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NOTICE TO USERS

Read this manual thoroughly before using the Exsurco Medical Amalgatome SK System. It is designed for use by
qualified and trained tissue bank professionals. Review this user guide, paying attention to all warnings and
precautions, prior to any procedure. 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 SK Tissue
Processing System. This guide also includes material such as appropriate use 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 medical instruments for healthcare professionals in the surgical and
tissue bank markets. AR Experts is an authorized agent for Exsurco’s product in the European Union and the
United Kingdom.
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System Overview

This section provides general information about the Amalgatome SK Tissue Processing System.

Indications for Use

The Amalgatome SK tissue processing instrument is specially designed for quick, precise full-thickness tissue
processing for Cadaveric Use only.

Description

Amalgatome SK (ASK) tissue processing instrument is specially designed for quick and precise full-thickness
tissue processing and for use only in the cadaveric environment. It greatly simplifies the tissue recovery operation
by eliminating the excessive, repetitive dissection motion required when using a scalpel, forceps, and razors. The
unique, flat cutting surface of the circular blade dramatically reduces the chance for skin breakthroughs. The
Amalgatome SK tissue processing instrument is available in electric configuration.

Compliance

Amalgatome SK complies with part 15 of the FCC Rules. Operation in subject to the following two conditions:
e This instrument may not cause harmful interference.
e This instrument must accept any interference that may cause undesired operation. This instrument was
tested after assembly.

The Amalgatome SK tissue processing instrument (Drive Unit) is a Class A, Group 1 instrument. The instrument
generates conductively coupled radio-frequency energy necessary for internal functioning.

EC Declaration of Conformity documentation is on file.
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Amalgatome SK Tissue Processing System: Part #: X100431-EU2

Components: Exsurco Universal Drive Unit & Handle
Assembly

1. Handle assembly: Handle Drive, Adapter, and
Set Screw
Flexshaft and Casing
Foot Pedal
Universal Drive Unit (UDU)
Disposable Blade Head(s)
Operating Instructions and Parts List (sent with
purchase and available online)

agrwn

NOTE: Disposable Blade Head Assembly Kits sold separately

Part #: X101835- 10/box, sterile disposable blade head
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General Warnings and Precautions

This section provides general warnings and precautions about the Amalgatome SK Tissue
Processing System.

Warnings:

» Any use in applications other than those for which the Universal Drive Unit and Amalgatome SK tissue
processing instrument was designed and built, may result in serious injuries.

» The manufacturer 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 safety
equipment, whether these changes are made by the owner of this equipment, by his employees, or by
service providers not previously approved by Exsurco Medical.

o 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.

» The use of parts other than those listed in the parts list for the specific model may cause blade lock-up,
resulting in an unsafe operating condition.

» For continued protection against risk of equipment damage and fire, ensure that the correct fuse is used.
Replace only with Exsurco fuse Part # X100276.

» To avoid personal injury, always disconnect the power cord before performing any adjustments,

disassembly/assembly, troubleshooting or cleaning.

o Sharp blades may cause cut injury.

All electrical repairs should be completed by an approved service provider.

Avoid use of this instrument while standing in water.

This instrument is intended to be used only by trained personnel.

The disposable blade heads are intended for one-time use. Do not re-use or re-sterilize the Amalgatome

SK disposable head.

Any unused, single-use blade head that has been exposed to blood, tissue, body fluids or bone must not be

reprocessed or resterilized and must be discarded. Blade heads are single use.

» Discard contaminated used sharps per facility protocol. Disease may occur from contact or injury.
Dispose of in puncture resistant biohazard sharps container. Refer to AATB, AORN, CDC, OSHA or
local standards setting organizational guidelines for handling and disposal of sharps.

» If at any time this instrument does not appear to operate normally or exhibits a marked change in
performance, it should be immediately shut down, unplugged, and tagged as “Service Required” until
such time as proper repairs are made, and the machine again operates normally.

» After service of the unit, always check to ensure that the blade inside the blade head is free to rotate prior
to starting. If the blade does not rotate freely, it may cause the handpiece to rotate in the hand.

» Long or repeated use of vibrating instruments excessively 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 may need replacement.

» Performance of the Universal Drive Unit can degrade in the presence of other activated electrical
equipment.

YV V VYV

A\
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Unpacking & Assembly

Set-up
1. Connecting the power
a. Connect the Universal Drive Unit power cord to the prescribed voltage on the drive unit

nameplate. The drive unit must be connected to a grounded outlet. Use only approved type
connector.

WARNING: Electrical shock may occur. Use only 3-wire ground type connectors of proper rating. This

must be connected to a plant ground via a suitable grounded three conductor receptacle. See Technical

Specifications for approved power cord ratings. Avoid use of this machine in standing water.

2. Placement of Universal Drive Unit
CAUTION: Correct installation is extremely important to achieve maximum efficiency for both the
Amalgatome tissue processing system and the operator. Incorrect installation may possibly hamper the
operator's movements and cause undue wear or damage to the Flexshaft and Flexshaft Casing parts of the
unit.

=

a. Place the Universal Drive Unit on a table or cart in the clean
room for use. WARNING: Never cover the back of the unit and
ensure the ventilation fan is not blocked. WARNING: Do not
disassemble the Universal Drive Unit. Refer to the Troubleshooting
section of this manual or return drive unit to Exsurco.

Figure a 3. Installation of Flexshaft Assembly

a. Install the Flexshaft Casing
assembly to the Universal Drive Unit.
Disconnect assembly by pushing the
disconnect collar button and inserting
the drive end of the casing into the
disconnect body. It may be necessary
to rotate the casing assembly to align
the square drive of the Flexshaft with
the square in the flexshaft/drive unit
Adapter.

b. Release the disconnect button
on the collar to secure the casing to
the drive unit assembly. After
installation, lightly pull casing to
ensure connection is secure.

Figure b
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€. The casing assembly should swivel freely.

~d. Draping Flexshaft and Casing. Drape the
Amalgatome Flexshaft and Casing using a sterile
probe/sleeve drape (available from a medical
distributor). Insert the squared end of the Flexshaft
into the sterile probe/sleeve drape where indicated by
an arrow.

Figure d

e.  Once the Flexshaft and casing end is inside the
drape, hold that end firmly and slide the remaining
excess drape along the length of the Flexshaft and
casing.

Figure e

NOTE: If an assistant is available, the non-sterile area indicated with the hand symbol is where the assistant
should pull the drape. This end is towards the motor. Mark the drape where the line of sterilization remains on the
sterile field, or tape/secure the drape to keep from falling off the sterile field.

Figure f
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4. Installation of Handpiece (Handle)

a. Puncture through drape using
the square end of the Drive Adapter.
Align and place the square end of the
Drive Adapter onto the square end of the
Flexshaft Assembly.

Square End of Drive Adapter  Fi9ure g
Flexshaft Assembly

b. Loosen set screw. Install the handle by inserting the proper end of the
Flexshaft Assembly into the handle. When proper alignment is achieved, tighten
handpiece set screw using a flathead screwdriver.

NOTE: Do not over tighten.

Figures h Set Screw

v

v

; . 5. Installation of Disposable Heads
‘ a. Locate the raised key on the handle and align the key with the
notch on the disposable head. Slide into place. Place spring clip in
external groove of disposable head.
NOTE: The Amalgatome Handle Assembly requires sterilization prior
to use. Follow your organization’s protocol for sterilization of surgical
equipment.
\ Spring clip
Figure i
b. Press spring clip into external groove of disposable head.

NOTE: A metal mesh safety glove is recommended in addition to the
surgical glove for the free hand.

CAUTION: Keep hands away from moving blade.

Figure j
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6. Installation of Foot Pedal

a. Attach foot pedal to Exsurco
Universal Drive Unit by pressing

outlet located on the front panel of
the Universal Drive Unit.

Figure k

b.  Plug Universal Drive
Unit power cord into power
outlet specified on the
specification plate. Universal
Drive unit must be connected
to a ground approved type
connector.

Figure |

c. Turn drive unit switch to the “ON” position. The green,
Power LED will illuminate. GREEN means unit is on.

Figurem
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d. Press foot pedal to
activate Universal Drive
Unit and operate tool.

Figure n

7. Transporting the Universal Drive Unit (UDU)
a. To properly transport the UDU, use the handle on the top of the unit

Figure o
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Operating Instructions

1. Operating Procedure

= 9

L

a.  With the handpiece held in your operating hand and proper safety gloves on
the other (the recommended safety glove is a chain mail/ mesh type cut resistant
design), stand at your normal work position and move your hand and the
handpiece over your normal work area to check that there are no binds or sharp
bends in the Flexshaft and Casing Assembly.

b. Hold the handpiece naturally in the palm of the hand in a relaxed manner.
You are now ready to put the Amalgatome SK Tissue Recovery Processing
System into operation.

c. Using the instrument does not require the technician to push hard or use
force. The proper angle at which to hold the blade against the adipose will
become easily identifiable.

Figure p

NOTE: The Universal Drive Unit is suitable for use in a basic electromagnetic environment.
Performance of the Universal Drive Unit could be degraded in the presence of other activated electrical
equipment

NOTE: For proper protection of hands, a protective glove should be used when operating this
equipment and during the handling of disposable heads. A metal mesh safety glove is recommended in
addition to the surgical glove for the free hand

LE
o
J i

d. Turn on the drive unit switch. The green Power LED

will illuminate. Press the foot pedal to activate drive unit

and operate tool. Drive unit will stop when foot pedal is
released. CAUTION: Keep hands away from moving
blade.

e. Move your hand and handpiece over your normal work
area to ensure that there are no binds or sharp bends in
casing. WARNING: Blades may cause serious injury. Never
hold the allograft skin graft being processed in your hand.
Always lay it flat on the work surface.

ifigure q

f. Repeat the gliding motion across the entire allograft skin graft until all adipose is excised and
only dermis remains.
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2. Changing Disposable heads

a. Using a flathead screwdriver, lift the spring clip out of
the external groove of the disposable head. The spring clip
can be discarded.

WARNING: To avoid personal injury, always disconnect
the power source before changing disposable heads.

Screwdriver Spring clip
Figurer
’ A b. Remove the disposable head from the handpiece.
Dispose of in a puncture resistant biohazard sharps
container.

Figure s

3. Training requirements for user

a. All technicians using the Amalgatome SK and Universal Drive Unit system for tissue processing
must be familiar with operating the device and receive instruction from trained operators.

b. All users should be familiar with the user guide provided with the purchase and accessible online
on the Exsurco Website: www.exsurco.com.
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Cleaning & Sterilization Instructions

The Amalgatome Handle Assembly Assemblies require sterilization prior to use. Follow your organization’s
protocol for sterilization of surgical equipment.

