BEIe
M3ISUTO WJIM OT YacTH CE JIaBa C HACTOSIINS JTOKyMEHT Ha 3aKOHHUTe coOcTBeHnIM Ha Cuctemara 3a Br3cTanoBsBane
Ha Trpkanu ¢ Pa3znenena Jlebennaa Amalgatome MD, ¢ koiiTo ca JOCTaBeHH Te3W MHCTPYKIUU 3a padoTa.
Nudopmarusta B TO3U JOKyMEHT € IpeAMeT Ha rmpomMsHa 6e3 n3Bectue. [Iposepete yebcaiita Ha Exsurco 3a Haii-
YecTHus Mperie]] Ha (@ WWW.eXsurco.com

[Ipemmarar ce JOMBIIHUTEIHN KOMHS HA paOOTHUTE WHCTPYKITHH TIPH ITOCEIEHIE Ha Halug yeOcalT nin mpu
cebp3Bane ¢ Noviotissue.

dusnuecko CncTosiHUEe

He pabotete ¢ 000pyABaHETO MO BIMSHUETO HA AIIKOXOJ, JIGKApCTBA MJIM JIPYTH BEIIECTBA, KOUTO MOTAT J1a YBPEIIT
npereHkara, pedaekcure, 3peHUeTo WM KoopAuHanusTa. Paborara ¢ ycTpolCTBOTO, TOKATO € MOBPEICHO MOXKE /1a
JIOBeJIe 10 CEpUO3HO HapaHsSBaHE Ha OIepaTopa M Ha OKOJHUTE WIIK J1a TPUYMHH TOBPEIN Ha HMYIIECTBOTO WITH
00opyIBaHETO.
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O0y4yenue

o Cucremara 3a Br3cranopsBane Ha Trkanu ¢ Paznenena Jlebennna Amalgatome MD e npennasHadeHa 3a ynorpeda u

HOJIPBKKA caMO OT 00y4eHH Ipo(heCHOHAINCTH, KOUTO ca 3all03HATU C yrnoTpedaTa U MPUI0KEHUETO U.
[IpenopbuBa ce CHIHO BCUYKH MOTPEOUTENH J1a TIperieaar o0yuuTeTHoTo Buaeo Ha Amalgatome MD u oOydenunero
10 TOKYMEHTH.

OobopyaBane

e Cren crepuim3alisi He TIOTOMSBANTE MHCTPYMEHTA B TEUHOCT 3a oxJaxaane. Oxiaaere 4ype3 eKCIo3ulns Ha cTaliHa
TeMIlepaTypa Wid MOKPUIHTE ChC CTYCHA CTEPHIIHA KbpIIa, JOKATO € IOCTAThYHO XJIaJHO 3a JOKOCBaHE 3a yrnoTpeoa.
Oo6paboTtere cucremara Amalgatome MD camo BeIHBX B CTEPUIM3AIMOHEH IUKBJI CJIE/ BCsAKA yroTpeoda.

e  OTroBOPHOCT Ha BAIIETO 3aBEJICHHUE € JIa CIIe/IBATE MPOIIe/ypaTa 3a mpepadboTKa, BKIIOYUTEIHO PECYPCHUTE,

MarepuainuTe U nNe€pcoHalia, KOUTO Ca NOAXOAAIIH 3a Ja C€ IOCTUTHAT HeO6XOILI/IMI/ITe pe3yaTaru. Axo MMPEAJIOKCHUTE

METO/IM Ha MOYMCTBAHE, AC3MH(PEKIMI U CTSPUIIM3AIINS HE CE U3I0JI3BaT, MOTPEOUTEIIST € JIBKEH J1a BaluIupa
MpoLieAypaTa CH M0 ChOTBETEH HAuMH.

o HpOI/I3B0)Z[I/ITeJ'I$IT HE Io€Ma OTTOBOPHOCT Ca BCAKAKBHY HEOTOPU3UPAHHU ITPOMEHHU B ONICPATUBHUTE IMPOLICAYPU UIIA 3a
HEOTOPHU3UPAHH IPOMEHH MJIM U3MEHEHUS HATIPABEHU B TN3aiiHa Ha MHCTPYMEHTA MJIH 32 BCIKAKBO (aOpU9HO
WHCTaINpaHo 00opyaBaHe 3a 0€301MacHOCT, HE3aBUCHMO JajTi Te3W MPOMEHH ca HAaIPaBEeH! OT MPOM3BOAUTEINS Ha
000pYZBaHETO, CIYKHUTEIUTE WX JIOCTABUMITUTE HA YCIYTH, KOUTO He ca 0100peHu jtocera ot Exsurco Medical.
Bcsakaksu HCOTOPU3HNPAHU IIPOMEHU 1I€ OTMCHAT rapaHIusATa.

e [IpaBuiHaTa MHCTATANNA € U3KITIOYUTEITHO Ba)KHA, 32 JIa CE TIOCTUTHE MaKCUMaTHa e(pUKaCHOCT, KaKTO Ha
nsnon3panara Cucrema Amalgatome MD, taka u Ha onieparopa. HenpaBuiHara wHCTaNanus MoXe Ja onpedy Ha
JBHOKCHHSTA Ha OrepaTopa U Ja MPUYMHK HEXeJIaHO U3HOCBAHE WM MTOBpe/ia Ha 000pyIBaHETO.

e Bcska ynorpeba 3a MpUIIoKeHUs, pa3INYHN OT T€3H, 38 KOUTO MHCTPYMEHTHT € IpeJHa3HaueH U KOHCTPYHpaH, HO
MOJKE J]a TOBEJIE 10 TeXKKH HapaHSIBaHUS

e Huxkora He cBbp3BaiiTe PhkoxBarkara Amalgatome MD kbM M3TouHHMK, pa3nuucH oT 3axpaHBaHeTo Amalgatome
MD. T# e cnenudpuIHO TPOSKTHPaHa Ja ONTUMHU3UpA padoTaTa Ha HHCTPYMEHTA.

e Huxora ue m3non3Baiite 3axpanBamny Kadenn nian 3axpaHBane 3a Apyr HHCTPYMEHT MUIH HHCTPYMEHT. Toii e
npenHa3HaveH 3a pabdora cnenuduuno camo ¢ Amalgatome MD.

e Huxkora He cBpp3Baiite Crno0sBaneTo 3a [ 1aBa Amalgatome MD kbM H3TOUHUK, pa3nudeH oT PrkoxBaTkaTa
Amalgatome MD.

e Bunaru mpoBepsBaiiTe 1s1aTa cCCTeMa Ipean yrnoTpeoda.

Cnomarareanu U3nenus

e [Iponykrure Ha Exsurco ca mpenHasHaueHH crien(MYHO U IPOSKTHPAHH CaMo 32 YIoTpeda ¢ akcecoapy u
KOHCYMaTHBH 3a €JHOKpaTHA ymoTpeba Ha EXsurco.

e  AxcecoapuTe, IPOSKTHPAHH OT JIPYTH MPOU3BOJUTEIH, HE Ca TECTBAHU OT EXsurco u He ce mpenopbyBar 3a ynorpeda

C HaIlUs NPOIYKT.
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Pabora

Tpsa6ra na ce Hocu JInuno 3amutHo O6nekno (JI30) u na ce cneasa mpoToKosa Ha 3aBEACHUCTO.

He u3non3BaiiTe To3u HHCTPYMEHT B 3aCTOsJIa BOJIA.

AKO B JaJlecH MOMEHT HHCTPYMEHTBT He H3MJIeK A fa (yHKIHOHMPA, KaKTO € IpeAHa3HAuYeHO WM IEMOHCTPHpPA
W3pa3eHu IPOMEHH B paboTara cu, TpsiOBa He3a0aBHO Jia ObJic N3KITIOUEH, pa3kaueH H JAa ObJe OTHECEH B 30HA 3a
BpbIlIaHe/ ONpeJiesicHa OT 3aBe/IcHHE 30Ha 3a Bpblane Ha NOVIOtiSSUe 3a HHCIeKIusI.

[IpoabmxuTeNHATA MM MHOTOKpaTHATa YIOTpeda Ha pa3iIMyHH €JIEKTPHUECKH HHCTPYMEHTH C TOJIEMH BHOpaIHH, ce
Mpearoara, 4e JOMPHHACS IO ONpeelieHa CTETIeH, HapyIeH! s Ha KUTKaTa WK IPEIMHUIITHALATA IPU TOAaTINBU
HHIWBUIH. AKo HacTBIIH IIPEKOMEpHa BPI6pa[IHH, TOBa € UHAMKAIKMA, Y€ UMa USHOCCHU YaCTH, KOUTO UMAT HYKIa OT
3aMsHa.

Axo Cucremara Amalgatome MD pasBue nHeoOuuaiina Bubpauus, Buxre Orcrpansisane Ha HensnpaBHoctu. Ako
TOBa He paspern mpobiema, BppHeTe Ha NOVIOtissue 3a nHCTeKIusI.

OcTtpuerara MoraT Jia IpeAU3BUKAT HapaHsABaHe OT Mops3BaHe. bpeTe N3KITIOYNTETHO BHUMATENeH, KOorato padoTure
C TiX.

3a 1a nzbernere TMYHO HapaHsIBaHE, BUHATW pa3kadaiiTe 3axpaHBainus kabel npean Aa HHCTaMpaTe / OTCTpaHsBaTe
Ocrtpue 3a EnnokpartHa YioTpeba, pa3rio0sBaTe / crio0sBaTe, OTCTpaHsIBaHE HAa HEM3MPABHOCTH WM TIOYMCTBAHE.
Octpuerara 3a Ennokparna Ynorpeba nHa Amalgatome MD ca camo 3a eqHokpaTHa ynotpeba. He u3nosn3paiite
MOBTOPHO M HE CTEPUITM3UPANTE.

M3non3BaHuTe OCTPH MPEAMETH ca 3aMbpceHU. MoyKe Jla HacThITN 3a00sIBaHE B pe3yITaT HA KOHTAKT WA
yBpexnaane. M3xpwpnere Ocrpuerara Amalgatome MD B koHTelHep, KOWTO € YCTOHYNB Ha MPOOHBaHe, 3a
ouosornuHo onacHU ocTpH npeamet. Bikre AORN, CDC, OSHA wmim MecTHUTE CTaHAApTH, KOUTO MTOCTABSIT
OpTaHU3aIIMOHHU HACOKH 32 Pa0doTa U U3XBBPIISIHE HAa OCTPH MTPEIMETH.

Hsma npyro octpue, KoeTo 1a Moke n1a ObJie u3mo3Bano ¢ nHerpyMmerTa. Camo gact Homep X100457, Octpue 3a
Ennokparna Ynorpeba e ogo0peHo 3a ynotpeda ¢ Amalgatome MD.

Yactu 32 3amecTBaHe

W3non3eaiiTe camo yacTu 3a 3aMsHa, npou3BeaeHu ot Exsurco Medical. YnorpebaTa Ha 3aMeCTBaIU PE3EPBHU YaCTH
IIe aHyJIupa rapaHisaTa 1 MOXe Jla MPUYNHU HapaHsSBaHe Ha OlepaTopuTe U MoBpeaa Ha obopyaBanero. Bikre
ITpunoxenue b 3a cnUChbK ¢ HATUYHU YaCTH.

Ymorpebarta Ha 9acTH, pa3IMdHU OT TE3H, KOUTO ca MpeaocTaBeHn oT Exsurco Medical Moske ma nmpuamHHA
3akmouBaHe Ha OcTpreTo, KOeTo /1a AoBeAe N0 Hebe3onmacHu yciioBus Ha padora. Bmxre [Ipunoxkenne b 3a ciuchbk ¢
HaJIMYHHU YaCTH.

Exsurco Medical e mpremMa oTTOBOPHOCT 3a, KAKBHTO M Ja € OMIIO HEOTOPH3UPAHH IMPOMEHH B OITEPATHBHUTE
MIPOLIEAYPH WJIH 32 HEOTOPHU3UPAHH ITPOMEHH HMITM U3MEHEHWsI, Hal[PpaBeH! B JM3aiiHa Ha MamuHaTa win (GabpuIHo-
WHCTaIMpaHo 000pyaBaHe, MO 3aBeJIeHIe UIIH I10 PEIOCTaBeHN yCIyTH, KOUTO He ca 01o0peHu mpenu oT Exsurco
Medical. ToBa 11e OTMEHU TapaHIUATA.

Pa3un

To3u mpoyKT MOKe J1a B U3JI0KH Ha CyOCTaHIINH, BKIIFOYUTETHO OJIOBO, 32 KOETO € M3BECTHO Ha IIfaTa
Kamugopnus, ye mpudnHIBa pak v BPOICHHU Ie(EKTH WIN IPYTH PENPOAYKTHBHH YBPEKIAHUS. 3a TIOBEUE
nH(opmarus otuaere Ha “wWww.P65Warnings.ca.gov”.
To3u uHCTpYMEHT OoTroBaps Ha 4act 15 ot npaBmiata Ha FCC. Paborara e nmpeamer Ha CIeTHUTE JIBE YCIOBHUS:

o YpenbT Ha HEe MPEIU3BUKBA ONIACHU UHTEPHEPEHIINH.

o Ypenbt TpsOBa Aa moeMa HHTEpPEPEHIINH, KOUTO MOTaT J1a I0BeJaT A0 HexelaHa padorTa.
Tosa obopyaBane e nHctpymeHT oT Kiac A, I'pyna 1. Amalgatome MD He e npeaHasHadeH 3a JomaliiHa yrnorpeda u
M3I0JI3Ba IIPOBOJJMMO CBBP3aHa PaJo-4eCTOTHA €HEepTHsi, He00XO0MMa 3a BBTPEIIHO (QYHKIIMOHUPAHE.
PaGorara Ha Amalgatome MD mosxe 1a Ob/ie BIIOIICHA OT HATMYUETO HA IPYTH aKTHBHU €JICKTPHUYCCKH YPEIH.
Cucremara Amalgatome MD e nozxo/siiiia 3a H30JI3BaHe B OCHOBHA €IEKTPOMArHUTHA Cpejia.
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PazomakoBane u Criio0sBane

HNucnexkuus Ha UHcTpymMenTa

e Cunen karo nonyunute Cucremata Amalgatome MD, npoBepeTe 3a BHHIIHM IpU3HAIM Ha yBpexaaHe. 3anazere Kytusrta
3a TpaHcnopTupane, 3a Jia I0CTaBUTE HHCTpyMeHTa Ha Exsurco Medical 3a peMoHT. 3apBKTe 1Ie/Us ONaKOBbUCH
MaTepHai, JOKaTo ChIbpKaHHEeTo ObJe MOTBBPACHO U ObJIe MPOBEACHA MPOBEpKa Ha paboTara. AKO HHCTPYMEHTHT € OHl
noBpezieH, cBbpikete ce ¢ Noviotissue 3a nHpopmalus 3a 0TOpHU3aIKs 32 BPbIIAHE.

Crepunmsanust Ha Cbabp:KaHUETO

e Hosute u nznonszpann Cucremu Amalgatome MD TpsiOBa na ObaT BHUMATEIHO 00pabOTEHU B CHOTBETCTBHE C
WHCTPYKIIMHUTE 32 pasrio0sBaHe, TOYMCTBAHE U CTEPHIIM3AIINS, KOUTO Ca TIPEJOCTaBEHU B TOBA PHKOBOJICTBO.

e CucremuTe ce MPeAOCTaBsAT BU3YAIHO YHCTH, HO HE ca MpeJHa3HaueH! 32 HOBa cTeprin3anys. KilmeHTsT e
OTTOBOPEH 3a TIOYHNCTBAHETO M CTEPUIIM3AIMITA Ha CHCTeMaTa npeau yrnoTpebda. Brkre paznena 3a Pasrnabsiue,
[TouncrBane u CTepunu3anus.

HacrpoiiBane Ha PbrkoxBaTkata n Criio0ka Ha I'smaBara

Cucremara Amalgatome MD 11ie ObJie 10CTaBeHa, KATO OCHOBHUTE KOMIIOHEHTH Ca WHIWBH/IYaIHO IIOCTABEHH B
cobcrBenu otnenenus B TpancrnoptHata kytus. Cies kKato ObJatT nony4eHu, otkadere [IpbcTena 3a dukcrpane Ha
Octpuerto ot CriioOkara Ha ['naBara 3a crepunmzanus. BukTe pasnena 3a Pasriabsine, [TouncrBane u CTepunuzanus.
Koraro ycTpoiicTBOTO € CTeprim3npaHo ¥ TOTOBO 3a yrmoTpeda, otBopere Tabmara 3a CTepunmzanius, KOsITO ChIbpikKa
Amalgatome MD B cTeprIIHOTO 1OJIE, 32 Jia MPUTOTBUTE HACTPOHBAHETO Ha MpoykTa. OnepaTophT Iie TPsOBa jJa criodu
Porkoxearkara u Criio0kara Ha ['1aBara, 3a 1a pabOTH ¢ HHCTPYMEHTA.

1. BwnBezere 3n0uaTHst Kpaii Ha PhkoXBaTKaTa B KOpIyca
Ha paMara Ha TJlaBaTa Ha HHCTPYMEHTa, KaTo ce
MIOTPIDKUTE J1a TIPUPABHAUTE KITFOYA M THE3OTO.

2. Karo mppxute PrkoxBaTkara B M3MPAaBEHO MOJOKEHNE
(mocokara e mokaszaHa To-710JTy) 3aTeTHETE Ha phKa
3axmouBamoTto Komue, nokato crmpe.

3AK/IIOYBAIIIO KOITYE
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HNucrananus Ha Octpue 3a EqHokpaTHa Ynorpeba

1. Hacrpotite JIbn6okomepa Ha 0.000 npeau na nHCTaIUpaTe
€THOKPAaTHOTO OCTpUE.

2. 3aBbpTeTe JIocTa HA HHCTPYMEHTA HAJIONY, CIIE/l TOBA IIOCTABETE
OctpueTto B Kopityca Ha pamata. CreaBaiiTe IpOTOKOJIA Ha
3aBeJICHUETO 3a OTBapsHe U nocrassiHe Ha Octpuero B Pamkara.
3aBBpTeTE JEKO OCTPUETO, 32 JIa OCUTYPUTE IPABUITHO
pasnonaraHe ¥ aHTa)XupaHe Ha 3p0uTe.

3. Tlocrasere 3akmrousarus [Ipscren Ha OcTpreTo B Kopiyca Ha
paMKara, KaTo IpHIpaBHATE BUHTOBETE C OTBOPUTE Ha BUHTOBETE BHPXY KOPITyca Ha paMKaTa. 3aTerHeTe,
Taka 4e 1a ce (uKcrpa, kato u3mon3Bare npenocraBeHara orBeptka. SABEJIEZKKA: He 3arsraiite
npekoMepHo BuHTOBeTe. [I1bTHO 3aTernaro okouo npbetute. SABEJIEZKKA: Tpute (3) dukcupamy BuHTa
TpsOBa 1a OCTAHAT 3aXBaHATU B 3aKJIIOYBAIINS IPHCTEH HA ocTpuero. He oTcTpansBaiiTe BUHTOBETE OT

3aKII04Balys IPBCTEH Ha OCTPUETO.
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3axpanBane Amalgatome MD

1. TlocraBere 3axpanBanero Ha Amalgatome MD BbpXy Maca Wi KOJMYKA M3BBH cTepriHOTO moje. [IpoBepere
Janu 3aXpaHBaHETO € BbpXY cTaOMIIHA, paBHA, CUTYPHA IOBBPXHOCT, 3a Jla IPe0TBpaTUTE MalaHe Ha MoJa.

2. BHwumapaiiTe na He appnare kabena B ONBHATO
MIOJIOXKEHUE, 3a /1a IPEAOTBPATUTE U3IYCKAHETO Ha
ycrpoictBoTo. To MOXke na ObJe TOKPHTO ChC
CTepuJIeH Yapiad, HO TOBa HE CE U3UCKBA.

3. Csppxere 3axpanBamus Kaben Ha 3axpaHBaHETO
KBbM MPEANUCAHOTO HANIPEKCHNUE BbPXY IIACTHHATA
ChC CCIU(pHKAIIH.

4. 3axpanBaHeTo TpsOBa Ja Oble  3a3eMEHO.

Wznon3eaiite camo nocraBenus 3axpanpaii Kaden.
[posepere nanu [IpekscBaubT Ha 3axpanBanero € B mo3unus "M3KIIFOUEHO" (0).

Cebp3BaHe Ha 3axpanBaHeTo Ha Amalgatome MD
kbM 3axpanBamusa Kaben Ha PbkoxBaTkara

1. Orcrpanere 3anmTHaTa Kanadka oT Kpas Ha PbkoxBaTkara Ha
3axpaHBaIys Kaden U s BKII0YETe B Kabesa Ha 3aXpaHBaHETO
KaTo MPHUPABHUTE YSPBCHUTE TOUKH.

2. 3abprere [IpexpcBaua Ha 3aXpaHBaHETO HA MO3UIIHS
"BKIIFOYEHO" (I). Cucremara Amalgatome MD e roTtoBa 3a
ynotpeba.
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Nuacrpykiuu 3a Padbota

Hacrpoiiku Ha /Ibia0oxkomep

Jb160KOMEPBT MO3BOJISIBA HAa MOTPEOUTENS 1a KOHTPOIMpa AedennHarta Ha koxkaTta. Hactpoure apnbounnara 1o
’kKenaHara nebennHa, kaTo 3aBbpTuTe Komuero 3a HactpoiiBane Ha [Ipn6ounnara. Hactpoiikure Bppxy Komuero 3a
HacrpoiiBane Ha [Ipn6ounnara, mokassar cTbiky Ha nokausade ot 0,001 nnya (0,0254 mm) u e mokpusT 00XBaT OT
0,005 un4a 1o 0,040 unaya (0,13 mm mo 1,02 mm).

JbnookomepbT Amalgatome MD e npenHa3HadeH aa uma GynkuuonaneH ooxsat ot 0.000 unua 1o 0,045 unya (0.00
mm 0 1,14 mm). AKo npenopbrUYaHUTE HACTPOWKH 32 IBIOOYMHA Ha BH3CTaHOBsIBaHETO 3a anorpadr ca 0,005 urua 110
0,040 uaya (0,13 mm g0 1,02 mm). Be3cranopsiBane B 00xBaT Ha Abj0ounHaTa oT 0,005 unua g0 0,040 naua (0,13 mm
1o 1,02 mm) ocurypsiBa TOYHOCT Ha KOXKHUS ajorpadT, KbM HACTPOHKUTE OTpa3eHH BrpXxy Komuero 3a Hactpoiika Ha
Jbnoounnara. Bunaru vacrporiBaiite JIbiookomepa Ha 0,000 penu 1a HHCTAIMPATE WK MPEMaXHETe eTHOKPATHOTO

ocTpHe.

3ABEJIE/KKA: OTroBopHOCT Ha IOTPEOUTENs € Jia ObJie MIPaBUIIHO
o0yuen. TpsOBa 1a pa3oupate HacTpolikuTe Ha [Iba0oKoMepa 1 Ja
3Haere, ye Komueto 3a Konrpoin Ha [Ipa0ourHaTa, KOHTpoIHUpa
neOenrHaTa Ha KOXHHUS ajaorpadr.

AKTHBHpPaHe HA Amalgatome MD

1. TlocraBere [IpexbcBaua Ha 3axpaHBaHETO Ha
mozunus "BKIIIOYEHO" (I).

2. Koraro cre rorosu na padorute, HatucHere "JlocT
3a AkTBanuA' Hagomy BepXy Apwxkkara. ToBa
1ie puBeae nHerpymenTa B pexkum "T'OTOB".

3. Jokaro "JlocTbT 32 AKTHBUpaHe" € HATHCHAT U ce
3aabppKa 31paBo, HaTucHeTe "byToHa AkTuBarus"

pasrmonoxeH BEpXy Kpas Ha PproxBaTkara 1o
3axpanBanys kaden. Tosa me Hakapa OcTpuero
1a ce BBPTH.