1. Universal Drive Unit (UDU)
a. Ensure the unit is unplugged.
b. Using a hospital grade disinfectant cleaning solution on a cloth or towel, completely wipe the
outside of the UDU.
NOTE: Do not immerse drive unit in cleaning solution and sterilize Drive Unit in an autoclave. Do not
clean unit with saline solution. These procedures will cause damage to the drive unit.

c. After disinfection is complete and drive unit is dry, check for any malfunction and place in
appropriate storage area.

2. Flexshaft and Casing

a. The casing should be cleaned and inspected
before each use.
b. Make sure the unit is unplugged.

NOTE: Flexshaft and Casing are not to be immersed in
liquid at any time.

c. Using a hospital grade disinfectant cleaning
solution on a cloth or towel, completely wipe the outside
of the casing.

d. After disinfection is complete and Flexshaft and
Casing are dry, check for any malfunction and place
items in appropriate storage area.

Figure t

NOTE: Do not use hydrocarbon solvents on or in the casing. Do not immerse in cleaning solution.
Do not autoclave. These procedures will cause casing to shrink in length and become brittle. When
used, Flexshaft and Casing should be draped with a sterile probe/sleeve cover prior to use in a clean
room.

e. Interior casing may be cleaned if needed. Tie a small piece of dry cloth to a thin wire and pull
through.

NOTE: Avoid the use of any liquids on the inside of the casing.

3. Handle Assembly (With Set Screw and Drive Adapter)
a. Make sure the instrument is completely disassembled.
b. The handle, set screw, and Drive Adapter can be immersed. Using a hospital grade disinfectant
cleaning solution, follow your organization’s protocol for surgical equipment.
c. After washing is complete and handle, set screw, and Drive Adapter are dry, check for any
malfunction.
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Package and sterilize handle, set screw, and Drive Adapter following your organization’s protocol for sterilization
of surgical equipment.

4.

Foot Pedal

a. Make sure that unit is unplugged.

b. Using a hospital grade disinfectant cleaning solution on a cloth or towel, completely wipe the outside
of pedal and electrical cord.

NOTE: Pedal and electrical cord are not to be immersed in cleaning solution at any time. These
procedures will cause damage to the foot pedal and electrical cord.

c. After the washing is complete and pedal and electrical cord are dry, check for any malfunction and
place items in appropriate storage area.

Disposable Head Assembly Kit
a. Do not reuse or resterilize the Amalgatome SK disposable heads after they have been used.
b. The Amalgatome SK Head Assembly is single-use.

NOTE: Any unused, single-use instrument must be discarded.
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Maintenance & Inspection Instructions

1. Flexshaft Maintenance

a. Clean the Flexshaft after 20 hours
of operation by wiping with a dry cloth to
remove any grease.

b. Ensure that the Flexshaft washer is
installed under the ferrule during
reassembly.

c. Place a small quantity of 100%
pure petroleum jelly in the palm of your
hand and pull the shaft through your
clenched hand.

d. Inspect the casing support for wear,
cracks or chips.

Figure u

2. Universal Drive Unit Maintenance

a.  Remove the power cord from the power source,
then remove the power cord from the unit.

b.  Periodically check the condition of the
Flexshaft Casing to motor disconnect
location.

C. Ensure the balls move freely and the
~ casing rotates freely in the disconnect
location and the shaft disconnect button fully

I rebounds after being pressed.

Disconnect Assembly  Flexshaft Casing

Figure w
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3. Replacement of the Main Power Cord

TS

a. Inspect the outer cord casing prior to every use.

NOTE: If the outer cord casing has nicks that expose internal
wires, cord must be replaced.

Figure x

4. Replacement of fuses

Power Cord input

Wire in fuse casing is broken

Fuse (2)

* Fuse

Fuse Holders

a. Turn power switch to the OFF” position and unplug the power supply from the electrical outlets.

b. Locate the fuse holders (2) below the power cord input port on the back of the power supply.

c. Insert flat bladed screwdriver into fuse holder slot and turn counter-clockwise until fuse folder
ejects from power supply.

d. Pull fuse from the fuse holder.

e. Inspect both fuses to see if they are blown. Visually check if the fuse is blown by checking if the
wire in the fuse case is broken.

f. Ifitis confirmed the fuse if broken, insert new fuse (Part #: X100276) into fuse holder and install
into power supply. Insert flat bladed screwdriver into fuse holder slot and turn clockwise.

5. Disposal of Universal Drive Unit
If the Universal Drive Unit is being discarded, it cannot be discarded in the trash. The UDU must

be taken to an approved Electronics Disposal Facility for disposal. Contact Exsurco for additional
information.
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Troubleshooting

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

Use the following assessment steps to confirm proper operation of the Amalgatome SK Tissue Processing
System. If you discover a problem with any of these items, do not use the system; return it to Exsurco Medical.
For additional information, refer to the Warranty, Service, and Returns section.

NOTE: UDU is an abbreviation for: Universal Drive Unit.

1. Visually inspect the system for any signs of physical damage or wear:

a. Loose parts

b. Missing or loose screws

c. Signs of being dropped or bent
d. Areas with corrosion or pitting

Problem Probable Cause
Handpiece Vibration ¢ Inside of Flexshaft Casing worn
¢ No lubrication on Flexshaft or
casing

Rapid Flexshaft Wear Improper cleaning and
or Breakage lubrication of Flexshaft and
Casing
e Mechanical bind in handpiece

Blade Skips or Will Not e Casing not fully engaged or
Rotate inserted

e Flexshaft worn

e Motor Adapter worn

e Loose ferrule on shaft

e Blade not cutting or fitting

properly
Motor Will Not Run e No power to motor

Motor Operating with e  Bad bearing in motor
Excessive Noise

PN#: X100894-EU2, Rev. C

Possible Solution

Replace Casing

Clean and lubricate Flexshaft and Casing as
described in the Maintenance and
Inspection section of this manual.

See Maintenance and Inspection Section of
this manual.

With handpiece removed from Flexshaft,
blade should rotate freely by hand. Correct
any mechanical bind.

Make sure the casing is fully inserted to the
drive position

Replace Shaft

Replace Adapter

Replace Shaft

Replace with new blade

Check fuses. If fuses are ok, return UDU to

Exsurco for service.
Return UDU to Exsurco for service.
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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 SK Tissue Processing
System and its components have been tested and inspected and have left the facility in proper working condition.
Contact Exsurco Medical regarding any warranty issues or claims.

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

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

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

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

The Exsurco Medical Amalgatome SK Tissue Processing System is intended for use only with the Amalgatome
SK disposable head assembly. Using another manufacturer’s blades in conjunction with the Amalgatome SK
voids the product warranty.

Service
The Amalgatome SK Tissue Processing System contains no serviceable parts, only individual replacement parts
as defined in Appendix B. The system must be returned to Exsurco for servicing.
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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 the Universal Drive Unit. It is a factory-sealed unit with no user
serviceable parts inside. If this occurs the warranty is voided, and the customer must return the Universal Drive
Unit to Exsurco for repair that shall be charged to the customer. The manufacturer performs all service of the
Amalgatome SK Tissue Processing System.

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

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

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

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

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

o Name, address, and account number

e Phone number and email address

e Part/product that the complaint is being filed on

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

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

e Loaner requirements if available upon request

Once a complaint is received, Exsurco may contact you for more information. When the product is returned, a
preliminary evaluation is conducted, and the product is repaired (if required) and restored to conformance prior to
being shipped back. A closure letter shall be provided advising you of the outcome of the investigation regarding
the complaint.
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Appendix A: Technical Specifications

been tested by an independent and certified body, Intertek Testing Services,
Twinsburg, OH, USA and complies with UL standard #61010-1 and

The Exsurco Universal Drive Unit described in this Operation Instruction has € b
us

CAN/CSA C22.2 #61010-1, Electrical Equipment for Measurement, Control & LisTen

and Laboratory Use.

Specifications

Supply Voltage, Frequency and
Power Rating.
Overall dimensions and weight

Description of all input and output
connections:

Sound level during normal use
Level of vibration during normal
use

Environmental Conditions for
instrument operation

Foot pedal cord and Power cord
insulation ratings

Duty Cycle
Fuse Information

Overvoltage Category

PN#: X100894-EU2, Rev. C

Intg:!;tek

115VAC £10%, 1 Phase, 1.6 A, 60Hz

230VAC +10%, 1 Phase, 0.8 A, 50Hz

(Including Power Cord and Foot Pedal) 12.4 Ibs. (5.6 kg)
4 1/4” High x 8” Wide x 12 3/4” Deep

(108mm) x (203mm) x (324mm)

Power Cord/Universal Drive Unit: Supply Power (VAC)
Foot Pedal/Universal Drive Unit: 24VDC
Driveshaft/Universal Drive Unit: Mechanical

Below 70dB

Less than 2.5 m/s2

Indoor use

Altitude up to 2000m

Temperatures 5°C to 40°C

Maximum relative humidity 80% for temperatures up to 31 °C
decreasing linearly to 50% relative humidity at 40°C

Pollution Degree 2 (Only non-conductive pollution occurs except
that occasionally a temporary conductivity caused by condensation
is expected).

Power Cord (EU/UK): 60°C MIN, 10A-250V, HO5VV-F

Foot Pedal Cord: 90°C, 300V, FT2

Continuous

5x20mm Cartridge Fuse, 1.25 A, 250 VAC, Time Delay/Slow
Blow *Note: MUST USE Exsurco Fuse Part # X100276
Overvoltage Category Il
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Appendix B: Parts Information

Description: Exsurco Amalgatome SK Tissue Processing System

X100431-EU2 Amalgatome SK Kit:

1 each
1 each
1 each
1 each
1 each

1 each
2 each
1 each
1 each
1 each
1 each
1 each

X101453-EU

X100060
X100065
X100064

X100894-EU2
Individual Replacement Parts:

X101440
X100276
X100063
X100062
X101421
X101701
X101797

Universal Drive Unit (including Foot Pedal and Power Cords)
Aluminum Handle Assembly (Including Drive Adapter & Handle Screw)
Flexshaft

Flexshaft Casing

Amalgatome SK User Guide

Rubber Feet

Time Delay/Slow Blow Cartridge Fuse - 5x20mm Size, 1.25A, 250VAC
Handle Screw

Drive Adapter

Foot Pedal

3m Power Cord (EU)

3m Power Cord (UK)

Individual, Single Use Blade Cutting Heads Sold Separately:

10/box

X101835

Sterile, Single Use Blade Head

To place an order for the Amalgatome SK Tissue Processing System, for a price quote, and all product-related
guestions, please contact Exsurco Medical at sales@exsurco.com.

PN#: X100894-EU2, Rev. C
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Appendix C: Glossary of Symbols

S N Serial Number

L 0 T Batch Code/Lot Number

Manufacturer

Use by date. This symbol is
intended to indicate that the
system should not be used
after the end of the date
shown.