3ABEJIE/KKA: Axo HHCTpYMEHTBT He ObJie aKTUBUPAH B paMKuTe Ha 4-7 cekyHau, JlocTsT TpsiOBa na Obae
0cBOOOJICH 1 aKTMBHPAH OTHOBO, 3a Ja ce pectaptupa oposiua "I'OTOB". Tosa e 3a nenure Ha 0€30MaCHOCTTA U
HE T03BOJISIBA MHCTPYMEHTHT J1a ObJie CITy4aifHO aKTHBHPAH, ako ObJIe IIOCTAaBEH C JIOCTa HAJIOMY.
OcBo0OoXkJaBaHETO Ha JOCTA IIe ICaKTUBUPa HHCTPYMEHTA.
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Bb3cranoBsiBane Ha Koxken Asnorpadr

Boaeuw Pbvb

1. OsnaxkHeTe MICTOTO Ha KOXKHUS TpadT HA JOHOPa
ChC CTEPUIHO MUHEPAIIHO MAco, 3a Ja HaMaIuTe
BIaueHeTo Ha OCTpUETOo Mpe3 ThKaHTa.
3ABEJIE/KKA: Mma Brpajges »rei oT 15° B
JlpbxKKara, Taka ue ornepaTopa Jia He TpOBa aa
3agppka CrinoOkara Ha ['maBara na Amalgatome MD
O] BI'BJI, 32 JIa Bb3CTAHOBH KOXKEH anorpadr.
3ABEJIE/KKA: NHCTpyMEHTBT pexe ChC 3aHUS

[Nocoka Ha PazaHe

pB0 Ha ocTpueTo. KaTo HaTHCHETE HAIOJIy BOACIIOTO
OCTpHE TOBA MOXE Ja IOBEJE /10 MOBIUTaHE HA

pexerus ppO U3BBH KEITAHOTO MSCTO Ha

BB3CTaHOBABAHC.

2. Tlocrasere ['maBara Ha MHCTPYMEHTA B XKellaHATA
HayaJIHA TOYKa, KaTO U3II0JI3BATE JIEKO HU3XOAIIO
HaJISITaHe, 3a J]a TapaHTUpaTe, 4e peKeusIT pr0 Ha
OcTtpueTo moaappka KOHTAKT ¢ MSACTOTO 3a
BB3CTaHOBsIBaHe. Heo0XomM € camMo JieKk HaTUCK

3. Bennbx cien kaTo psA3aHETO 3al04YHE, PUABIDKETE
I'maBara Ha MHCTpYMEHTA B KeJlaHATa I10COKA.
IMomrbpixkaiiTe cTrabWITHA CKOPOCT, 32 JIa OCHUTYPHUTE
’KEJTaHUTEe Bb3CTAHOBCHH JIcOSNMHA U IIMPUHA HA

rpadrTa.

4. Twi karo anorpadThT Ha KOXKAaTa ce MOABSIBA OT

I'maBaTa Ha MHCTPYMEHTA, CICJHUTE BH3MOKHOCTH
Morar J1a ObJaT U3IMOI3BaHM, 32 Jia ce choepe
BB3CTaHOBEHHS TrpadT.
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BBb3MOXKHOCT #1: OcraBere KOXHHAT ajorpadT Jia J€KH YCIIOPEAHO Ha MACTOTO Ha Bh3cTaHOBsiBaHe. KoraTo
BB3CTaHOBSIBaHETO ObJIe 3aBbPIICHO, MMOBAUTHETE [ 1aBaTa Ha MHCTPYMEHTa OT MACTOTO. [loBauTHETE rpadTa Hajaned u
r'0 TIOCTaBeTe B MOJIXOASAIINS KOHTEHHED 3a ChbOMpaHe.

BBb3MOKHOCT #2: Uznon3saiite ¢opiieric, 3a Aa NOBAUTHETE BHUMATEITHO KOXHUAT ajorpadr, J0KaTo ce moka3sa oT
rJlaBata Ha MHCTpyMeHTa. He pastsraiite u He appmaiite rpadra.

5. IloBmuraere ['maBara Ha MHCTPYMEHTA OT MACTOTO Ha BH3CTAHOBSIBAHE, CIIEJ] KATO € IIOCTUIHAT >KeJIaHUs rpadr.
6. IloBTOpeTe CTBIKHUTE JOKATO Ca BH3CTAHOBEHU BCUYKH JKEJIaHU rpadToBe.

7. Crnen 3aBbpplLIBaHE Ha MpoLEAypaTa BWXKTe pasaena 3a PasrnoGssane, [louncrBane n Crepunuzanis.
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Iogapbxka u MHCHieKus

Amalgatome MD Cnucbk 3a IlpoBepka u UHcnexkuus

v
v
v

[IpoBepere cucremara npeau Besika ymoTpeoa.

He ce onuTBaiite na pasriobsaBare nin oBnaxHsBaTe PpkoxBarkarta. ToBa e paOpuuHO 3ameuaTaHo yCTPOMCTBO.
[IpoBepere 3a mpops3BaHKS WM IPOPE3N Ha M30yalusiTa Ha kabena Ha PpkoxBaTkara oT HenpaBuiHa pabora. He
W3II0JI3BalTE, aKO MMa TPOPE3H WIIH TPOPSI3BAHHMSL.

HpOBCpCTC HUHCTPYMCHTA 3@ MCXaHUYHHA I[C(I)CKTI/I, KOUTO MOrar Ja IOBJIUAAT Ha pa6OTHI/ITC XapaKTCPUCTUKHU WUJIM HA
oOpaboTkara.

[IpoBepete AelcTBHETO HA JIBIKEIIUTE CE YACTH, 33 Jja OCUTYpHUTE TIIajika padoTa B paMKUTE Ha MpeTHa3HAYCHUS
00XBaT Ha JBHKEHUETO.

[Iposepere, 3a na rapantupare, 4e Ibn06okomepsT Ha CriioOkaTa Ha ri1aBaTta He € CBaJieHa 10 HAKaKBa MPUYMHA. AKO
Obje pasriioOeH TOBa, IIe MOBJIHUsE HA CIIOCOOHOCTTAa HA MHCTPYMEHTA JIa peke MpH crienrdudHaTa ebenHa Ha
KO’)KaTa Ha JIOHOpa.

Jla He ce M3MOII3Ba aKo ce 3a0eleKy oBpe/a Wi U3HOCBaHEe, KOUTO MOTaT JIa KOMIPOMETHpaT QyHKIIMOHUPAHETO Ha
cucremara,. Bopaere Ha NOVIOtiSSUE 3a tipersies 1 peMOHT.

3axpanBane Amalgatome MD

v
v
v

[IpoBepere npean Besika ynotpeoda.

He ce onuTBaiite na pasriobssare 3axpanBaHeto. ToBa € (habpHUYHO 3amiedyaTaHO yCTPOUCTBO.

Bunaru nposepsiBaiite 3axpanBaius Kaben 3a pazpe3u u mpoleny B H30JIausaTa Ha Kabena oT HelpaBHUiIHA
ymoTpeba. He m3monsBaiite, ako Ma Mpope3n WK MPOPS3BAHUS.

He ce onuTBaiite na HacTpouTe WK Aa peMOHTHpaTe 3axpaHBaHeTo. [la He ce u3Mmon3Ba, ako ce 3abenexu moBpea
WJIM U3HOCBAHE, KOMTO MOTaT Jia KOMIIpoMeTupaT GyHKIIMOHUpaHeTo Ha 3axpaHBaneTo. BopHere Ha Noviotissue 3a
TIperJjies ¥ PpEMOHT.

He ce onuTBaiite na oTcTpaHuTe Kamaka OoT 3axpaHBaHeTo. AKO HalpaBUTE TaKa, TOBa MOXKE J1a JOBEJE 10 U3JIaraHe
Ha KOMIIOHEHTHTE, KOUTO CE CUMTAT 32 OMAacHHU 3a )KMBOTA MPHU BKIIOYBAHE HAa 3aXPaHBAHETO B KOHTAaKTa Ha
3axpaHBaHETO.
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PbKkoBOCTBO 3a OTCTpaHsBane Ha HensnpaBHOCTH

To3u pa3deﬂ onucea 06u4ama MH¢OPMCZZ/[M}Z 3a omcmpanieane Ha HeusnpaeHocmu, 6KJAIOUYUMENTIHO PEULEHUA

HA nomenyuaiHu np06fzemu.

W3znon3BaiiTe ciaemHUTe CTHIIKK HA OLICHKA, 32 J]a MOTBhPAUTE MpaBuiiHaTa pabota Ha Cuctemara 3a O0paboTka Ha
Trkanu Amalgatome MD. Ako ycTaHoBuTe poOIIEM € HSIKOH OT T€3W KOMIIOHEHTH, HE M3IMOJI3BAUTE CUCTEMATa; BbPHETE
s ma Noviotissue 3a cepBusHo 00cTykBaHe. 3a JOMBIHUTEIHA HHGOPMAITUS, BIKTE paszeia 3a I'apanius, CepBU3HO

OO6cnyxBane u Bpbiane.

Exsurco cpio Taka mpesiara noapoOHa Buaeo OMOInoTeKa, KOsITO ChAbpkKa HHPopMaIus 3a padoTa U OTCTpaHsBaHE Ha
HEU3MPABHOCTH CTHIIKA 10 CThIIKA. TO3M HHCTPYMEHT 3a 00yUYeHHE ce Tpe/yiara OHJIaiiH Ha
https://www.exsurco.com/amalgatome-md-training-instructions/.

IIpo6aem

3axpaHBaHeTO He padoTH:

PbkoxBaTkaTa He paﬁoTn:

PnkoxBaTkaTa HAMa a ce
BKJIIOYHA

Paborara e "TBbpae 0aBHA"

Octpuero He nacea B Kopnyca
Ha Pamkara

OcTtpuero pexe JIOLIO
3akaouBamunat [IpbcTen Ha
OcTpuero He macBa HA
Kopnyca na Pamkara
Buopauus

PN#: X101809 Pes. A

Bn3mo:kno Penienne

e [IpoBepete Bpb3kuTe Ha 3axpanBammus Kaden

o zkimouere 3axpanBanero M3KJIFOYEHO (O) 3a 10 cexynau u cien ToBa ro
nycHere otHoBo BKJIFOYEHO (1)

e [IpoBepete 3axpanBanero 3a u3ropsut llpeamasuren

e BrpHere 3a cepBU3HO 00CITy)KBaHe

e [IpoBepete manu OcTpueTo macsa

e [IpoBepeTe Bpb3kara Ha PpkoxBaTKkaTra KbM 3axpaHBaHETO

¢ Onuraiite ¢ apyro Octpue Amalgatome MD

¢ BrpHete 3a cepBU3HO 00CTyKBaHe

e [IpoBepeTe many BCHYKH CBPB3KH Ca HA MACTO U JAAJIM 3aXPAHBAHETO €
"BKJIFOYEHO" (1)

e OcBobozeTe M BKITIOYETE OTHOBO JIOCTA 332 aKTHBUPaHE, KaTO HaTUCHETE OyTOHA 3a
AKTUBHPAHE B PAMKHTE Ha 5 CEKYHM OT IIOBTOPHO aHTXUPaHE

e [[poBepeTe nHCTpyMeHTA 3a AedeKTn

¢ BrpHere 3a cepBU3HO 00CTyKBaHe

¢ [IpoBepeTe Bpb3kara Ha PrKoxBaTkaTa KbM 3aXpaHBaHETO

¢ OBriakHeTe MSACTOTO Ha BH3CTAHOBABAHE C MHUHEPAIHO MAcCIIo, 3a J]a TOHMKUTE
BradeHeTo Ha OCTpUETO Mpe3 ThKaHTa

¢ BrpHere 3a cepBU3HO 00CTyKBaHEe

¢ Onmraiite ¢ npyro Octpue Amalgatome MD

¢ YBenomere Noviotissue

¢ Onmraiite ¢ npyro Octpue Amalgatome MD

e [IpoBepete wactute 3a nedhekTn

¢ BrpHeTe 3a cepBU3HO 00CTyKBaHEe

¢ BepHere 3a cepBU3HO 00CTyKBaHE
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3amsana Ha IIpeanasuren Ha 3axpanBaHeTo Ha Amalgatome MD

1.

[IpemecTtere [IpeBKnrouBaTeNs Ha MO3UIIHS
"U3KJIIIOYEHO" (O) u uskitouere
3axpaHBaHETO OT KOHTAKTA.

Paskauere 3axpanBaius kaben Ha PpkoxBaTkaTa
OT 3axpaHBaHETO.

Paznonoxere Ibpkaunte Ha [Ipennasurenure
(2) mox Bxomstimus mopt Ha 3axpanBariusa Kaden
B 3a/{HaTa 4acT Ha 3axpaHBaHETO.

BbBenere miocka oTBepTKa B IHE3I0TO 32
Hbpxaua na [Ipeanaszurens u 3aBbpTeTe B
M0COKa 00paTHa Ha YaCOBHUKOBATA CTPEIIKa,
Jnokato [Ipprkaya Ha [Ipennaszurenss U3CKOYHU OT
3axpaHBaHETO.

Wsnepnaiite [lpennazurens ot JAbpxaya Ha
[Ipeanasurens.

BXOJEH ITIOPT HA
3AXPAHBAI KABEJI

MPEJIIA3ZT
TEJ (2)

rd

=

B

ABbPXKAYU 3A TIPEAITABUTE.

-~
&

KHUIATA B ITPEJAIABUTEJIA E CYHYIIEHA

HPEIITA3SUTEJI

Iporepere u nBata [Ipenmazurens, 3a qa BUAKUTE AU ca u3ropenu. [ToTBspere, ue MHOrO (PMHHATA KHIIA B

KyTHATa HA IPEANA3UTeNs € CUyIeHa.

[Tocrasere HOB [Ipennazuren (Hact Homep X100525) B apprkada Ha mpeaNIa3uTeNs M HHCTAINPANTE B

3axpaHBaHeTo. BpBenere miockata oTBepTKa B rHe310TO Ha [Ibprkaua Ha [Ipeanasurens u 3aBbpTeTE B IOCOKA

oOpaTHa Ha YaCOBHHKOBATA CTPEIIKA.
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PasrnoosBane, [louncrBane n Crepuimnzanus

IMoaroroska Ha MscTOTO HAa YHoTpeda

e (CrnenpaiiTe mpenopbyaHuTe MpPakTUkU "Msicto Ha Ynotpeba". Te3u npakTuk TpsOBa 1a BKIIOYBAT OMa3BaHETO Ha
WHCTPYMEHTA BIIAXKEH cliell yroTpe0da, 3a Jia ce MpeI0TBPaTH 3aChXBaHETO Ha 3aMbPCSIBAHUS U OTCTPAHSIBAHETO HA
rpy00TO 3aMBbpCsBaHE OT MOBBPXHOCTH, NIMHKU U MIAPHUPHU/KOHTAKTHH MOBBPXHOCTH, BB3MOXKHO Hai-CKOPO CIie
ynoTpeoba.

Octpuerara ca CAMO 3a EJJHOKPATHA YIIOTPEBA.

e I3xBbprere EqnokparHoro Octpre B yCTOHYMB HA MPOOOXKIaHE KOHTEHHEP 32 OMOJIOTHYHO OMACHH OCTPU IPEIMETH

C IIMPOK OTBOP (HamprMep 2 rajoHa ¢ HIApHUPEH Karak).

Tpauncnopr 10 3oHaTa 3a O0padoTka

e TpsbBa ;a ce cras3BaT yHUBEPCATHUTE MPEIIa3HUu MEPKH / IPOTOKOJIA HA 3aBEAEHHUETO 3a paboTa ChC 3aMbPCEHH /
OMOIIOTUYHO ornacHU Marepuanu. CBeieTe 10 MUHUMYM BPEMETO TIPEr TIOYHCTBAHE.

IIpeanasnu Mepku npu Pasrio06siBane 3a Ocrpuero 3a EtHokpaTHa Ynorpebda
Amalgatome MD

1. Ocrtpuerara Morar qa IpUYHUHAT HapaHsIBaHe ¢ ops3BaHe! bbaere 3KIIOYNTETHO BHUMATENEH, KOraTo paboTHTe
¢ Tax. [1azere pwiere maned ot nprkenoro ce Octpue. Bunaru paskausaiite Kabema Ha 3axpanBaHeTo mpeau
WHCTanupane / orcrpansBane Ha Exqnokpatau Octpuera.

2. Ocrpuerara 3a Ennokparna Ynorpeba Amalgatome MD ca npefHa3HaueHH caMo 3a eIHOKpaTHa yrnorpeda. He
M3I10JI3BaiiTE TOBTOPHO UJIM CTEPUITUZUPANTE TTOBTOPHO

3. H3momsBaHUTE OCTPH MPEJAMETH ca 3aMbpceHr. Mojke J1a HaCThITN 3a00JIsIBaHe B PE3yNTAT Ha KOHTAKT HITH
yBpexaane. I3xpppriere B KOHTEHHEp 3a OMOJIOTHIHO OITACHHW OCTPH MPEAMETH, YCTOWYINB Ha IpoOuBaHe. Bikre
AORN, CDC, OSHA wnnmi MeCTHUTE CTaHAapPTH, KOUTO ITOCTABAT OPTraHU3allMOHHN HACOKH 3a paboTa
W3XBBPIISTHE HA OCTPH IIPEIMETH.

4. Bunaru HacTpoiiBaiite [Ipa100xoMepa Ha MO3UIWS, IpH KosATo jauHeana mocodsa 0.000 mpemu ma ro HHCTaIHpare

nnn 1a orcrpanute Eqaokparaoro Octpue.

He ce onuTBaiite na pasrmobsBate PrroxBaTkara. Toa e ¢pabpudHo 3armeyaTaHo yCTpOiCTBO.

6. He pasrio6ssaiite Criio0Okara Ha Ij1aBaTa B II0-TOJIsIMa CTCIIEH OT TOBA Ja OTCTpaHuTe 3akirouBanius [IpbcTeH Ha
OcTtpueTo u ocTpreTo 3a eqHOKpaTHa yroTpeda. Criiobkara Ha riaBara (C U3KIIOUEHHE Ha IPBCTEHA 32
3aKIII0OYBaHE HAa OCTPHETO) € BaJMIMPaHa 3a CTEPIIIM3AINS U 1l UMa Hy>KIa OT ¢pabprdHa MOBTOpHA KaInOparus,
ako Ob/Ie pas3riodeHa.

7. Paborere c MHCTpyMEHTa BHUMATEITHO. AKO HSKOW KOMIOHEHT Ha MHCTPYMEHTa ObJie M3ITyCHAT WM TIOBPEJIEH,
BbpHeTe ro Ha NOviotissue 3a rmpersien u momnpaska.

o

Ipenynpexnenusi 3a Pbuno [louncrBane

e 3ABEJIEXKKA: Ako yrmioMeHAaTUTE XUMHUKAIHA U MAITMHA HE Ca HATMYHH, TOTPEOUTENAT € 3aIbJDKEH J1a BATUANPA
MpoLeAypara uM 1o choTBeTeH HaunH. OTrOBOPHOCT Ha MOTPEOUTENS € Jla TapaHTUPa, Ye IpoIlelypaTa 3a
pepaboTKa, BKIFOUYUTEITHO PECYPCHUTE, MAaTEPHAIIUTE U TIEpPCOHANa, ca MOAXO AN, 32 a C€ TOCTUTHAT
HEOOXOMHUTE Pe3yITaTH.

® 3ABEJIEKKA: Tps6Ba na ce ca3BaT yHUBEPCAIHH MIPEIIa3HU MEPKHU OT LIEJIUS IIEPCOHAT, KOMTO paboTH ChC
3aMBbPCEHU WM MOTEHIMAIHO 3aMbPCEHH HHCTpYMEHTH. TpsaOBa aa ce Hocu InuHO 3ammTHO obiekno (JI30), korato
ce MaHMITYJIMPa MK paboTH ChC 3aMbPCeHH (MM MOTEHIUAIHO 3aMbPCEHN ) HHCTPYMEHTH.
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Hpennazuu Mepku 3a [louncrBane/Crepuiinsanus

e Tabnara 3a Crepunu3zanus ce cunuTa 3a MHCTPYMEHT 32 MHOTOKparTHa ynoTtpeba. Toii TpssOBa na Obae mpoBepeH 3a
BUIMMO 3aMbpcsiBaHe U TpsiOBa na Obe mouncTeH npeau ynorpeda. [louncrere ppuno. M3mnonssaiite eH3uM ¢
HeyTpainHo pH 1 movncTBanM areHTH, IpH pa3pekIaHeTo 3a yrnorpeda U TeMieparypata, IpeAoCTaBeHH OT
MMPOMU3BOAUTEIIA HA MOYUCTBALIUA arcHT.

e He noGagsiiTe apyru kommoHeHTH KbM Tabnara 3a Ctepunuzanus. 30HATE MMPpeJHa3HAYCHU 32 criennGUuIHU
KOMITOHEHTH III€ ChIBPKAT CaMO KOMIIOHEHTH, KOUTO ca Celn(pUIHO peAHA3HAUYCHH 32 TE3H O0JIACTH.

e Ennokparaute Octpuera Amalgatome MD, me 0bJaT U3XBBPISHU B YCTOHUMB Ha IPOOOXKAaHE KOHTEHHED 32
OMOJIOTMYHO OIACHU OCTPH MPEIMETH C IIMPOK OTBOP (Hampumep 7,6 nuTpa ¢ mapHUpeH kanak). Octpuerara 3a
enHokparHa ynotpeba X 100457 Ha cucremara Amalgatome MD ce npojaBat CTepusIHA ¥ TPEeJHA3HAYEHU caMo 32
¢IHOKpaTHa yroTpeoa.

e Palorere c HHCTpyMEHTa BHUMATEIHO. AKO HSIKOH KOMITOHEHT Ha cHcTeMaTa ObJic M3IyCHAT WITH [TOBPECH, BEPHETE
ro Ha Noviotissue 3a niperyies u mormpaBKa.

e He oOpaboTBaliTe HUKO KOMIIOHEHT Ha CHCTeMaTa B aBTOMAaTHYHa CHCTEMa 3a IIPOMHUBAHE WIIH B YIITPa3ByKOB
MOYHUCTBAII ypel. Bcuuku HHCTpYMEHTH TpsiOBa j1a ObIaT M3MUTH HA PHKa, 32 JIa c€ OTCTPAHAT 3aMbPCSIBAHUATA U
OCTaTBIIHTE.

e [IpoBepere namy HHCTPYMEHTHT € pa3KadeH OoT 3aXxpaHBaHETO MPEH Jia ro OCTaBHUTE B cTepuim3aTopa. He
MOTOTsABaiiTe 3aXpaHBaHETO WM PpKoXBaTKaTa.

e He crepunusupaiite Ha mapa 3axpanBanero u 3axpanBamus Kaden. ToBa mie nprunHu MOBpeIu Ha 3aXpaHBaHETO.

3axpanBane Amalgatome MD

1. Harucuerte [IpeBkirouBarens 3a 3aXxpaHBaHe B MO3UIIHSA
"M3KJIIOYEHO" (0) u pa3zkauere 3axpaHBaHETO OT
€JIEKTPUYECKUST KOHTAKT.

2. Paskauere PpKkoxBaTKaTa Ha 3aXpaHBallus Kabes OT
3axpanBanero u nocrasete [louncrpamia Kamauka Bbpxy
KOHEKTOpa.

3ABEJIE/KKA: He moTomnsBaiiTe 3axpaHBaHEToO.

3. M30pprrere 3axpaHBaHETO C aTKOXOJ WK JPYT Ae3UH(EKTaHT,
KOWTO € Oe30IaceH 3a HephiK1aeMara CTOMaHa.

3ABEJIE/KKA: He n3non3Baiite OennHa.
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Pasriio0siBane Ha Cucremara 3a MHOrokparna Ynorpeda u orcrpansiBade Ha OcTpuero

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

2. IlpoBepere manu moumcTBalaTa Karnayka € mocTaBeHa BbpXy
KOHEKTOpa Ha 3axpaHBallus kabei Ha PhrkoxBaTkara.

3. Hactpotite [Ipn6okoMepa Ha O3HIUS, IPU KOATO JMHEAIa
nocousa 0.000 mpeau na orcrpanute Enqnokparnoro Octpue.

4. 3aBbpTeTE JOCTAa HA MHCTPYMEHTA Ha0J1y. Pasxiabere
Tpute (3) BUHTA, 3a Jja oTcTpaHuTe 3akirouBamus [IpecTeH
Ha OcTpHeTo.

3ABEJIE/KKA: Tpure (3) BuHTa TpsOBa jJa OCTaHAT
3axBaHaTH KbM 3axirouBamus [Ipecren va Octpuero. He
OTCTpaHSABANTE BUHTOBETE OT 3akitouBanus [IppcTeH Ha
Ocrtpuero.

5. ITloaurHere 3aKIOYBAIIMS MPHCTEH HA OCTPUETO OT
KOpITyca Ha pamara.

6. Orcrpanere Octpuero 3a Eqnokpataa Ynorpeba u ro
M3XBBHpIIETEe B KOHTEHHED, YCTONYMB Ha MPOOOKIaHE 32
OMOJIOTUYHO OMACHU OCTPU MPEAMETH.