Symbol for method of
sterilization using radiation.

STERILE | R

Keep product dry

Do not use if package is
damaged

This side up
Sharp object

PN#: X100894-EU2, Rev. C

NON-STERILE

v

Symbol indication that the
system has not been sterilized.

Do not reuse. Single use, use
only once.

Caution

Consult instructions for use

General warning sign

Fuse of specified type, current,
and voltage rating

Presence of electricity

Read operator's manual

Protective safety gloves (like
chain mail or mesh) must be
worn
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Product tested to FCC EMC . .
—
requirements C:>I Flexshaft input location

154 @)

Product to be discarded at an I Power standby switch. Power
approved electronics disposal ‘ ) ON is up '

facility

Product meets applicable Product tested to Canadian EMC
safety requirements for EU CAN ICES-3 requirements

market (A)/NMB-3(A)

_‘.)/o._ Normally open foot switch

PN#: X100894-EU2, Rev. C Page 30 of 31



Contact Information

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

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

Manufacturer of product: Exsurco Medical
Address: 10804 Green Road

Wakeman, OH 44145, USA
Phone: +1 800-243-6049
Email: info@exsurco.com
Website: www.exsurco.com

PN#: X100894-EU2, Rev. C Page 31 of 31
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Ta3u cTpaHuIa yMHIIJICHO € OCTaBeHa Ipa3Ha.



Hucmpyrkyuu 3a Ynompeba

ey surco

medical
REDEFINING EXCISION SCIENCE

AR Experts B.V.
Amerlandseweg 7
3621 ZC Breukelen
Xoanaus
+31 (0)88 9951 333
www.certification-experts.com/ar-experts

UKCA Experts Ltd
6" FL. City Gate East
Toll House Hill, Nottingham, NG1 5FS
O0eaHEHOTO KPaJICTBO
+31 (0)88 9951 333
www.certification-experts.com/ar-experts

Exsurco Medical
10804 Green Road
Wakeman, OH 44889, CAIII
WWW.exsurco.com

BEJIEKKA KbM IIOTPEBUTEJIUTE

[IpoueTrere BHUMATETHO TOBa PHKOBOJCTBO Mpenu 1a nnonspate Cucremara Amalgatome SK nHa Exsurco
Medical. Ts e npenna3zHauena 3a yrnorpeba ot kBanuuIpaHu U 0OydeHH MPOPECHOHATHUCTH 10 THKaHHO
Oankupane. [Ipernemaiite ToBa ppKOBOACTBO 32 yHoTpeda, KaTo OObpPHETE BHUMAHUE HAa BCUUKU
NpeaynpexIeHHs U MpeIa3Hi MEpKH, IPey Besika npoieaypa. HenpaBuiiHoTo HacTpoiiBaHe U paboTa che
crcTeMara Wil HEBb3MOKHOCTTA JIa Ce cJie/IBa TOBA PHKOBOJICTBO 32 MOTPEOUTENSI MOTAT Jia IPUIHUHST
HapaHsIBaHE WM YBpEXIaHe, KOETO He ce MOKPHBa B paMKHUTE Ha Ta3W rapaHiusl.

3ABEJIEKKA: TO3U TIPOAYKT E OJOBPEH 3A YIIOTPEBA CAMO BbPXY TPYIIOBE
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AMALGATOME® SK PHKOBOJCTBO 3A IOTPEBUTEJISA

ChbabprKaHUE

L0814y 0) v 13 1 (< 1
013100210 o J 2
=) SO P ST SRR 2
EXSUICO IMEAICAL ..o s 2
B01S 01 (1 @ 2 W 03 (o Vo) - F 4
TTOKABAHUS 38 YTIOTPEO ... .e.veveeureieeseestesiiestesteessesseesee st s st e seesrees e sbeebe e besh e e e e e R e ese e s et eE e e s b e sb e e s e e n b e ameenneabeennenreeneennenneas 4
L0007 (6721 1 (TP T T OO P T UPTOPPRTPTUPO 4
L0 00} 32 1S o 3 (IO T T POV P T UPTOPP PP 4
OO IPEAYTPEKACHUS U [IPEAITABHI MEPKH . ...\ tettttt et et et eetent et et eneaneneanteteaeaneaneaeaneaneaneanenrons 6
Pa30TaKOBAHE T CTIIOOMBAHE. .. ... e utnetntent et et e et ettt et e et e eae et e et e ettt e et e e ae et et e e e et e eae et e eaeene e e eaeete e neaes 8
3 L Tey 010 71221 ¢ (S OO PP 8
02 oy 00401707 T I o L0101 - 14
WHCTPYKIINY 3@ TIOYMCTBAHE M CTEPHITHBAIIHS . ...\ e v essensensetenseteenensansenansensensensennensensensensensenseneenens 17
NucTtpykimy 3a [TTOAIPBIKKA U MTHCTIEKIIHS. . .. ... ueetteet et et e et et e e et et et et ettt et e e e eaenas 20
OTCTPAHSIBAHE HA HEHMBIIPABHOCTH . ...\t vt ersesnsansenennenensansansensensnseesensenanseansansansaneeneaneaneaneesenenes 22
Iapannus, CepBu3HO OOCTYKBAHE U BPBIIAHE. ... ..ouvtitiit e 24
OTPaHMUEHA TAPAHIIMS .....oeoviiiiiiiiiiii e e s b e b e b e e e e ne e nre e 24
O CITTYIKBAHE. ...t euveteetee st steeste st ese et beene e eb e e s e e e bt eb e e s bt Ah e e a s e Rt eR e o8 e AR £ 4R b e A b e e b e e s Rt AR £ 2R e e R e 4R e e AR e e b e e n b e e bt eb e e bt ebeen e et e e e e nnean e 25
23013511 ;1 (T T P PP TP PP URT PR PPROPROTN 26
[Mpunoxenne A: TeXHUUECKH CHEIMMDUKALIII. ...\ \vvttteetententaetenteneentenseeeareaneenseneeneanseseneansasenensss 28
[punoxxenne B: THPOPMAIIHS 38 HACTHTE. . ......etittt ittt ettt et et et e et e et e e e 29
[TpunoxeHne C: PEUHUK HA CHMBOIIHTE. . ...\ utteetenetenttenteenteenteeateeneeenteeneessanseeaseeneeaseanseaneenneennen 31
MHGOPMAITHS 38 KOHTAKT. ... ..\ttt ettt e et et e et et et et et et et et et e e e e eneenens 33

PN#: X100894-EU2, Pes. C Crpanuma 1 ot 33



AMALGATOME® SK PHKOBOJCTBO 3A IOTPEBUTEJISA

IIpearosop

Hea

To3u moTpebuTen mpeaocTaBst HACOKH 3a cClIoMaraHe Ha 6e3ormacHara u edekTuBHa ynorpebda Ha Crctemara 3a
Ob6pabotka Ha Trrkanun Amalgatome SK. ToBa ppKOBOACTBO BKITFOYBA CHIIO U MaTepHalii, KaTo HHPOpMAIHs 3a
MOXOJIAIIA YIIOTpeba U OTCTPaHSABaHE Ha HEU3IPABHOCTH.

Exsurco Medical

Mucwusta Ha Exsurco Medical e na nmpeneduHmpa Haykarta 3a U3psi3BaHEe B pAMKUTE Ha TIOCTIEI0BATETHOCT OT TOCTaBSIHETO
J0 IPUABIKBAHETO B KIIMHUYHUTE PEIICHNUS, CTPATETUUECKH ITAPTHHOPCTBA B PAMKUTE Ha 37paBeOIa3BaHeTO U
3apJ00U€HO pa30Oupane Ha KIMEHTHTE. AHTaXUPaHU CME C MOJ0OPSIBaHETO HA )KUBOTUTE HA MAI[IEHTHTE M PE3YJITATHTE
9pe3 MpUABMKBAHETO HAIIPE/ Ha O3]JpaBUTEIIHATA CHJIA HA KOJKaTa, Ype3 HHOBAIIWS, Pa3BUTHE HA MIPOIYKTH U MPOAaxoa
Ha MEJMIIMHCKY WHCTPYMEHTH 3a 3JIPaBHHU CIICHHATICTH B a3apuTe Ha XUPYPruiHU U ThbkanHuTe 0anku. AR Experts e
OTOpHU3UpaH MpeCTaBUTeN Ha MpoaykTuTe Ha Exsurco 3a EBpomnetickus cbio3 1 O6eJMHEHOTO KPaJICTBO.
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AMALGATOME® SK PHKOBOJCTBO 3A IOTPEBUTEJISA

Tasu cTpaHuia yMHIIIIEHO € OCTaBeHa Mpa3Ha.
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AMALGATOME® SK PHKOBOJCTBO 3A IOTPEBUTEJISA

IIpernen na Cucremara

To3u pazden npedocmass obwa uHhopmayus OmHOCHO cucmemama 3a 06pabomka Ha MbKAHU
Amalgatome SK.

IHoka3anus 3a Ynorpeda

HNucTpyMeHTHT 3a 00paboTka Ha ThkaHu Amalgatome SK e cienuduyHo npoekTHpaH 3a Obp30, TOYHO 00paboTBaHE Ha
THKaHH B ISUT CPE3 CaMo 3a yroTpeda BbpXy TPYIHH ThKAHH.

Onucanue

HNucTpymMeHTHT 32 00paboTka Ha ThkaHu Amalgatome SK (ASK) e nmpearasnaden crieniuuvHo 32 OBP30 U TOYHO
00paboTBaHe Ha IBJICH Cpe3 Ha ThKaH U 3a ynoTpeba caMo B TpymHa cpefa. Toif ompocTsiBa B OTPOMHA CTEIICH
olepanusTa 3a Bh3CTAaHOBSIBAHE HA ThKAaHTA, KATO MPeMaxBa MPEKOMEPHOTO, TIOBTAPSIIIO CE JBIKSHHUE 32 TUCEIHPAHE,
KOETO € He0OX0AUMO, KOraTo ce U3IO0JI3Ba cKaimnell, (opuernc u OpbcHau. YHHUKaJIHATA IUIOCKA peKellla HOBbPXHOCT Ha
IUPKYJISIPHOTO OCTPHE, IpaMaTHYHO TIOHIKaBa pUCKa 3a MPOOHB Ha Koxata. MHCTpyMEHTHT 3a 00paboTKa Ha ThKaHH
Amalgatome SK ce npennara B enekTprdecka KOHQUTYpaITHsL.