3ABEJIE/KKA: Octpuerara ca 3a eqfHOKpaTHa ynorpeoa.
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Pasrio0siBane Ha Kopiyc Ha pama/PbKoxBaTka

1. Paskauere Br3ena na ['maBata ot PrkoxBaTkaTa, KaTto
3aIbpiKaTe MHCTPYMEHTA U3MPABEH U BEPTUTE 3aKIIIOUBAIIOTO
Kormue nansiBo u cnex ToBa uznbpnsare Br3ena na ['maBara ot
PrkoxBaTkara.

3AKJIOYBALLO KOMYE

2. Orcrpanere 3akmouBaiioTo Komue (1 3akmtouBamara ["aiika),
KaTo M3I0JI3BaTe MPEAOCTABCHUS HHCTPYMEHT 3a Pa3BUBAHE.
3ABEJIEKKA: To e c yisBa pe3oa.
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HNucrpykuuu 3a Pouno [louncrBane

1. Toxroreere neyrpanHo pH mmm Ge3zonacen
32 UHCTPYMEHTA €H3MMEH OYHCTBAII
pas3TBOP, B CHOTBETCTBUE ChC
ceuuUKauATa Ha TIOYMCTBALIHS Pa3TBOP

Ha TIPOM3BOIUTEIS.

2. Tloronere cnenuure mect (6) KOMIIOHECHTA:
3akmrouBaio Komue, 3akmtoupara [ aiika,
WucTpymeHT 3a pa3suBane, OTBepTKa,
Bwn3en na ['masa, 3akmousani [IpscTen Ha
Octpue ¢ GuKcHpaIi BUHTOBE B
rourcTBaIuys pa3tBop. OcTaBuTe 1a ce
HaKHCHE 3a TIOHE 7B (2) MUHYTH MPEIH aa

T U3BAJINTC.

3. Karo u3non3eare kppra 0e3 BIakHa, HaBJTAKHEHA C IIPUTOTBEH MPEAN TOYUCTBAIL Pa3TBOP, H30BPILIETE
PproxBaTkara u 3axpaHBanius kaden Ha PpkoxBaTkara B poIbDKEHNE Ha Hail-Manko exHa (1) muryTta. He
MOTONABATE HUKAKBU KOMIIOHEHTH OT PbhKoXBaTKara.

4, Karo u3moi3BaTe MeKa, BIaKHECTa YeTKa, IOTOTETe OTHOBO M M3UETKANTE CIeTHUTE MecT (6) KOMITOHEHTA!
3axmrouBamio Komde, 3akmouBaima [ aiika, lacTpy™MeHT 3a pa3BuBane, OtBepTKa, Bb3en Ha ['maBa, 3akimrouBan
Ipwcren Ha OcTpue ¢ PUKCHUpaIi BAHTOBE B TOYHCTBAIIMS PA3TBOP B MPEABAPUTEIHO MPUTOTBEHHS TOYHCTBAI]
pa3TBOp 3a Haii-manko Tpunecet (30) cekyHIu BCsAKa, JOKATO CTAaHAT BUAMMO YHCTH.
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5. Karo u3non3sare Meka, BIIaKHECTa YETKa, M3ThPKATE PhKOXBATKaTa ¢ MIPUKpPEIIeHUs kaden 3a enHa (1) MunyTa u
JIOKAaTO CTaHe BUAMMO 4ucTa. He moTonsBaiTe ppKOXBaTKaTa ¢ MPUKPEIICHUS KaOel 110 BpeMe Ha M3ThPKBAHETO.
Wstwpkaiite 3a enna (1) MmunHyTa.

6. MWsmnaknere 3axmousariara ['aiika, IHCcTpyMmeHTa 3a pa3BuBaHe, Bb3ena Ha ['naBara, 3aknrouBanust [IpbcTeH ¢
(uKcupallly BUHTOBE T10/] TeYallla YyeliMsHa BOojia 3a NoHe enHa (1) MuHyTa BCsKa.

7. HammaxHeTe KbpHa ¢ Tedalla Boaa u n30bpuiere PrrkoxBarkara n 3axpanBamius kaden 3a mone efna (1) muHyTa.
Morar aa 0b1aT M3MOJI3BAHH MHOYKECTBO CTEPHIIHHU KHPITH 03 BIIakHA, KaKTO € HeoOxoaumo. He npomuBaiite
HUKAKBU YacTH OT PBhKOXBaTKaTa MoJ| TeYaIa BoJia.
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8. Karo u3non3Bare kbpra 0e3 BiIakHa, MOJACYIIETe BCHYKH KOMIOHeHTH: 3akirouBaio Komue, 3akmousaiiia [Maiika,
Huctpymenr 3a passuBane, OTBepTka, Bp3en Ha I'naBa, Saxmousany [Ipbeten Ha OcTpue ¢ QUKCUPAIIN BHHTOBE
u PBpKOXBaTKa ¢ mpukperneH kabesn. [IpoBepeTe 3puTEIHO BCEKM KOMIIOHEHT B JOOpEe OCBETEHA 30HA, 3a J1a CTe
CUTYPHH, Y€ BCHUYKH MOBBPXHOCTH €a YHCTH U CyxH. Morat Jia ObJaT U3M0A3BaHH MHOXECTBO CTEPUIHU KbPITH
0e3 BiIaKHa, KAKTO € HEOOXOIUMO.

9. IIposepere Tabnara 3a Ctepunm3aius 3a MoBpeIy U n30bpiIeTe ¢ HeyTpaieH pH pa3TBop, mpean aa nmocraBute
KOMITOHEHTUTE B CTepUIIM3allMoHHara Tabna Amalgatome MD.

Cruo6siBane npeau Crepuiauzanus

Ceppkere 3akmouBamoTo Komue kbM ppKOXBaTKaTa, KaTo M3Mmoia3Bare MIHCTpyMeHTa 3a pa3BUBaHE M 3aKIIIOYBAIIaTa
T"atika.

3ABEJIEKKA: To ¢ c sisBa pe3oa.

TecrBane Ha @ YHKIUOHAJIHOCTTA

[IpoBepere Bu3yaiHO 3a MOBpEAN M/WJIM U3HOCBAHE. AKO ce 3a0elekaT MoBpea MM H3HOCBaHE, KOMTO MOTaT Aa
KoMIpoMeTHpar (QyHKLIUATA HA MHCTPYMEHTA, CIeJBaliTe MPaBUIHUTE MPOLEAYPH 32 BPBIIAHE U BbPHETE CTEPUIM3UPaH
uHCTpyMeHTa Ha NOVIOtiSSue 3a mpersies 1 peMOHT.
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Hoaroroska Ha Crepuiu3anus

1. Cnen nouncrBane, mocraBete PrkoxBaTkara, Bo3ena
Ha ['maBara, 3axmrouBamms [Ipscren Ha OcTpue,
OtBeptkara u UncTpymenTa 3a Pa3puBane B Tabnara
3a Crepunuzanus Ha Amalgatome MD. Ta6nara 3a
Crepunuzanus Exsurco (PE® X100626) e
BaJMMpaHa caMo 3a MapHa CTEPUIIN3AIIHUSL.

2. TlocraBere MHIMKATOpHA JICHTA 32 MapHA
crepuin3anus B Tabnata (Min criopes IpoTOKoJIa Ha
3aBesienuero). OmakoBaiite Tabnara 3a Crepuimzanst
B CSR omakoBbuHO domnmo. Pazmep 115 x 115 cm nim
o-roJjisiM (hYHKIIMOHHMpA Hal-700pe. 3aTBopeTe
TUTHTHO C TIapHA WHIWKaTOpHA Jienenka. O3Havere,
KakTo ¢ HeoOxoaumo. TpsOBa 1a ce u3nos3ea
OIIaKOBBYHO (POJIMO 32 TTApHA CTEPHITH3AIINS C
MeIMIIUHCKA CTEeTleH, 3a Jia ce ormakoBa Tabmara 3a
Crepunu3zaius. [TakeTsT TpsiOBa a Objie IPUTOTBEH,
KaTo ce M3I0JI3Ba METO/Ia Ha JIBOMHO OITAaKOBaHE
AAMI nnm eKBUBaJIEHTEH METO/I.

IHapamerpn Ha IIpen-Bakyymua Ilapua Crepuim3anus u I'paBurannonsa
Crepuiauszanus

Mpex-BakyymHa,
bosiHMYHA
. =

3ABEJIE/KKA: Buxre lannute 3a CripaBka 1 Berpemna Banunanus B [punoxenue E.

Orpannuyenus no Ornomenne Ha [IpepadoTkara

OrpannuenusiTa B Oposi Ha IpoLeAypUTe Ha IIpepaboTBaHe ce onpeaeis oT GyHKUUATA / MK3HOCBAHETO Ha MHCTpyMeHTa. B
ciydaii Ha moBpeza, uHCTpyMeHTHT TPSIBBA na Obne crepunm3upan npeau aa ce usnpartu Ha Noviotissue 3a npernen u

PEMOHT.
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CbxpaHeHue U U3XBbpIsiHe

Cobxpanenne Ha cuctemata Amalgatome MD

o Crne cTeprIM3aliysl, ChbXpaHsBaiiTe HHCTpyMeHTa B Tabmara 3a Crepunu3aius (OMakoBaHa B OMAaKOBKa, OT
MEIUIIUHCKH KJIac, MTOAXO/AIIA 3a TTapHa CTEPIN3ALINS).

e ['omHOCTTa 3aBMCH OT M3MOJI3BaHATA CTEPHIIHA Oapuepa, HAYMHBT Ha ChbXPaHEHHUE, YCIIOBUS HA OKOJIHATA Cpela U
MaHHITyJIallnuHu.

o  MakCHMaIHOTO BpeMe Ha ChXpaHEHHE 3a CTEPUIM3UPAHN HHCTPYMEHTH, TIpean yrnoTpeda, TpsOBa 1a ce
ornpeaen OT BCCKHU JOCTaBYUK Ha MCAUIIUHCKU YCIIYTH.

e [Ipenu cpxpaHeHHe, MHCTPYMEHTHT TPsIOBa Aa Ob/ie MOYMCTEH U CTEPUIIM3NPAH B CHOTBETCTBHE C HHCTPYKIIMUTE
Ha HACTOSIIETO PHKOBOJACTBO. BCHUKH cTepUiM3npaHn YacTH TpsiOBa ja ocraHat B Tabmara 3a Cteprin3anus 3a
CbXpaHCHUEC. Bcuuky KOMIIOHEHTH Ha HHCTPYMCHTA TpSI6Ba Ja 6B)IaT CbXpaHsABaHU B CbOTBETCTBUC C
OIPE/ICIICHUTE YCIOBUSI 32 ChXPaHCHHE.

o CrepmiHuTe, ONIAKOBAHM MHCTPYMEHTH, TPsIOBa Jla C€ ChXPAHABAT B OMpPE/C/ICHa 30Ha C OTPaHUYEH JOCTBII, KOSTO
e mobpe MpoBeTpeHa M C HAIMYHA 3aIl[UTa OT Tpax, Bjlara, HACEKOMH, BPEIUTEIN U EKCTPEMHN CTOMHOCTH Ha
TeMIieparypa/siara.

o TlIpemu oTBapsiHe, OMTAKOBKAaTa Ha CTEPHITHITE MHCTPYMEHTH TPIOBa a Obie BHUMATEIHO MperjieIHara, 3a a ce
rapaHTHpa, 4e JUICBA HapyLICHUE Ha HEHHUS UHTErPUTET.

M3xBbpasiHe Ha cuctemaTta Amalgatome MD

Axko 3axpanBaneTo, Br3ena Ha ['maBara w/minu 3axpanBamuat Kaden TpsOBa ga ObaaT U3XBBPJICHH, TC HE
Morar J1a ObJIaT U3XBHPICHN KaTo OUTOBU OTIMAIbITH. [IpoayKThT TpsOBa 1a Ob/Ie 3aHECECH B IMTOAXOIINIA
Kommanus, 3aHMMaBalia ce ¢ M3XBbpJisiHe Ha eleKTpoHHH KoMoHeHTH. CBbpxkete ce ¢ Noviotissue 3a
JOIIBITHUTENTHA HH(OpMAIIHs.
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["apannus, CepBruzno O0caykBaHe U Bprbinane

To3u pa3deﬂ onucea ocpaHudvernama caparnyusl, u3uCKearnusima 3ad cCepeBu3IHo 06C]Zy9i06aH€ u noaumuxkama
3a epvuyane.