CrnoTBeTCTBHE

Amalgatome SK e ceBMecTnM ¢ yact 15 Ha npasuiara Ha FCC. Onepupane npu ClieAHUTE JBE YCIOBHUS:
e VHCTpyMEHTHT HE MOXKeE Jla IPEAN3BUKA BPETHO B3aMOICHCTBIE.
e To3u HHCTPYMEHT TpsIOBaA J]a MpHUeMa BCAKAKBO B3aMMOJICHCTBHE, KOETO MOJKE JIa TPETU3BUKA HEXKETIaHO
¢yHkunonupase. To3u MHCTPYMEHT € TECTBaH Clie/l CriI00sBaHe.

HucTpyMeHTHT 3a 00paboTka Ha Thkanu Amalgatome SK (3aaBmxBaiiio 3Be€HO) € HHCTPYMEHT OT kiac A, ['pyna 1.
HNHCTpYMEHTHT TeHepUpa KOHIYKTHBHO CBBbP3aHa PaJMOYECTOTHA SHEPrus, KOSTO € He0OX0JUMa 3a BETPEIIHOTO
(yHKIIMOHUpAHE.

JlokymeHTanusTa 3a Aekiapanusra 3a cborBerctBue Ha EK e BBB daiina.
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AMALGATOME® SK PHKOBOJCTBO 3A IOTPEBUTEJISA

Cucrema 3a o6pabotka Ha Thkanu Amalgatome SK: Yact #: X100431-EU2

KomnonenTtu: YHuBepcanaHoTo 3aABHKBaLIO Y CTPOMCTBO
Ha Exsurco u criobsBaHe Ha pbKOXBaTKa

1. CrnoGsaBane Ha pHKOXBATKa: 3aBIKBAIIIO
YCTPOMCTBO 3a PhKOXBAaTKa, aAanTep U OTBEPTKa
Ha KOMIUIEKTa
I'eBkaB madt u Koprmyc
ITenan 3a xpaka
YuusepcanHo 3aasuwksaiio Ycrpoiicto (Y3VY)
I'maBa(u) Ha ocTpreTa 3a eqHOKpaTHa ynorpeda
I/IHCprKuHH 3a paboTa ¥ CICHK Ha YacTUTe (M3mpariar
ce ¢ IOKyIKara 1 ce mpeJyiarat OHIaiH)

SIENAEN

3ABEJIEJKKA: Komnnexmume 3a cenobseane Ha 21aeume Ha OCMpuemama 3a eOHOKpamua ynompeba ce npooasam no
OmMOenHo

UYacr #: X101835- 10/xyTHsi, CTepriIHA TJIaBa Ha OCTPUE 3a €THOKpaTHa ynorpeba/
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AMALGATOME® SK PHKOBOJCTBO 3A IOTPEBUTEJISA

OO npenynpexacHus u [Ipeanasnu Mmepku

To3u pazden npedocmass obwu npedynpexcoeHus u npeonasHu MepKu OMHOCHO cucmemama 3d
obpabomka na mvkanu Amalgatome SK.

IpeaynpexaeHus:
» Bcsxkaksa ynotpe0a 3a pa3nnyHU IPUWIOKEHUS OT Te3H, 32 KOUTO ca NMPeAHA3HAYeH! U KOHCTPYHPAHU
HHCTPYMEHTBHT 32 00paboTka Ha ThKaHu Amalgatome SK u YHuBepcanHoTo 3aaBrKBamio Y cTpoiHCcTBO, MOXE Ja
JIOBEZIC A0 TEKKH HapaHSIBaHUS.

» TIpou3BOAMTENAT HE TIPHEMa OTTOBOPHOCT 33 BCSIKAKBU HEOTOPU3UPAHH POMEHHU B ONIEPATHBHHUTE MPOLICAYPH
WM 32 HEOTOPH3HUPAHU MTPOMEHH WM MOAM(UKANNY, HAIPABeHH B AM3aifHa Ha MalllMHATa WX BbB (paObpHyHO
MHCTAJIMPAHOTO 000pY/IBaHE 3a O€30IIaCHOCT, HE3aBUCHMO JaJIH T€3U IIPOMEHH ca HallpaBeHH OT COOCTBEHHUKA Ha
TOBa 000pY/IBaHE, HETOBUTE CIIY)KUTEJIH HIIH OT MPEOCTABSIIMTE YCIyraTa, KOUTO He ca OMIM 0JJOOPSHH Mpean
toBa ot Exsurco Medical.

o MHsmonzBaiiTe camo yacTu 3a 3aMsiHa, pou3BeaeHu oT Exsurco Medical. Ynorpebara Ha 3amecTBaniu
PE3EepBHU YacTH IIe aHyJIMpa TapaHIuATa ¥ MOXKE J1a IPUYMHK HapaHsIBaHE HA OIIEPATOPUTE U MOBpEa Ha
000pyIBaHETO.

» YmnorpebaTa Ha 4aCTH, KOUTO Ca PA3IMYHU OT Te€3U, N30POCHH B CITHCHKA C YACTH 3a CIICHU(PHIHUS MOJIEI, MOXKE
Jla IPUYHMHY 3aKJII0YBaHE Ha OCTPUETO, KOETO JIa JI0BeJie 1O HeOe30MacH! yCIOBHs Ha paboTa.

» 3a HempeKbCHAaTa 3alllUTa CPELLy IMOBpeaa U rmoxkap Ha 000pyABaHETO, FapaHTHPANTe, Ue Ce M3I0I3Ba MPABHIHUSAT
npenmnasuten. 3aMeHsiTe camo ¢ mpeanasuten Exsurco Yact # X100276.

» 3a ;na uzderHeTe IMYHO HapaHsIBaHe, BUHATH pa3KauyBaiTe 3aXpaHBallys kalel, Mpejin Jla OChIIEeCTBIBATE
BCSIKAaKBH HACTPOMKH, pasriio0sBaHe/criio0sBaHe, OTCTPAaHsIBaHE HA HEU3IPAaBHOCTH WIIHM TIOYHCTBAHE.
o Ocrpuerara Morat Jja IpeAU3BUKAT HapaHsIBaHE OT MOPA3BAHE.
» BcHYKH eNeKTPHYECKH MONPaBKU TPSIOBa Ja ce 3aBbPIIBAT OT 0JJOOPEH IOCTABYHK Ha YCITyTH.
» W306srsaiite ynorpebara Ha TO3M HHCTPYMEHT JJOKATO CTOMTE BbB BOJIA.

» To3u HHCTPYMEHT € IpeIHa3HAuYCH 3a yIoTpeda caMo OT 00y4eH IepCoHall.

» [I'naBute Ha ocTpUeTaTa 3a €AHOKpATHA ymoTpeba ca mpeHa3HAuCHU caMo 3a eHOKpaTHa yrnoTpeba. He
CTEepUIIM3UpAiiTe U HE M3MOJI3BalTe MOBTOPHO IJIaBaTa 3a eJHOKpaTHa yrnotpeda Ha Amalgatome SK.

» Bcuuky HeW3IoJ3BaHU, INIaBH HA OCTPHUETA 32 €JHOKPATHA yIoTpeda, KOUTO ca OWIIM M3JI0KEHH Ha KPbB, THKaH,

TEJIECHU TEYHOCTH MIJIH KOCT He TPpsiOBa Jia ObJiaT 00paboTBaHU MOBTOPHO WIIH CTEPHIIM3UPAHH TOBTOPHO U
TpsiOBa 11a ce U3XBBPIAT. [J1aBUTE 3a OCTpUeTa ca NpeAHa3HAUYEHH 3a €AHOKpaTHA yIoTpeoa.
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AMALGATOME® SK PHKOBOJCTBO 3A IOTPEBUTEJISA

>

W3xBBpIIETE 3aMbPCEHUTE OCTPU IPEAMETH CIIOPE IPOTOKOJIa Ha 3aBeeHHeT0. MoyKe 1a HaCThIIM 3a00JIIBaHE B
pe3yJiTaT Ha KOHTAKT WK YBpexkaaHe. M3xpbpiere B yCTOWYMB HAa MPOOOXKIaHEe, KOHTEHHEP 3a OCTPH MPEIMETH.
Bmwxre AATB, AORN, CDC, OSHA wim MecTHHATE CTaHAApTH, KOUTO ITOCTABAT OPTaHU3AITMOHHN HACOKH 3a
paboTa ¢ U U3XBBPIISIHE HA OCTPU NPEIMETH.

AXO 10 BCSKO BpEMe TO3H MHCTPYMEHT, He M3MJIeK 1A 1a paboTH HOPMATHO WM JIEMOHCTPUPA M3pa3eHa MpoMsHA
B paboTarta cu TpsOBa qa ObJe He3a0aBHO M3KIIIOUEH, pa3kaueH 1 oToems3an kato "Hysxkaa ot cepBus", o To3u
MOMEHT, B KOWTO ca HaIpaBeHH, IMOJIXOSIIUTE PEMOHTH U MalllMHATA OTHOBO paOOTH HOPMAITHO.

Crnen cepBU3HO 00CITy)KBaHE HA YCTPOHCTBOTO, BUHATH MIPOBEPSBANTE JaJTH OCTPUETO B TJIaBaTa Ha OCTPHETO
MOXE J1a C€ BEPTH CBOOOIHO, TIPEIH 1a Ob/Ie BKIIFOUCHO. AKO OCTPHETO HE Ce BBPTH CBOOOIHO, MOXKE J1a HaKapa
PBHKOXBATKaTa Jia Ce BbPTH B PhKara.

[IpoawmxuTeNnHATa NIM MHOTOKpATHATA, IPEKOMEpHA yrnoTpeda Ha BUOpHUpAI HHCTPYMEHTH C€ IpeAroara, 4e
crioMara 3a omnpeziesieH! YBpeKJaHHUs Ha pbhKaTa KUTKaTa WK MPeIMUIIHNLIATA TP YA3BUMHU UHAWBUIN. AKO ce
HabJroaBa MpeKoMepHa BUOpaLys, TOBA € MHAUKALHA, Y€ MOXKE /14 MMa M3HOCEHH YacTH, KOUTO MOTaT J1a UMaT
HYy’XJa OT 3aMsHa.

OYHKIMOHUPAHETO HA Y HUBEPCATHOTO 3aIBUKBAILLO Y CTPOMCTBO, MOXKE J]a HaMaJlee B HAJTMUUETO Ha IPYro
aKTUBUPAHO EJIEeKTPUUECKO 000pyABaHe.
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AMALGATOME® SK PHKOBOJCTBO 3A IOTPEBUTEJISA

PazomakoBaHe U Criio0aBaHe

HacrpoiiBane
1. Cebp3BaHe Ha 3aXpaHBaIINI kKabem
a. Cppprkere 3axpaHBaIIys Kabell Ha YHUBEPCATHOTO 3a/IBIKBAIIO Y CTPOHCTBO KbM HPEIIICAHNS BOJITAXK

BBpPXY TabenaTa C IMETO Ha 33/IBIKBAILIOTO YCTPOMCTBO. 3aBIKBAILIOTO 3BEHO TPIOBa /1a Oblie CBHP3aHO
KBbM 3a3eMEH KOHTaKT. M3Mo3BaiTe caMo 0100peH THIT KOHEKTOP.

OPEAYINPEXIEHUE: Moxe 1a HacThIIM JICKTpUUecKH yaap. M3monseaiite camo 3-kaOeTHU BPB3KH 3a

3a3eMsIBaHe ¢ MOAXOI0 HIBO. Te TpsiOBa 1a ca CBbp3aHH ChC 3aXPaHBAHETO MPEe3 MOIXOAAIIO 3236 MEHO THE3/I0

Ipe3 MOAXO/AAI] KOHTAKT C TP MPOBOJAHIKA. BIDKTe TeXHIUECKUTE crienuUKaIlii, 3a 0100peHN HIBA Ha

3axpaHBaiys kaden. M30srBaiiTe ynorpedaTa Ha Ta3u MalllMHA B CTOAIIA BOJIA.

2. Pasmonarane Ha YHBEpPCaJIHOTO 3aJBHXKBAIIO Y CTPOMCTBO
BHUMAHMHE: [IpaBunnarta nHCTaJIaNUs € U3KIIOYATETHO BayKHA, 32 /1a CE TIOCTHTHE MaKCUMaHa e(UKaCHOCT
KaKTo 3a cucTemara 3a oopadoTka Ha ThkaHu Amalgatome, Taka u 3a oneparopa. Henpasuinara nHcTazauus
MOJK€E [1a IMOIIPEYX Ha AIBMIKCHUATA HA OII€paTOpa U Aa MPUIMHN HEOIIPpaBAaHO U3HOCBAHE U IMOBPCIa Ha I'bBKaBUS
madT u Koprryca Ha rpBKaBus madT Ha YCTPOHUCTBOTO.

7 a [TocraBere YHHBEpcaATHOTO 3aABMKBAIIO Y CTPOMCTBO BEPXY Maca WK

Koyinuka B uncTa ctas 3a ynorpeba. IPEAYIPEXIEHHWUE: Hukora He
MOKPHUBANTE 33JHATA YaCT Ha yCTPOWCTBOTO M NMPOBEPETE AU IepKaTa Ha
BeHTmiaropa He e 6iokupana. IPEAYIIPEXXAEHUE: He pasriobspaiite
YHuBepcamHOTO 3aABHXKBAIIIO Y CTpOHCTBO. BikTe pa3zaena 3a oTcTpaHsBaHe Ha
HEU3IPABHOCTH Ha TOBA PBKOBOJCTBO WM BBPHETE YyCTPOUCTBOTO 32
3aJBIKBaHe Ha EXsurco.

Dueypa a
3. HHcranupane u criobsiBaHeTo Ha ['bBKaBus madt

a. Wucranupaiite criaobkarta Ha Kopryca
Ha ['bBKaBHs AT KbM Y HUBEPCAITHOTO
3aaBmwxkBamio YcTpoicTBo. Paskauere
crio0Okara, KaTo HaTHCHeTe OyTOHA 3a pa3kayaHe
Ha sIKaTa U BbBEJETE Kpask Ha yCTPOMCTBOTO B
KyTHATa Ha pa3kadeHoTo Tsu10. Moxke 1a One
He00X0IMMO J1a 3aBbPTHTE CTI00KAaTa Ha
KYTHATA, 32 J]a IPUPABHUATE KBaIPaTHOTO
3aJBUKBaHe Ha [ 'bBKaBHA AT ¢ KBagpara B
aganrtepa 3a ['bBkaBus madT /3aABIKBAIIIOTO
YCTPOMCTBO.

b. OcBobozere OyToHA 3a pa3KadaHe Ha
sKaTa, 3a 1a GUKCHpaTe KyTHsITa KbM

Queypa 6

CTII00CHOTO 3aJ[BUKBAIIO yCTporCTBO. Crient
WHCTAJIAIUATA, JICKO U3bpIaiTe KyTHITa, 32 /1a
CTE CUTYpHH, Y€ BpBh3KaTa € CUTYpHa.
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C. Crnobkara Ha KyTusTa TpsiOBa 1a € CBOOOIHO
MOJIBHYKHA.

d. TIlokpuBaHe u npeana3Bane Ha ['bBKaBHs madT
uKopmyca my. Iokpuiite I'bBraBus madt u Kopnyca my
Amalgatome, KaTo U3MON3BaTe CTEPUIIHA COHIA/PBKaB
(mpemytara ce OT MeIUIIMHCKU AUCTpUOYyTOp). BEBEmeTe
KBaJpaTHHS Kpall Ha T'bBKaBUS AT B CTEPUIHATA
COH/Ia/pBKaB, KBJIETO TOBA € IOCOYCHO ChC CTPEIIKA.

e.  Benmwpx criex xaro kpaar Ha ['pBkaBust madt u Kopmyca
My ca B pPbKaBa, 3aJ{pbKTe I'd 3/[paBO U IUIb3HETE OCTAHAIIUS
JOIIBJIHUTEHO PbKAaB MO AbJIDKMHATA HA ["'bBKaBus madT u

Kopmnyca my.

Queypa 0

3ABEJIE/KKA: Axo nma HaJl4eH acHCTEHT, HECTEPHIIHATA 30HA, KOSITO € IIOCOYEeHA ChC CUMBOJIA PBKa, € MSCTOTO,
KBJICTO aCUCTEHTHT TPs0OBa Jia ApbIIHE pbkaBa. To3u kpaii ¢ kbM MOTOpa. OTOEIeKETE BHPXY PhKaBa KbJ€ JUHUATA HA
CTEPUIIM3AIIHS OCTaBa BbPXY CTEPHIITHOTO I0JIe W HalleyaTalTe/IoICUTypeTe phKaBa, 3a Jia Ipeana3uTe OT u3najgaHe OT
CTEPHIIHOTO TIOJIE.

Queypa e
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4. WucranupaHe Ha pbKOXBaTKaTa (IPBKKA)

a. IIpoGwuiite mpe3 yapmadga, KaTo
M3IIOJI3BaTe KBaJpaTHUS Kpail Ha ajanTepa
Ha 33JIBJKBALLIOTO yCTpoicTBO. [IpupaBHeTe
Y TIOCTaBeTe KBaJpaTHUS Kpail Ha afganrepa
Ha 33JBI)KBAII[OTO YCTPOMCTBO B KBaAPaTHU
Kpaii Ha crioOkaTa Ha ['bBKaBus madT.

KBanpaten kpaii Ha AnanTtep Ha 33/IBUKBAIIOTO
criiobkara Ha YCTPOHCTBO
Queypa s

b.  Pasxmabere BuHTa Ha KOMIUIEKTa. VIHCTanupaiite AphKKata Ha pPbKOXBAaTKaTa,
KaTo BbBelleTe MOAXOIAIINS Kpall Ha criioOkara Ha ['bBKkaBus madT B JpBKKATA.
Koraro ce gocturne npaBruiiHO NpupaBHsSIBaHEe, 3aTETHETE BUHTA HAa KOMIUIEKTa Ha
PBKOXBATKaTa, KaTO M3MOJI3BAaTE OTBEPTKA C IUIOCKA I1aBa.

3ABEJIE/KKA: He 3atsraiite npekoMepHoO.

Queypu 3 Komruiext Ha BuHTa

5. WHcranaius ¥ rJ1aBu 3a ¢JIHOKpaTHa yrnoTpeda

a. HamepeTe HaqUrHATOTO KOIMYE BHPXY JAPHKKATA U TIPHPABHETE
KJII0Ya ¢ kiieba BbpXY I1aBaTa 3a eHOKpaTHa ynotpeba. [Inbp3nere Ha
msicto. [ToctaBere ckoOa Ha PY)KMHA HA BHHIIHUS *KJ1eO Ha Ti1aBaTa 3a
€HOKpaTHa yrnoTpeoa.

3ABEJIE/KKA: [Ippxkara 3a criio0sBaHe Amalgatome n3ncksa
cTepwn3alys npeau yrnorpeda. CieqpaiiTe NpOTOKOIA Ha BalaTa
OpraHM3aIys 3a CTEPUIN3AIMSA Ha XUPYPTUYHO 000pyABaHe.

\ Kiure ¢ npyxuaa

Queypa u
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b. Harucuere kiuIca ¢ Ipy>WHa BbB BHHIIHUS XKJ1eO Ha riiaBata 3a
eJHOKpaTHa ynoTpeoa.

3ABEJIEXKKA: IIpenoppuBa ce ppKaBHIia 3a 0€301MacHOCT OT METalTHA MpeXKa B
JOIIBJIHEHNE KbM XUPYPrUyHaTa phKaBHLa 3a CBOOOIHATA PBKA.

BHUMAHME: Ilazete ppueTe aned OT ABUKELIOTO CE OCTPHE.

Queypa i

6. Unucramupane Ha menain 3a Kpaka

a. [Ipukauere nenan 3a Kpaka KbM
YHUBEpCATHOTO 3aABHKBALIO
VYerpoiictBo Ha Exsurco, kaTo HaTHCHETE
rejana 3a Kpaka, pa3nojioKeH B KOHTaKTa
3a mejana 3a Kpaka, pa3nojioKeH Ha
MIPEeIHMS aHEeT HY HUBEPCAITHOTO
3aaBMKBAIIO Y CTPONUCTBO.

b. Bkapaiite 3axpaHBamius
ka0enn Ha YHHUBEPCAIHOTO
3aaBUKBaIIoO Y CTPOMCTBO B
3aXpaHBallKsl KOHTAKT, TOCOYEH
Ha Tabesara Ha crienuUKanusITa.
YHuBepcaaHOTO 3aIBIKBAIIIO
YcrpoticTBo TpsiOBa 1a Oba€
CBBP3aHO ChC 3a3eMEH KOHEKTOP.

Queypa
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C.  Bxuirodere mpekbcBaya Ha 3a/IBUKBANIOTO YCTPOMCTBO B TO3UIIHS
"ON" (BxroueHo). Ille cBeTHe 3emeHara ceeTiiHa Ha Power LED.
3EJIEHO o3HauaBa, 4e yCTpOHCTBOTO € BKIIIOUCHO.

d.  Haruchere nenana 3a xpaxa,
3a J1a aKTUBHpATe Y HUBEPCATHOTO
3anBrkBaio Y CTpoMCTBO U 1a
paboTuTe ¢ MHCTPYMEHTA.