Orpannuyena I'apanuus

Exsurco Medical (“Exsurco” wiu ,,lipOU3BOIUTENAT ) rapaHTHPa, Y€ BCska HOBa cucteMa Amalgatome MD u HelinuTe
KOMITOHCHTH Ca TECTBaHM W MPOBEPEHU M Ca M3JIe3JU OT abpukaTa B 100po padorerio cherossHue. CBBpPIKETE Ce ¢
Noviotissue o oTHoOIIeHHE Ha BCUYKH TapaHIIMOHHU BBIPOCH U PETCHIINU.

e Cucremara Amalgatome MD e rapantupano, ue € 6e3 ie)eKTH B MaTepHalIuTe U U3paboTKaTa, KOraTto ¢e Mo UIbpiKa
OT KJIMEHTA, TPABIITHO MOYMCTEHA U C€ U3I0JI3Ba PY HOPMATHH YCIIOBUS 3a MIpeJHa3HaueHaTa cH 1ei. EXsurco
MPEOCTaBs TapaHIlus 3a MPOAYKTa 3a IIEpUO/] OT €IHA TOJJHA OT JIaTaTa Ha JIOCTaBsHE Ha KIMEHTA.

o  CTepwIHHUAT MPOIYKT 3a €HOKpATHA yrioTpeda He € MOKPUT ¢ TapaHIlus OTBB/I CPOKa Ha TOAHOCT, 0003HAUYEH BBPXY
O3HAYEHMITA HA IPOAYKTA.

[To BpeMe Ha mepuoa Ha TapaHIds, IPOU3BOJAUTEIIAT III€ PEMOHTHPA H [0 CBOE COOCTBEHO YCMOTPEHHUE, 3aMEHS
neeKTHHS MPOIYKT UM YacT 0e3 J1a ce HajaraT pa3HOCKH Ha KiueHTa. JlehekTHUTE YacTh, KOMTO ca 3aMEHEHH I10 Ta3H
rapaHius, me ctaHat COGCTBCHOCT Ha IIpOnU3BOAUTEIIA. Tasznu rapaHiyAa HE IIOKpHUBA IIETH, IPUYNHCHU OT HEIIpaBUJIHA
ynotpeba, 3moynorpeda (M3ImycHATO WK TIOBPEACHO), MHIMIEHT, HEOPEXKHOCT WITH BCSIKAaKBa yroTpeda, KosTo He €
Mpeanycana B TOBa PbKOBOJICTBO 3a yroTpeda. Ako cucreMara craHe Je)eKTHa Iopaay HelpaBuiIHa yIIoTpeda Wiin
HEHOPMAJIHH YCJIOBHS Ha pa0oTa, Te3W PEMOHTHHU ACHHOCTH Iiie ObIaT TAKCYBaHU HA KIMEHTA. BCHUKH MPOIYKTH, KOUTO
ca BbpHATH 3a FapaHIMOHEH WM U3BbHIrapaHIIMOHEH PEMOHT TPsIOBa 1a ObJaT BbPHATHU 110 IIPOIICAypaTa 3a BphIllaHe Ha
croku Ha Noviotissue. 3a moseue nHpopManus BIKTE pa3aena Bpoinane mo-gony. Exsurco HaMa Ja HOCH OTTOBOPHOCT
[IPH HUKAKBH OOCTOSTEJICTBA 3a BCSIKAKBA MHIIMICHTHA, MHAXPEKTHA, TIOCIICIBAIIlA HIIM HAaKa3aTellHa IeTa BbB Bpb3Ka ¢
[0JIy4aBaHETO WM yroTpedara Ha npoayKT Ha Exsurco. OcBeH TOBa, Ta3u rapaHiys HsIMa aa ce npuiara u Exsurco Hsama
Jla HOCH OTIOBOPHOCT 3a BCSIKAKBM 3aryOu WIIM IIETH, Bb3HUKBAIIK BBB BPb3Ka ChC 3aKyMyBaHETO HIIM C yHoTpebara Ha
MPOAYKT Ha Exsurco, KOHTO € O peMOHTUPAaH, OT KOWTO U JIa € JPYT OCBEH OT MPOU3BOJUTEINS WK € O TPOMEHSH 110
BCSKaKbB HAUMH, KOHTO 110 MHeHUE Ha Exsurco Medical Moxke [1a IoBiMsie Ha CTAOMJIHOCTTA MJIM Ha HAJEKIHOCTTA Ha
MpoayKTa. AKO TOBa ce CITyYH, PEMOHTA Ha MPOJIyKTa Iie ObJe TAKCYBaH Ha KJIMEHTa. Ta3u orpaHnyeHa rapaHIins ¢
M3KITIOYMTEITHA U 3aMECTBa BCUYKH JIPYTH FapaHIIMU, IPEKU VI KOCBEHU M BCUYKH JPYTH 33 IbJDKCHUS H OTTOBOPHOCTH
ot crpana Ha Exsurco n Exsurco, HUTO npreMa, HUTO OTOPHU3HpPA JaJICH MPEACTABUTEN WIIH APYTO JIUIIE Ja TH IPUEMAT OT
TSXHO M€, KAKBHUTO U JIa € OMJIIO IPYTH OTTOBOPHOCTH BBHB BPH3Ka C TO3H MPOJIYKT.

Exsurco OTXBBPJIA BCUYKH APYT'H rapaHIIUuK, MMPEKNU UM KOCBEHH, BKIIIOUUTEIHO BCAKAKBY KOCBCHU I'apaHIIUHA 3a
IIpoAaBa€EMOCT HJIK MMPUT'OJAHOCT 3a AaA€Ha LEJT WK 3asiABJICHUE UJIW TapaHIUA 3a Ka4€CTBO, KaKTO U BCIKAKBHU U3PUYHHU
HJIKM KOCBCHU IrapaHllMy 3a MMalUCHTH.

Cucremara Amalgatome MD na Exsurco Medical e npennasnadena 3a ynorpebda camo ¢ Amalgatome MD octpueto 3a
eKCIIU3MI THIT IPBCTEH 3a eHOKpaTHa ynoTpeba. Yrorpebara Ha OCTpHeTa Ha APYT MPOU3BOIMUTEN 3aeaHO ¢ Amalgatome
MD wu3uepnBa rapaHimsaTa Ha IPOIYKTA.
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O06cay:xkBaHe

Cucremara Amalgatome MD He cbIbpka 4acTH, KOMTO TO/ICKAT HA CEPBU3, CAMO OT/ICIHU YacTH 33 3aMsHa, KaKTo €
onpeneneno B [Ipunoxenue b. Cucremara tpsoBa 1a 0b1e BbpHaTa Ha NOVIOtiSSUE 3a cepBH3HO 00CITYKBaHE.

3ABEJIE/KKA: Exsurco Medical He MOXe J17a HOCH OTTOBOPHOCT 3a BCSAKAaKBU CUCTEMHHU HEH3IPAaBHOCTHU, B pe3yJITaT Ha
PEMOHTH HJIA CEPBU3HU JEHHOCTH, IPOBEKIAHHU, OT KOHTO U J]a € IPYT OCBEH OT IIPOU3BOIUTEIS.

He ce onuTBaiite 1a oTBOpHUTE WK Ja pa3riioOUTe KakTo PhkoxBaTkaTa, Taka U 3axpanBaHero. Te ca GpabpuyuHO
3aredaTaHu YCTPOHCTBa, Oe3 YacTH, KOUTO Jia TOIexar Ha 00CITy>KBaHe OT NOTPeOHTeNst OTBBTPE. AKO TOBAa HACTHITU
Ta3M rapaHIys CTaBa HUIO)KHA U KITMSHTHT TPsIOBa /1a BbpHEe PhroxBaTkarta u 3axpanBaneTo Ha NOVIOtiSSUe 3a peMoHT,
KOMTO 11e ObJie TAKCYBaH HA KIMEHTA.

He ce onuTBaiiTe 1a OTCTpaHUTE BUHTOBETE M Ja Pa3riioOnTe IBIOOKOMEPa Ha pekelara riiaBa o HUKaKbB MoBoj. T e
(habpuuHO KanmubprpaHa fa IpeA0CTaBr ONTUMAITHA pekerna GpyHKIHA. AKO TOBa HACTBITH Ta3W TapaHIUs CTaBa
HUIIOKHA U KIMEHTHT TPsiOBa Jia BrpHE cucTeMara Ha Exsurco Medical 3a peMoHT, KO#TO 111e Ob/1c TAKCYyBaH Ha KIIMEHTA.
Bcenuku MpeanpuATrd, KOUTO Ca BbpHATH 3a rapaHIIMOHCH WJIN U3BbHIapaHIIMOHECH PEMOHT TpH6Ba aa 6B,HaT BBbPHATH 110
npolneaypara 3a Bpblane Ha cToku Ha Exsurco Medical. 3a moseue nndopmarius prwkre Mudopmanusta 3a Bpbiane
[Mo-nony. Exsurco Medical mpoBexa 1sijioto o0cay)BaHe Ha cuctemara Amalgatome MD.

Moxere na ce ceppkere ¢ Noviotissue ma +31 (0)24 71 14 079, nim Ha umetin info@noviotissue.com, 3a ma moayunre
OTrOBOp Ha OOIIU BBIIPOCH, KOUTO Ca CBbpP3aHH ¢ paboTaTa, TapaHIusaTa 1 00CITy>)KBaHETO HA CHCTeMaTa.

Bpbmane

Koraro e HeoOxoauMo J1a ce BbpHE cucteMaTa Amalgatome MD 3a mperiie]; rapaHiMOHHO 00CITYKBaHE HIIH
HerapaHI[HOHEH CepBHU3, MOJIA 1a ce cBbpikeTe ¢ Noviotissue ma +31 (0)24 71 14 079, nnu Ha UMein
info@noviotissue.com.

Noviotissue 1iie mpegocTaBy Ha KIIMEHTa 0J00peH KOHTEIHEp 3a I0CTaBKa MpH Bpbiane. KiueHThT € OTTOBOpEH 3a
TpaHcmopTa rnpu Bpbiane. NOViotiSSue 1ie u3rcka 10Ka3aTesICTBO 3a JOKYMEHTH 3a TIOYMCTBAHE TPH TOJTyYaBaHETO Ha
WHCTPYMEHTA. AKO ChC MPOAYKTA HE € BKIFOUSHO JIOKA3aTENICTBO 32 MOYMCTBaHE, MPOAYKTHT e ObJe BhpHAT Ha
morpeburens. Noviotissue He rprema MPOAYKT, KOKTO € OWII M30JI3BaH Oe3 MbpBO Ja € OWII OYKNCTEH WITH, KOKTO He €
OWJI TOCTaBEH C MOJIXOANINTE TOKyMeHTH. [Ipr noydaBane Ha BbPHAT MPOAYKT OT MIPOU3BOJMUTEIS, TPOAYKTHT CE
Ipersexaa oT OT/Iela Mo TeXHHIecKo oocmyxkBane. NOVIOtiSSUe 1ie mpeocTaBy Ha KIIMEHTa OIEHKA 3a CepBHU3a 32
BCSIKAKBU PEMOHTH, KOMTO HE C€ TIOKPUBAT OT FApaHIMATA WK OT YAbIDKeHATa rapannus. [[pou3BouTeNsT OChIIeCTBIBA
ISUTOTO CEPBU3HO 0OCITY)KBaHE Ha MSCTO B OTZEJa [0 TEXHHYECKO CEPBU3HO 00Cy)kBaHe. Korato mpoIyKThT € TOTOB 3a
JoctaBka oOpatHO Ha kiareHTa, NOViOotiSSUe mokpuBa TpaHCIIOpTa U BPbIIa MPOAYKTa B 000PEH 3alMTEeH KOHTEHHEp 32
JIOCTaBKa.

Exsurco Medical e anraxxupana ¢ Ka4ecTBOTO Ha MPOAYKTUTE CH. AKO HMaTe OIUIAKBAHE WITH HE CTE HAITBJIIHO
yIOBIETBOPEHH C BaIllHs TPOIYKT, MOJISI jia ce cBbpxkere ¢ Noviotissue, 3a 1a peructpupare orutaksane. Msnparere
umeiin Ha: info@noviotissue.com mm nmo3eeHeTe Ha Tenedon: +31 (0)24 71 14 079. 3a aa ce MOAIIOMOTHE pa3CiieABaHETO
Ha CHOMTHETO IOITBIIHATEIIHO, H3MUCKBAME CIIeHATA HHPOPMAIIUSL:

e lwme, agpec 1 HOMEP HA CMETKa
o TenedhoHeH HOMEp M UMEHI afpec
e Yact/mponykr, 3a KOWTO ce I0JjaBa OIIAKBAHETO
e Cepuen HoMep (00OpyIBaHEe) MU MAPTUAEH HOMED (€IHOKpaTHa yrnorpeda)
a. Ornucanne Ha cpOUTHETO. BBAETE BE3MOKHO HAl-TIOAPOOHM B OIIMCAHUETO U 3KO ca HAJIMYHHU, IPEIOCTABETE
CHHMKH.

o l3uckBaHwus Ha 3acMallus, ako Ca HaAJIMYHU IPU ITOMCKBAHETO
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Bennbik cien kato e monydyeHo oruiakBane B NOVIOtiSSUe, Moxe 1a ce CBbpiKeM ¢ Bac 3a moseue nHdopmanus. Koraro
MPOAYKTHT Ob/Ie BBPHAT CE MPOBEkKAa NPEIBAPUTENHA OLIEHKA M MPOAYKTHT C€ pEMOHTHpA (aKO € He00X0IMMO) U ce
BB3CTaHOBSIBA KbM CHOTBETCTBHUE Mpeu 1a Oblie focTaBeH o0paTHo. Lle Obae npenocTaBeHo 3aKIT0UUTETHO THCMO,
KOETO 1€ BU OCBEAOMH IO OTHOIIEHHE HA M3X0JIa OT Pa3CiIeABaHETO 10 OTHOLICHHE HA OIIAKBAHETO.
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[Ipunoxxenune A: Texunuecku Cnenudukanum

c € Cucremara Amalgatome MD oTroBaps Ha pasnopea0uTe Ha EBponeiickusl Chio3 3a eIeKTpUIecKa

0€301acHOCT, MEXaHMYHa 0€30MaCHOCT M €JICKTPOMAarHETU3bM.

Cnenudpuxanmnu

Bxoaen Boarazk, YecToTa n
Ouenka Ha 3axpaHBaHeTO.

OO0uu pa3mepu u Terjao
3axpanBane u 3axpanBam Kaden
OO0uu pazmepu u Terjao
PbxoBaTka/Bn3en na I'imaBa

OO0uu pazmepu u Terjao
Tabsa 3a crepuau3anus (npas3Ha)

HuBo Ha IIyM NpH HOPMAJIHA
padora

HugBo Ha BuOpauuu npu
HOpMaJiHa padoTa

YcaoBus Ha Okonnara Cpena 3a
pa6oTa c HHCTPYMEHTA

HuBa Ha n30J1a0usl HA
3axpanBamus Kaden

Bxoano/M3xoauu Bpb3ku

PaboTeH mMUKBJI

HNudpopmanusi 3a npeanasureiu

KaTeropus 3a cBpbX HanpesxeHue
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230VAC £10%, 1 da3a, 0,5 A, 50Hz

3,4 kg

13,65 cm Bucouunna x 20 cm lupuna x 27,3 cm IbmxuHa
1,63 kg

7 cm Bucounna x 15,24 cm [lupuna x 35,56 cm J[pmxuHa

3.1kg
10,2 cm Bucounna x 29 cm Illupuna x 44,45 cm JIsmkuna

Moz 85 dBA (u3mepeno criopen 1SO 3744)
ITo manko ot 2.5 m/s2 (nu3mepeno cropen 1SO 20643)

Cawmo 3a ymoTpeba Ha 3aKpUTO

Hammopcka Bucounna 0 2 000 m

Jlnama3oH Ha TemIiepaTypu Ha okoiHata cpeaa 5°C mo 40°C
OtHocuTenHa BiaxHocT 10 80% mpu 31°C

60 °C MIN, 10A-250V, HO5VV-F

3axpanBamy Kaben/3axpansane: mogaBa ocHoBHO 3axpanBane (VAC)
3axpanBamy Kaben Ha PrroxBarka/3axpansane: mogasa ELV (VDC)
PrroxBarka/Bn3en Ha ['1aBa: MexaHn4YeH

10 MuHYTH HETIpeKbCHATA paboTa, 2 Yaca H3KITFOUYBaHE

5x20mm Ilatponen IIpemmazurern, 1.25A, 250VAC,
3abassmy/baBro W3rapsii

Tps6Ba ma ce m3non3Ba npeamasuren Ha Exsurco X100525

Kareropus 3a cBpbx Hanpexenue ||

Crpanuna 32 ot 47



[Ipunoxxenune B: Madopmanms 3a Hactute

Omnwucanne: Exsurco Amalgatome MD

X100556-EU2 Amalgatome MD KommJiekr:

1 Bceku X100461 Crio6Oka Ha ['nmaBa
1 Bceku X100460 CriioOka Ha PhroxBaTka
1 Bceku X100495 HNHcTpyMeHT 3a pa3BUBaHE
1 Bceku X100498 OTtBepTKa
1 Bceku X100380-EU 3axpaHBaHe
HNuauBuayaanu Yacru 3a 3amsiHa:
1 Bceku X100495 HHCcTpyMeHT 3a pa3BUBaHE
1 Bceku X100350 3akimouBaiia [ aiika
1 Bceku X100351 3axmrouBario Komue
3 Bceku X100437 3axBamarn Bunt
1 Bceku X100332 IIpwcTen 3akmouBai OcTpueTo
1 Bceku X100498 OTtBepTKa
1 Bceku X101795 3axpansary Kaben (O6e1nHEHO KPaJICTBO)
1 Bceku X101794 3axpansai Kaoen (EC)
1 Bceku X100626 Tabna 3a Crepriinzanus
1 Bceku X100607 Kytus 3a Tpancnoptrupane
2 BCEKH X100525 Ipeamazuren, 5x20mm ITatponen, 1.25A, 250VAC, 3ab6assm/Mzrapsi basHo

Otnenun Excumsnonnwn [IpwscTenn 3a Eqaokparaa Ynorpeba, [IpomaBann OtnenHo:
5 X100457 Octpuera 3a Eqnokparaa Ynorpeba, Cucrema Amalgatome MD

3a ma noppuate Cucremara Amalgatome MD, 3a 1ieHoBa odepTa ¥ BCUYKH BBIIPOCH, CBBP3aHH C IIPOAYKTa, MOJIS JIa Ce
ceppikere ¢ Noviotissue ma Tem. +31 (0)24 71 14 079 wiu na umeiin info@noviotissue.com.
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[Ipunoxenue C: Peunuk Ha CUMBOJIUTE

He u3non3Baiite, ako orakoBKarta €
MOBpEJICHA
SN Cepuen Homep pes

C Ta3u cTpana Harope
L 0 T Kon na naprunara/llaptunen A\
HOMEDp

Octbp npeamer
R E F Howmep Ha yact

Hanuuue Ha EnextpuuectBo
STERILE | R Meron Ha crepunu3anus, ¢
W3I0JI3BAaHE HA pajualysl.

BxomrouBane Ha 3axpaHBaHe

a2

NON-STERILE  Hecrepunusupan

d IIpousBoauTen
|

M3knrouBaHe Ha 3aXpaHBaHe

Texect

r
[ Wsmon3saii no nara

MecTonomnoxeHrue Ha TEpMUHAI Ha
PvroxBarka

J-® O -

Mectononoxenue Ha [Ipenmnasuren

Bunmanne

® Camo 3a eqHOKpaTHa ynorpeda

‘Sharp inner ring.,
Ymotpeba P ol by tite

‘\(,‘sru'lp m}ly_. i
T 3anaszere [Ipoaykra Cyx

g T BHUMAHMUE. Octep Bbrpemen P16
‘ i | Bwxkre MHcTpyKIIMKTE 32 [a CAUTION

W3non3aiite [Ipennaznu PrkaBum
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[Ipunoxxenue I': Haii-noOpu Ilpaktuku u TexHuku

IIpaBuien broJa Illpu Be3cranossiBane

1. 3a nma ocurypute 8 1o 10 cm Bb3cTaHOBSBaHE HA KOXKEH anorpadT, MpoBepeTe Aaliu quaMerbpa Ha OCTpHeTo € B
KOHTaKT ChC 30HaTa Ha Bh3CTaHOBsiBaHe. UepBeHaTa CTpeika Ha (purypata BAsSCHO Mokas3Ba pr0a Ha OcTpHeTo.
3eneHara cTpernka rmokassa neHTppa Ha CriioOkara Ha ['naBara. [Ib100KOMepBT NMPHUTIIakKa KOXKHATA TOBEPXHOCT
MEX/1y JIBETE CTPEIIKH, KOCTO € OBbpPXHOCTTa Ha 10 cm KOKHHUS rpadT.

2. OrmepatopbT He TPAOBA Ja MpUIIara HATUCK (T.€. J1a HATUCKA ChC CHIIA). 3a Hal-100pH pe3yiTaTH IUTh3HETe
MHCTPYMEHTA [0 KOXKaTa [0 KOHTPOJIMpPaH HaunH. Ta3u TeXHHUKa CHIIO TaKa rapaHTUpa, e KpauiiaTa ca rlagKi 1
HE ca HaJIpOoOeHH.

3. Ako omeparopsT 3amo4He ¢ rpadt, KOHTO He OTroBaps Ha jkejaHarta AeOeNMHa U IIMPUHA WU Bb3CTAHOBSBAHETO
Ha KOXHHS IpadT He € 3aJJ0BOJIUTEIIHO, € Hall-7J00pe J1a ce CIipe Bh3CTAHOBSBAHETO Ha TO3M rpadt U 1a ce
3aroyHe HOB Tpadr.

PN#: X101809 Pes. A Crpanuna 35 ot 47



4. UYepseHara cTpeska Moco4Ba ocokarta Ha BbpTeHe Ha OcTpreTo Wik Ha paszpesa. ToBa e 3aaHusT ppo Ha
Octpuero.

5. Karo HaTHCHeTe HaJIONy BOJIEIIOTO OCTPHE TOBA MOXKE JIa JIOBEIE J0 IMOBJMTaHe Ha PEeXENHs PhO U3BBH
’KEJIAHOTO MSICTO Ha BB3CTAHOBSIBAHE.
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HacrpoiiBane Ha /Ibja0ounHara

Axo OIIepaTopPsHT 3allOYHE C T’ paQ)T, KOKITO HE OTTOBaps Ha KejlaHaTa I[e6CJ'II/IHa 1 IMpUHA U Bb3CTAHOBABAHCTO HA
KOXHUA rpa(bT HEC € 3aJ0BOJIMTECIIHO, € Haﬁ-J:[o6pe Ja CC CIIp€ Bb3CTAHOBABAHCTO HA TO3U l"pa(i)T " ga C€ 3alI0YHC HOB

rpadrt.
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IIpenorsparsiBane Ha /{ucexkupan Koxen I'padt npu Br3cranoBsiBaHeTo

1. Crnobkara Ha I'1aBata Ha HHCTpYMEHTa pexe cbe 3aaHus pbo Ha OcTpuero.

2. Axo omeparopbT ce OIuTa Ja 33bP>KU HHCTPYMEHTA "TBBP/IC IUIOCKO", TOBa MOXKE HEBOJIHO Ja HaKapa
oreparopa Jia MOBIAUTHE PEXENHs ph0 U3BBH MACTOTO 32 BH3CTAHOBSBAHE U 110 TO3W HAYUH JIa HAITPABH JIyTIKH
WM pa3KbCBaHUS WU HEPaBHU KpauIlia.

3. Axo omneparopbT ce OIKTA J1a 33bP>KU HHCTPYMEHTA "TBBP/IC IJIOCKO" 3BYKBT Ha MOTOpA IIIE CE& TPOMEHH.
HHCTpyMEHTBT 11ie 3BYy4H, BCE €HO IIpepaboTBa uiH ¢ "3arbHai'.

Henpasunen memoo; Texnuka, npu Kosimo uHCmMpyMeHmbm Jelcu
mebpoe NIOCKO
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Jedeanna u Xomorennoct Ha Koxxkuus I'padr

1. JIpnGoxomepHaTa IIaCTUHA HA HHCTPYMEHTA € IIPEAHA3HAuEHa, 3a []a Ce IPHPABHU KOXKaTa, JOKAaTo ce MpUuOInkKaBa
pexXemusT puo.