'S [

Queypa

7. Tpancnoprupane Ha YHHUBEpcaIHOTO 3aBrkBamio Y crpoiictso (Y3VY)

a. 3a Ja TpaHCHOpTUpATe NpaBUIHO Y3V, U3N03BaliTe APbKKAaTa BbPXY YCTPOMCTBOTO

Dueypa o
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Tasu cTpaHuia yMHIIIIEHO € OCTaBeHa Mpa3Ha.
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NuacTpykumu 3a padora

4. llpouenypa Ha pabora

a. Karo npunbpxare ppKoxBaTkaTa B ppKaTa, C KOSTO pabOTUTE U C MOIXOASIIN
pBKaBHULU 32 6€30MaCHOCT Ha JipyraTa pbKa (IIpernopbuaHaTa pbKaBHla 3a

0€30ITacHOCT € THII NPETa3Hy INIOYKH/ Mpeska, yCTOIUMBa Ha CPsI3BaHE), 3aCTAHETE
Ha 00M4YaiiHOTO CH PabOTHO MSICTO U MPHUABUIKETE PbKaTa U PhKOXBaTKaTa Ipe3
HOpMaJTHaTa cH pabOTHA 30Ha, 3a J]a IPOBEPUTE, Ye HAMA YCYKBAaHUS HIH OCTPH
nperbBaHus B criio0kute Ha ['bBKaBust madT n Kopmyca my.

b. 3aapbxTe ppKOXBaTKaTa €CTECTBEHO B JJIAHTA HA PhKaTa IO OTIYCHAT HAYMH.
Cera Beue cTe TOTOBH Jia ITyCHETE cHcTeMara 3a 00paboTka Ha ThKaHHOTO
BBh3cTaHOBsIBaHe Amalgatome SK.

C. YmorpebaTa Ha MHCTPYMEHTA, HE Hajlara TEXHUKbT Jia HATUCKA CHUITHO WIIU J1a
M3M073Ba cuia. [I[paBUITHUAT BIbiI, IO KOWTO J1a C€ ABPKHU OCTPHETO CIPSMO
MacTHaTa ThbKaH, Ie CTaHe JIECHO Pa3lo3HaBaeM.

Queypa n

3ABEJIE/KKA: YHuepcanHOTO 3aBHKBAILO Y CTPOMCTBO € MOAXOIAIIO 3a yoTpeda B OCHOBHA
eNIeKTpOMarHuTHa cpena. PaboTara Ha YHuBepcaaHOTO 3aABMKBAILO Y CTPONCTBO MOXKe Aa ObJe HapylleHa
MIPU HAJTMYUETO Ha IPYTO aKTUBHO €NIEKTPUIECKO 000pyIBaHe.

3ABEJIE/KKA: 3a npaBuiHa 3aiuta Ha pblieTe TPSAOBa J1a Ce M3MOI3BAT 3alUTHU PHKABUIH, KOTaTO Ce
pabotu ¢ ToBa 000pyABaHE U IO BpeMe Ha paboTara ¢ IJaBuTe 3a eqHOKpaTHa ynorpeba. Ilpenoprusa ce
phKaBuIla 3a 0€30IIaCHOCT ¢ METaJIHA MPEXKa B JOIBJIHEHHE KbM XHPYprUyHa phKaBHIla 32 CBOOOHATA PhKA.

4

'i d. BrimroueTte peKbhCeBaya Ha 33 IBH)KBAIIOTO YCTpoicTRo. Ille
cBeTHe 3eyieHara ceetTiimaa Ha Power LED. Hatncuere mrenana 3a
Kpaka, 3a Ja akTHUBUpATe 33/IBIKBAIIOTO YCTPOMCTBO | Ja
paboOTUTE C HHCTPYMEHTA. 33/IBUKBAIIIOTO YCTPONCTRO 1€ CIIpe,
KoraTo nejana 3a kpaka 0b1e ormycaat. BHUMAHME: [lazete
pBLUETE ajied OT ABMKEIOTO CE OCTPHE.

e. [IpuaBmkere ppKaTa cM U phKOXBaTKaTa HaJl HOpMallHaTa
paboTHa 11011, 32 Ja rapaHTHpaTe, 4Ye HAMa OTbBAHMS WIH OCTPU
npersBanus B Kytrsta. IPEAYIIPEXKIEHUE: Octpuerara
MOTaT Jia IPUYHHST CEPUO3HO HapaHsBaHe. Hukora He 3appikaiite

B pbKa KOXxHU ajorpad)T B ppbka. BuHaru ro ocraBsiiTe Ha paBHO

(Duejzpa p BBPXY paboTHATa MOBBPXHOCT.

f. TloBTOpere MIB3ramoTo ABMKEHHE TPe3 Heus anorpadt OT Koka, JOKaTo IisuiaTa MacTHAa ThKaH
ObJic U3psi3aHa M OCTAHE CaMo JIEPMHCA.
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5. IlpomsiHa Ha rIaBUTE 3a €AHOKpATHA yroTpeOa

a. KaTo u3nomnsBare oTBepTKa € IJIOCKA I71aBa, IOBJUTHETE
KJIMIICA C TIPY)KMHA OT BBHHIIHUS KJIe0 Ha IilaBara 3a eJHOKpaTHA
ynotpeba. KnuncsT ¢ npyxuHa Moxe Aa Obae U3XBBPJIICH.

NPEAYIIPEXKAEHUE: 3a na ce uzberHe INYHO HapaHsIBaHe,
BUHATH pa3kayBaiiTe M3TOUYHUKA Ha 3aXpaHBaHe, IPSIU Ja
CMCEHHUTE TJIABUTE 3a eIHOKpaTHA yrnorpeoda.

Orgeprka Kuurc ¢ npyxuna

Queypa c

i 4

Queypa m

b. OrtcTpaneTe I1aBaTa 3a €JHOKpaTHa yrnorpeda
OT pbKOXBaTKaTa. MI3XBbpieTe 1 B KOHTEHHED 3a OCTPH
MPeMETH, YCTOMYHMB HA MPOOHUBaHE.

6. M3uckBanus 3a 00y4eHHUETO KbM NOTPeOUTEIS

a. Bcuuky TeXHHIM, KOUTO U3II0J3BAT CUCTEMaTa 3a ThKaHHa 00padoTKa Ha YHHUBEPCAIHOTO
3ansukBamio YcrpoiictBo Ha Amalgatome SK TpsiOBa 1a ca 3amo3Hary ¢ padoraTa ¢ U3JIIIMETO U 1
MOJTy4YaT MHCTPYKIUK OT O0y4€eH MmepcoHal.

b. Bcwuku morpeburenn TpsOBa ga ObAAT 3aI03HATH C PHKOBOICTBOTO 32 IIOTPEOUTENS, TIPEAOCTABEHO
IIpY 3aKyIyBaHe U JOCTHIIHO OHJIaliH Ha yeOcaiita Ha Exsurco: www.exsurco.com.
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Tasu cTpaHuia yMHIIIIEHO € OCTaBeHa Mpa3Ha.
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WMHCTpYyKIIMHY 3a TOYHUCTBAHE U CTEPUIIM3ALIUS

Yactute 3a criuobsiBaHe Ha ApbKKaTa Ha Amalgatome M3MCKBAT cTepuin3anus npeau ynorpeda. Cieapaiite
MPOTOKOJIA HA BalllaTa OPraHU3alus 3a CTEPUIIN3AIMS Ha XUPYPrHYHO 000pyABaHe.

1. VYuuBepcannoTo 3agsrxBaiio Y crpoictso (Y3VY)
a. IIpoBepere namym ycTpOWCTBOTO € pa3KaueHo.

b. Karo u3non3Bare ne3unpexTHpaIl pa3TBOp 32 OOJIHUYHA yroTpeda BEPXY Maplaiue Win KbpIia,
M3THPKAWTE M3ISUI0 BHHITHATA YacT Ha Y HUBEPCATHOTO 3aaBmkBamnio Y crpoictso (Y3Y).

3ABEJIE/KKA: He norormsiBaiitTe 3aIBIKBAIIOTO YCTPONUCTBOB Pa3TBOP 3a MOYNCTBAHE U HE CTCPHUIIM3UPANTE
3aBIKBAIIOTO Y CTPOMCTBO B aBTOKIAaB. He mouncTBaiiTe yCTpOHCTBOTO ¢ (PU3NOIOTHYEH pa3TBOp. Te3u
MIPOLIEAYPH e IPEIU3BUKAT MTOBPE/Ia Ha 33 JBMKBAIIIOTO YCTPOICTRO.

c. Crmen xaro ne3nH(peknuaTa Obe 3aBbPIICHA U 33IBIKBAIIIOTO YCTPOHUCTBO € CYXO0, IIPOBEPETE 32
HEeH3IPaBHOCTH BHB ()YHKIMOHHPAHETO U TIOCTABETE B TIOIXO/IAIIATA 30HA 32 ChXPAaHEHHUE.

2. I'vBkaB madt u Kopmyc

a. Kytusra tpsiOBa na Obie MOUMCTEHA U IPOBEPEHA IPEAN
BCsiKa ynorpeoa.
b. IIpoBepete manu ycTpoHCTBOTO € pa3KaueHo.

3ABEJIEXKKA: He Tpsa6Ba na noronsiBare B TeUHOCT | bBKaBHsI
madTt u Kopryca B HUTO €IMH MOMEHT.

C. Karo u3nonssate ne3uH(eKkTHpAIll Pa3TBOP 32 OOJTHUYHA
yHoTpeda BbpXy Mapuandye Win Kbpra, U3ThbpKaiTe U3IsIo
BBHHIITHATA YACT HA KyTHATA.

d. Cren xato nesuHpeknuaTa Obe 3aBbpIicHa vl 'bBKaBUS
madT u Kopryca ca cyxu, mpoBepeTe 3a HeU3IPaBHOCTH BbB
(YHKIIMOHUPAHETO U TIOCTABETE APTUKYIUTE B TIOAXOISIIATA
30Ha 33 ChXpaHEHHeE.

Queypa y

3ABEJIEXKKA: He uznon3Baiite BbIIIEBOJOPOIHN PAa3TBOPUTENN BbPXY MM B KyTHaTa. He moronsBaiite B
noyrcTBall pa3reop. Jla He ce aBTokiIaBupa. Te3u mpouerypH Lie HakapaT KyTHsATa [1a C€ CBHE Ha AbJDKUHA U
na crane kpexka. Koraro ce m3monsar, ['bBkBus madt u Kopryca My TpsioBa J1a Ob1aT MOKPUTH ChC
CTEpUIJIHA COHJIA/PbKaB MPEIU yoTpeda B YucTa CTasl.

e. B’pre].HHaTa KyTHd MOXKE Ia 6’52[6 IIOYHCTCHA, aKO TOBA € H€O6XOI[I/IMO. 3aB’Lp)KCT€ MaJIKoO Iap4e OoT CyXo
napnaidye KbM ThbHKaA XXUlla 1 HSJI’LpHaﬁTe.

3ABEJIEXKKA: N30arBaiite ynotpebaTra Ha TEYHOCTH BbPXY BBTPEIIHOCTTA HA KYTHSTA.

3. Crno6sBane Ha prbxkaTa (C Kommiekta BuntoBe u Anantep Ha 3aABHKBAIIOTO Y CTPOHCTBO)

a. IlpoBepere mamm MHCTPYMEHTHT € U3ISLIO Pa3riaoOeH.

b. Jpwxkara, KOMILUIEKTa BAHTOBE U Aantepa Ha 3aBIKBAIIOTO Y CTPOWCTBO MoraT a ObaaT moronenu. Karo
U3M0JI3BaTe JAe3MH(EKTUpAll HOYHCTBAIL Pa3TBOP ¢ HUBO 3a MIPHUJIOKEHUE B OOJIHUYHA cpeia, caeaBaiTe
MPOTOKOJIa Ha BallaTa OpraHu3alus 3a XUPYPruaHo o0opyBaHe.

C. Cnen KaTo U3MMBAHETO € 3aBBPILIEHO U APHKKATA, KOMIUIEKTHT BUHTOBE U AnanTepa Ha 3aIBUKBAIIOTO
YcTpolCTBO ca Cyxu, IPOBEPETE 32 HEU3MPABHOCT.
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OnakoBaiiTe U CTepUIN3UpaNTe APHKKATA, KOMIUIEKTa BUHTOBE U AJlanTepa Ha 3aABIXKBAIIOTO Y CTPOMCTBO KaTo
cJIeqIBaTe MPOTOKOJIA 32 CTEPIITU3AINS Ha BallaTa OpraHU3alys 3a XUPYPIHIHO 000pyIBaHe.

4. Tlemaim 3a Kpaka
a. IIpoepere manu yCcTpOKWCTBOTO € pa3KkaveHo.

b. Karo usnon3sare ne3uH(peKkTUpaIL pa3TBoOp 3a OOTHUYHA YyHOTpeOda BbpXy Hmaplarde Wik Kbpra, U3TbpKaiite
M3LUIO0 BBHIHATA YaCT Ha [eJalla U eJIEKTPUIeCKUs Kalerl.

3ABEJIEKKA: [legansT u eekTpuuecKuAT kabea He ca MpeTHa3HauCHH 3a MOTaIlsTHEe B TIOYHCTBAII Pa3TBOP 110
HUKOE BpeMe. Te3u npolierypH Iie NpeU3BUKAT MOBPE/Ia Ha Meaia 3a Kpaka U eJICKTPUISCKUs Kade.

C. Cnen karo nesuH(eknusaTa ObAe 3aBbpIIEHA U MEAATBT U IEKTPUIECKHS KaOell ca CyXH, IPOBEpeTe 3a
HEU3IPABHOCTH BbB (DYHKIIMOHUPAHETO U MTOCTABETE APTUKYJIUTE B IMOAXO/IAIIATA 30HA 32 ChXPAHCHUE.

5. Kommuekt 3a Crio0siBaHe Ha [J1aBa 3a eqHOKpaTHa ynoTpeda

a. He u3non3saiiTe u He CTePUIIM3KpPATe TOBTOPHO IIABHUTE 3a €IHOKpaTHA yroTpeda Amalgatome SK cnen
KaTo ca OWJIM M3MOJI3BaHU.

b. KommmektsT 3a Criobssane Ha I'maBa Amalgatome SK e npeana3HaueH 3a eJHOKpaTHa yrmoTpeoba.

3ABEJIE/KKA: Bcekn HeM3IOI3BaH HHCTPYMEHT 3a €JHOKpaTHA yroTpeda TpsiOBa 1a 0b/1e M3XBHPIICH.

PN#: X100894-EU2, Pes. C Crpanwmma 18 ot 33



AMALGATOME® SK PHKOBOJCTBO 3A IOTPEBUTEJISA

Tasu cTpaHuia yMHIIIIEHO € OCTaBeHa Mpa3Ha.
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Wucrpykuuu 3a logapbxka u MHcnekuus

1. THomapwxka Ha ['bBKaBHS AT

a. [Touncrere ['bBKaBUs madT ciex 20 yaca
Ha paboTa 4pe3 MOYNCTBaHEe ChC CyX Maplal, 3a aa
C€ OTCTPAHAT MACTICHH 3aMbPCSIBAHUS.

b. [IpoBepete nanu MPOMHUBAIIOTO
yCcTpoiicTBO 3a I'bBKaBHA MA]T € MHCTATHPAHO MO
BTYJIKaTa M0 BpeMe Ha OBTOPHOTO CTJIO0sIBaHE.

C. [ToctaBere manko konndectBo oT 100%
YHCTO TIETPOITHO JKEJIe B IIaHTa Ha PhKaTa CH U
u3abpHaiite madra npe3 cBUTaTa CH phKa.

d. [IpoBepeTe moapbxKKaTa HA KyTHATA 32
W3HOCBaHE, MyKHATHHH WA CTPYKKH.

Dueypa ¢
2. Tlopnpwkka Ha YHHUBEPCATHOTO 3a{BMKBAIIO Y CTPOHCTBO

a. OTCTpaHeTe 3axpaHBalius Kabei ot 3axXpaHBaHCTO, CJICO
TOBA OTCTPAHCTEC 3aXpaHBalllA Kaben ot YCTPOﬁCTBOTO.

b. TlepuoauuHo MpoBepsiBaliTe ChCTOSIHUETO HA
Koprmyca na I'bBkaBus madt KbM MSICTOTO 32
pa3kadaHe Ha MOTOpa.

c. TlpoBepere mau TOMKKUTE Ca ABHXKAT
CcBOOOJIHO ¥ JaJIH KyTHATa CE€ BBPTH CBOOOIHO B
MSCTOTO Ha pa3KadaHe W Jaid OyToHa 3a

| paskauaHe Ha madTa ce BPbIIA U3LAIO CIEM KaTo
ObJe HATHUCHAT.

Paskauere crimoOkara Kopnyc Ha I'bBkaBus madt
Dueypa w
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3. 3amsHa Ha OCHOBHUS 3aXpaHBall Kabel
: iy e a. IIposepsBaiiTe MOKPUTHETO HA BHHIIHMS KaOel Npean BCaKa
ymnoTpeoa.

3ABEJIE/KKA: Axo MOKpUTHETO HAa BRHIIHAA Kabell MMa IpopesH,
M3JIaraT BhTPEIIHNATE JKUIHM, KaOebT TpsOBa 1a Obe 3aMEeHEH.

Duzypa w

4. 3amsiHa Ha TIpeaNa3uTelIn

IIpoBOAHMKBT B KOpIyca HA
NpeAna3suTeNs e CIyNneH

Bxox 3a 3axpanBamus
KadeJ

IIpeanaszure (2)

' IIpenna3zuren

Jbpskaum 3a npeanazuTenan

a. IIpemecrere npeanasurens Ha no3unus "M3KI04eHO" ¥ U3KIIOYETE 3aXPaHBAHETO OT KOHTAKTHUTE.

b. Pasmonoxkere appikaunte Ha mpeanasutenanute (2) MO BXOMSAIIMS MTOPT Ha 3aXpaHBan(us kabem B
3a/IHaTa 4acT Ha 3aXpaHBaHETO.

C. BwnbBenere HaocTpeHaTa OTBEPTKA B THE3AO0TO 32 AbpiKaya Ha MPEANna3uTelis U 3aBbPTETE B IOCOKA
oOpaTHa Ha YaCOBHHMKOBAaTa CTPEIIKA, JIOKATO JbpiKada Ha MPea3nuTelsi U3CKOYH OT 3aXPaHBaHETO.

d. MsgepmaiiTe mpeAmasuTelis OT IbpyKada Ha MPeIIa3uTels.

e. IlpoBepere u n1Bata mpeamnasuTeNs, 3a Ja BUAUTE Najau ca uropend. llposepere BU3yanHo ganu
NpeAna3uTeNsT € U3ropsil, KaTo NPOBEPUTE NaIH )KUUYKaTa B KyTUATA HA IPEANAa3UTEeNs € CUyIIeHa.

f. Axo ce MOTBBPIH, Ye MPEANMA3UTEIAT € CUYIIEH, moctaBeTe HOB npeanasuten (Hact #: X100276) B
IbprKada Ha Mpeana3uTeNs U To HHCTANNpaiTe B 3aXxpaHBaHeTo. BbBeneTe miockaTa 3a0CTpeHa
OTBEpTKa B THE3/IOTO HA Jbpkaya Ha Mperna3uTelis U 3aBbPTETe B TOCOKA 00paTHA Ha YaCOBHUKOBATA
CTperKa.

5. H3xBwpiere YHUBEpcaIHOTO 3aBHKBAIIO Y CTPOUCTBO
Ako YHuBepcamHOTO 3aJBIKBAILO Y CTPOHCTBO Ob/ie M3XBBPIICHO, HE MOXKE Jla C€ U3XBBPIIN B OOLIHS
ooknyk. Y3V TpsOBa ia ce oTHece B 0100peHo Yupexkaenue 3a M3xebpisiHe Ha Enexrponnu M3nemmst.
Ceoprkere ce ¢ EXSUrco 3a mombiaHuteaHa nHGOpMAIus.
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AMALGATOME® SK PHKOBOJCTBO 3A IOTPEBUTEJISA

OTCTpaH}IBaHe Hd HCHU3IIPABHOCTHU

To3u pa30eﬂ onucea 06“4617’1161 MHd)OpMabﬂ/lﬂ 34 OmCmpaHAaedane Ha HeuInpasHocmu, KII0OYUMeENIHO peEULeHUA Ha
nomerHyuainu np06ﬂemu.

Wsznon3paiite ciegHnTE CTHIIKK HA OLIEHKA, 32 /1a TIOTBBPANTE MpaBuiIHaTa pabota Ha Cucremara 3a O0paboTka Ha
Twranu Amalgatome SK. Ako ycTaHOBUTE ITPOOJIEM C HAKOHN OT T€3U apTHKYJIH, HE U3IOJI3BalTe CHCTEMATa; BbPHETE 5
Ha Exsurco Medical. 3a nomsiaurenta urdopmariust, BikTe paszaena 3a ['apanmus, CepBU3HO 00CTy)KBaHE U BPbBIIAHE.