2. Hee HCO6XOI[I/IMO orecparopa aa yrpaxHsaBa JOMIBJIHUTECIICH HATUCK BbPXY MHCTPYMCHTA.

3. Toma 1€ HaKapa TbKaHTa Ja C€ KOMIIpECHpa B MHCTPYMCHTA, KOCTO IS AOBCAC 10 KOXKXHU aJIoT pa(i)TI/I, KOHTO Ca
;[e6em/1 110 ¢cpe€aara U TbHKHU 110 KpauilaTra.

4. TlpunaraHero Ha MPEeKOMEpHA CUJIA Ie MOBJUse AeOenuHaTa Ha rpadTa.

Henpasunen memoo: Texunuka, npu Kkoamo ce npuiaza mevpoe Hepagnu, naszvbenu kpauwa
MHO20 HAMUCK

5. 3a Haii-noOpu pe3ynTaTH onepaTopbT TPsIOBa Ja ITb3ra PAaBHOMEPHO HHCTPYMEHTA ¢ OaBHA CKOPOCT.
[TpuaBMXBaHETO Ha HHCTPYMEHTA TBBpJE OBP30 HE My ITO3BOJISABA JIa CE aAANTHPA KbM TEJIICCHUTE KOHTYPH WIN
HEpaBHOCTHUTE B ThKaHTa MO BpeMe Ha ymoTpeba. 3abenexere, 4e onepaTopbT ocurypsiBa 8 10 10 cm Bbp3CTaHOBSIBaHE
Ha KOKeH anorpadr, KaTo OCHrypsBa IuaMeTbpbT Ha OCTPHETO Ja € B KOHTAKT ChC 30HATa HAa BH3CTAHOBSBAHE.
OrmepaTopbT CHINO Taka TrapaHTUpA, Y€ Kpaullara ca IMIaJKi U He ca HaAPOOeHH.

N ST

‘ ...
TR

Paenu, enadxu kpauwa
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Ilpunacane na mevpoe 201AM b2bil

Ilpasunna Texnuka

3aovpocane na HHcmpymenma mevpoe niocKko
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N3raen Tun Ioaymecen B Koken
I'padr

1. HeoOxomuma e crabuinHa/6aBHA CKOPOCT.

2. 3a Hai-moOpu pe3yNTaTu OnepaTopbT TPIOBa
Jia TUTh3ra PaBHOMEPHO MHCTPYMEHTA C
0aBHa ckopoct. [IpuaBmxBaHeTo Ha
MHCTpyMEHTa TBbp/ie ObP30 HE My
MO3BOJISIBA /I CE a[anTHpa KbM TEJICCHUTE
KOHTYPH HUJIM HCPABHOCTUTE B ThbKaHTA I10
BpeMe Ha yrnoTpeoa.

3. Tosa Boau 1o 00Opasiu ¢ hopMa Ha
MoJyMecell.

Pasnomepen I'pagpm I'pagpm ¢ ®opma na lonymecey
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IHocoka Ha Uuncrpymenrta: Boprenero na Uncrpymenra B Muoxkecrso Ilocoku Boau 1o
I'padgroBe ¢ Hempasuina ®@opma

1. OmnepatopbT MOXKeE AOKATO Ch3JaBa JOOBP
rpadt, 1a ce 3aBbPTHU MO BI'bJI HJIM B Ipyra
MI0COKa, KOETO J1a JI0Beie J10 Ipad)ToBe ¢
dopma "S", "L" mim "V". Bp3MoKHO € aa ce
3aryOu Bb3CTaHOBEHHUSI TOOUB.

2. M300pakeHHeTo B JSICHO MOCOYBA YEPBEHH
KpBroBe U Ta3u 30Ha He Ou Morya Ja ObJe
o0paboTeHa, criope]l H3UCKBaHUSTA 32
IbJDKWHA U IIUPUHA 32 KpalHMsI TOTpeOrTeN.

3. Hamara npenopska € Ja ce u30irea To3u
Ha4YMH Ha Bb3CTAaHOBSsIBAHEC.
Bwb3craHoBsiBaHeTo Ha rpadToBe B €/IHA ITpaBa
JICHTa € Hall-MoOpUST BapHuaHT.

Ipenent Topc n 3aguu Yactu

OObpHETE BHUMAaHKE KaK ONepaTopbT OCUTypsiBa mpaBuiiHnTe 10 CM Bh3cTaHOBSIBaHE HA KOKHHA TpadT, KaTo
rapaHTupa, e [uaMeTbpbT Ha OCTpUETO € B KOHTAKT ChC 30HATA 32 Bb3CTAHOBSIBAHE.
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3aana Yacrt Ha Topc

1. 3366H6>K6T6, 4cC OIepaTopsbT IIO3BOJIsIBA HA I[’bJ'I6OKOMCpa Jla HallpaBU KOXKaTa Ij1ajJKa npeau OCTpI/ICTO Ja CpeiKe.

2. OmneparopbT MOXeE Ja MPOMEHH JbJI0OYMHATA [0 BpEME Ha Bb3CTAHOBSBAHETO 0€3 J1a CrHpa.

3. Mosxe na Ob/e OT 110JI3a Jia € Bh3CTAaHOBU IIbPBaTa JICHTA OT I'bp0a Ha JOHOPUTE OT JSICHO HAJISIBO B OOpaTHaTa
ITOCOKa, KaKTO € MMOKa3aHO Ha M300PaKEHUETO MO-/10J1y, Toco4YeHO ¢ #1. [TocieBaHo OT Bb3CTaHOBSIBAHETO HA
JIeHTH #2 1o #5.

4. 3amovHeTe BH3CTAHOBSIBAHETO B M3JIOKEHUS JICPMHUC, KOMTO OCTaBa Clie]] Bhb3CTAHOBSBAHETO Ha JICHTA #1, KakTo €
JIEMOHCTPHUPAHO, KOTaTO Bh3CTAHOBABATE JICHTH #2 10 #5.

5. HauanoTo Ha JeHTaTa € 4ecTo MoTyMeceyHaTa Hiln
noxyiayHHara (opMa Ha OCTPUETO, KOETO € YUaCThKbT,
Ko#iTo me 0b/e n30phCHAT MpH 00paboTKara, 3a 1a ce
Ch3/1aJIaT MPABOBI'BIHU KOKHU rpad)ToBe, Taka ue Ja ce
3aII0YHe C M3JI0KCHUS ICPMHC, MOXKE J]a YBEIUYH JI0
MaKCHMYM JbJDKMHATA Ha OCTAHAIUTE Bh3CTAHOBEHH JICHTU
OT 3a/IHaTa 4acT Ha Tpyma.
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Kpaka

1. 3abenexere, 4ye omepaTopbT HE
npuiara TBbp/ie MHOTO HATHUCK H
M3I0JI3Ba PA3JIMYHU 00IaCcTH OT
I'naBara, 3a 1a Bb3CTAaHOBH MHOT'O
KOXKHH rpadToBe.

noopu

2. AcucTHpangAT TEXHHK IO
BB3CTAHOBSIBAHETO HE JIbpIIa
JOCTaThYHO IUIBTHO

BBH3CTAHOBSIBAHUS KOKEH TpadT.

PN#: X101809 Pes. A Crpanuna 44 ot 47



IIpunoxenune E: CripaBku 3a Crepuimzanuara u JlanHu
3a Jlokimaza 3a Banmuaupane

CnpaBku

e Hacokure 3a nnayctpusra u nepconana Ha FDA, 3a npepaboTka Ha MeTUIIMHCKNA MHCTpYMEHTH B 37JpaBHH yCIIOBHS:
17-ti mapt 2015 1.

ANSI/AAMISTS8 bonununu [apau Crepunuzaropu

o ANSI/AAMIST79 INoapo6uo PrkoBoacTBO 3a [Tapra Ctepuiusaius u ocurypsisane Ha CTEpHIIHOCTTA B 3JPaBHUTE
3aBeJICHUS

o AAMITRI 12 INpoekTHpaHe, TeCTBaHE U €TUKETUPAHE HA MEAMIIMHCKA HHCTPYMEHTH 32 MHOTOKpAaTHa yrnotpeoda, 3a
MOBTOpHA MPepadOTKa B 3iPaBHUTE 3aBEICHUS

e AAMI TIR12:2010 — INpoekTupaHe, TeCTBAaHE U CTUKETUPAHE HA MEJUIIMHCKN HHCTPYMEHTH 32 MHOTOKpaTHA
yrnorpeba, 3a MOBTOPHA MPepaboTKa B 3JPaBHUTE 3aBE/ICHUSI.

e PrroBosCTBO 32 Mpon3BoauTe d Ha MeauiinHcku nHCTpyMeHTH AAMI TIR30:2011 — Kommernauym 3a mpoliecure,
MaTepUaNnTe, TECT METOANTE ¥ KPUTEPHUUTE 3a PUEMAHE Ha MOYMCTBAHE HA MEUIIMHCKYA MHCTPYMEHTH 32
MHOTOKpaTHa yrnorpeoda.

e [Ipepaborka Ha Menunmuckn MaCcTpyMenTH B 3apaBeomnasBanero: Meronu Ha Banuaupane n ETuketnpane,
JokymenTtsT e m3aaner Ha 17 Mapt 2015 CAILL [lemapramenT no 3npaseto u Yosemkure Y ciryru, AreHIHs 1Mo
Xpanute u Jlekapcrsara, [lenTsp 3a UacTpymentu u Pentrenorpadceko 3apase, Oduc 3a Ouenku Ha MHCTpyMeHTa.
ANSI/AAMI/ISO 17665 1 u 2.

Nudopmanusa 3a Banuaupanero Ha Amalgatome MD 3a MHorokparia Ynorpeoa

Crnednume mecmosu UHCMPYMEHRMU, MAMEPUATU U MAWUHY CA U3NOA36AHU 8 Me3U UZNUMBAHUS 3a
saruoupane:

Steris Prolystica 2X Konnentpar Enzymatic Presoak u [louncrBarny arent

e FDA omo6peno omakosbsuHO (omuo [Cardinal Health, Convertors Brand BioShield O6uknoBero doiuno 3a
crepunmzanus, Yact Homep 4040, ITaptunen Homep 14BDD044, 510(k) pedepenren nomep K770933] kato ce
M3II0JI3Ba METOJa Ha TIOCIICIOBATEITHO OMIAKOBAHE IO

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

e Jlenenka 3a aBTOKJIaB ¢ XUMUYCH HHIUKATOP, ogo0pera oT FDA [SPS MeaumuHcka mapHa HHIAKAaTOpHA JICTIeHKa
ST-048, IMaptunen momep S11705, 510(k) pedbepenter Homep K890755].

e Steris LAB250

IIporokou 3a IlouncrBane

e Bammmupane Ha EduracHoctra Ha [louncrBane - NAMSA O6o6murenen Joxman 154261

IIporoxoa 3a Crepuan3zanus Ha I[lapa

e II3nurBane 3a E¢ukacHocT Ha Ctepunusupane Ha [lapa - UHcTpymenTu 3a MHorokparHa Ynorpeba - 132°C Ilpen-
Baxyywm Luxsa EXS040213STM.01F
e Bammnanuu Ha EdukacHocrTa Ha [lapnarta Crepmmzanus - NAMSA O6o06menue Yacr 11 Hoknax 154261
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Nuadopmanmsa 3a Konrakt

Nudopmanus 3a Konrakr

Mouist BIKTE HH(POpMAIIHATA TTO-0Ty 3a Tpsika Bpb3ka ¢ NOViotiSSuenpsiko, 3a KaKBUTO | Jia € OWJIO OT BAIIUTE BBIIPOCH,
KOMEHTapH WK onaceHus 0THocHO Amalgatome MD, kakTo ¥ 3a HCKaHHs, CBBP3aHH ChC 3aKyIyBaHE WM 00CITyKBaHE.

HuctpubyTop Ha nmpoaykra: Noviotissue B.V.
Anpec: Kerkenbos 1077V
6546BB Nijmegen
Xomauaus
Tenedpon: +31 (0)24 71 14 079
Nwmeiin: info@noviotissue.com
Veb crpanuniia; WWW.Noviotissue.com

[MTpousBomuten Ha npoaykra: Exsurco Medical
Anpec: 10804 Green Road

Wakeman, OH 44889, CAII]
Tenedon: +1 800-243-6049
Hmetin: info@exsurco.com
VYeb6 Crpanuiia: WWW.eXsurco.com
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Ta3u cTpaHuLa yMHUIIUIEHO € OCTaBeHa IIpa3Ha.
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