3ABEJIE/KKA: Y3V e chkparienue 3a;: YHHUBEpCaTHO 3aABMUKBAIIO Y CTPOHUCTBO .
2. IlpoBepere BU3yallHO CHCTeMaTa 3a IPHU3HANN Ha (pr3ruecka MOBpeIa WM W3HOCBAHE:
a. XmabaBu 9acTu
b. Jlunceamm wnu x;1abaBu 4acTu
C. Ilpu3Hanm 3a U3nyCcKaHEe WIN IIPETbBAHE
d. 30HH C KOPO3HUS WM JTyTKHA

IMpobaem
Buopanus na
PrxoxBaTkata

bbp3o U3HocBaHe MK
CuynBane Ha I'bBKaBuA
madr

OcTpueTo nponycka Ui
He MCKa /1a ce BBPTH

MotopsT He PaboTu

MotopbT Pabotu ¢
IIpexomepen Llym

PN#: X100894-EU2, Pes. C

Bepositna Ilpuunna

BsTpemnocTra Ha Kopryca Ha
I'bBkaBus madt e U3HOCEHA
be3 oBnaxxHsBaHE BBPXY
I'eBkaBus madt wim Kopmyca

HenpaswiHo nouncrBane n
cMma3BaHe Ha ['bBKaBUS AT U
Kopnyca

MexaHn4yHa CBpb3Ka B
pBbKOXBaTKaTa

Kyrusra He e nznsno
aHTa)KUpaHa WM BbBEJEHA

N3nocen I'bBKaB magt
N3nocen Anmantep Ha Motopa
Xna0aBa BTyJKa Ha madTa

OcTtpuero He pexe WIn He
MacBa MPaBHITHO
Hsama 3axpanBane Ha MOoTOpa

Jlow mrym ot MoTopa

Bn3mo:xkHO Pernenue

3amenere Kopmnyca

Ilouncrere unu cMaxere I 'bBKaBuUA
madt 1 Koprnyca, KakTo € OnucaHo B
pazaena 3a [Tognpsxka u [pernen
Ha TOBa pbKOBOJICTBO.

Bwxre Paznena 3a [logapbxka u
[Iperyien Ha TO3M HapBYHHUK.

Cren xaTo ppKOXBaTKaTa 0bJe
orcTpaHeHa ot ['bBKaBus madr,
OCTpUETO TpAOBA J1a ce BbPTH
cB00OHO Ha pbKa. Kopurupaiite
BCSIKAKBU MEXAHUYHU YCYKBaHMUS.
[IpoBepete nanu KyTHUsATa € U3LAIO
BbBEJ/ICHA B MMO3UIIUATA HA
YCTPOMCTBOTO

3amenere [ladTa

3amenete Amantepa

3amenere [ladTa

3amMmeHeTe ¢ HOBO OCTpHe

[MpoBepere npeamnazurenute. AKO
NpEeANa3uTeInTe ca OK, BEPHETE
V3V na EXsurco 3a cepBuszHo
o0cITy>KBaHe.

Bwpuere Y3V na Exsurco 3a
CEpBU3HO 00CITyXKBaHe.
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Ta3u cTpaHuLia yMUIIUIEHO € OCTaBEHA MIpa3Ha.
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AMALGATOME® SK PHKOBOJCTBO 3A IOTPEBUTEJISA

["apanums, CepsuzHo O0cnykBaHe U Bpbliane

To3u pa3()eﬂ onucea ocpaHudeHama capanyusd, usucKkeanuiama 3a cepeu3no 06Cﬂy9fC661H€ u noaumuxkama
3d 6pvU4aHeE.

Orpanunyena I'apanuus

Exsurco Medical (“Exsurco” wim “npou3BoauTeNsT”’) TapaHTUpa, Y€ BCIKa HOBa CUCTEMa 32 00paboTKa Ha ThKaHU
Amalgatome SK u HelfHUTe KOMIIOHEHTH Cca TECTBaHU M MPOBEPEHU U ca M3Ie3NHu OT pabpukaTa B 100po padoTerio
cectosiane. Cebpikete ce ¢ Exsurco Medical o oTHoleHre Ha rapaHIIMOHHU POOJIEMH WK TIPETSHIHH.

e ['apanrtupa ce, 4e cucteMara 3a 00paboTka Ha ThkaHu Amalgatome SK e 6e3 mpon3BoACTBeHN AePEKTH B
MarepuaniTe 1 u3paboTKarta, py MpaBUIIHA MOAIPHKKA OT CTPaHa Ha KIMEHTa, MPAaBIIIHO TOYHCTBAHE U yroTpeda
IpY HOPMAJIHU yCJIOBHS U 110 IpeiHa3HaueHne. EXSUrco npenocrass rapaHiys 3a IpoayKTa 3a IepHoJl OT efHa
TO/IMHA OT JaTaTa Ha JIOCTaBsSHE OT Ha KIIMEHTA.

e  CTepwHHAT NPOIYKT 32 €THOKpATHA YIOTpeOa He € TIOKPHT C TapaHIvs OTBB]] CPOKa Ha TOAHOCT, 0003HAUCH BBPXY
O3HAYEHMTa Ha IIPOAYKTA.

[To Bpeme Ha meproa Ha rapaHIs, IPOU3BOIUTEIAT III€ PEMOHTHpPA U TI0 CBOE COOCTBEHO YCMOTPEHNE, 3aMEHS
neeKTHUS MPOAYKT Wil YacT 0e3 1a ce HajaraT pa3HOCKW Ha KiHeHTa. JleeKTHUTe YacTH, KOUTO ca 3aMEHEHH TI0 Ta3H
rapaHIus, e CTaHaT COOCTBEHOCT Ha MPOU3BOAUTENS. Ta3u rapaHIys He TOKPUBA IIETH, MPUIWHEHHN OT HETIPABIITHA
ynotpeba, 3moynorpeda (M3ImyCcHaTO WK TIOBPEACHO), HHIMICHT, HEOPEXKHOCT MIIM BCAKAKBa yIoTpeda, KOsTO He €
Mpe/nrcala B TOBa pPbKOBOJICTBO 32 yHoTpeba. AKo cucTeMara crane jedeKTHa Mopa iy HempaBuiiHa yroTpeda wim
HEHOPMAJIHU YCJIOBHA Ha pa0oTa, Te3W PEMOHTHH JEHHOCTH I1le Oh/IaT TAKCYBAaHU HA KIIMEHTA. BCHUKHU MpEeATIpUsITHSA,
KOHUTO ca BbPHATH 32 FApaHIIMOHEH MM U3BbHTapaHIIMOHEH PEMOHT TPsIOBa Jja ObJIaT BbPHATH 110 MPOIeaypara 3a
BpBINlaHEe Ha CTOKH Ha EXSUrco. 3a moseve nHbopmalys BIKTe pasaen Bpbiane mo-momy. Exsurco Hsima 51a Hocu
OTTOBOPHOCT NMPH HUKAKBU 0OCTOSATENICTBA 32 BCSIKAKBa MHIMIEHTHA, MHANPEKTHA, MTOCIEABAIA TN HaKa3aTelHa [eTa
BBB BPBh3Ka C MOJYYaBaHETO WK yroTpebaTa Ha mpoayKT Ha Exsurco. OcBeH ToBa, Ta3u rapaHiys HiMa Jia ce MpHiiara u
Exsurco HsMa 1a HOCH OTTOBOPHOCT 32 BCAKAKBH 3aryOy WM MIETH, Bb3HUKBAIIHA BbB BPh3Ka ChC 3aKyIYBaHETO WIIH C
ynotpebara Ha IpoAyKT Ha Exsurco, KoWTo € OWIl peMOHTHpaH, OT KOWTO U Jia € IPYT OCBEH OT MPOU3BOIUTENSI WIIH € OWIT
MTPOMEHSTH 110 BCSIKAaKbB HAYMH, KOWTO 110 MHeHHE Ha Exsurco Medical moxe na moBnusie Ha CTaOMITHOCTTA WIIH HA
HaJESKTHOCTTA HA TPOIYKTa. AKO TOBa CE€ CIIyYH, pEMOHTA Ha MPOAYKTA I1ie ObJie TAKCYBaH Ha KIMeHTa. Ta3u orpaHnueHa
rapaHIus € U3KIIIOYUTENTHA U 3aMECTBA BCUUKH JPYTH TapaHINH, TIPEKHA WIH KOCBEHH U BCUYKH JIPYTH 33 IBJDKCHUS U
OTTOBOPHOCTH OT cTpaHa Ha Exsurco n Exsurco, HUTO preMa, HUTO OTOpU3Upa JaieH NPEeACTaBUTEN WIH JPYTO JUIE J1a
T'H IPHEMAT OT TAXHO MMe, KAKBHUTO M Jja € OMJIO JPYyTH OTTOBOPHOCTH BHB BPB3Ka C TO3U MPOIYKT.

Exsurco OTXBBPJIA BCUYKU APYTH IrapaHliui, IPCKU UM KOCBCHU, BKIIFOUUTCIIHO BCAKAKBU KOCBCHU IrapaHIIUX 3a
IIpoaAaBacMOCT MJIM IMPUTOAHOCT 3a AaJiCHa 1EJI WK 3asABJICHUEC WX I'apaHIUA 3a Ka4Y€CTBO, KAKTO U BCAKAaKBHU U3PUYHU
HJIM KOCBCHU I'apaHIWU 3a MAllUCHTU.

Cucremara 3a O6padotkana Tekann Amalgatome SK na Exsurco Medical e npeana3HadeHa 3a ynorpeda camo cbe
crioOKkara 3a ryiaBa 3a eJJHOKpaTHa ynoTpedba Amalgatome SK. YrnoTpedarta Ha ocTpreTa Ha APYT MPOU3BOIUTEN 3aCHO C
Amalgatome SK u3depriBa rapaHiiusaTa Ha IpOIYKTa.
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AMALGATOME® SK PHKOBOJCTBO 3A IOTPEBUTEJISA

Oo6cayxBane

Cucremara 3a O6paboTtkana Trkann Amalgatome SK He chabpka 4acTH, KOUTO MOAJIEKAT HA CEPBU3, CAMO OTAEITHU
4acTH 3a CMsHa, KakTo ¢ onucano B [Ipunoxenue b. Cucremara TpssiOBa na Obe BppHaTa Ha EXSUrCO 3a cepBu3HO
oOciTyXBaHe.

3ABEJIEKKA: Exsurco Medical He MOXxe 1a HOCH OTTOBOPHOCT 3a BCSIKAKBU CUCTEMHHU HEH3MPABHOCTH, B PE3YJITAT HA
PEMOHTH I CEPBU3HU JIEWHOCTH, IPOBEKIAHH, OT KOMTO M J1a € IPYT OCBEH OT IMPOU3BOIUTEIIS.

He ce onutBaiite 1a OTBOpHUTE WIX A2 Pa3riioOuTe Y HUBEPCATHOTO 3aIBHXKBAIIO Y CTpOrCcTBO . To mpeacraBisaBsa
(habpr9HO 3amedaTaHo yCTPOHCTBO, 6€3 YaCTH, KOUTO JIa TIOJIJIe’KaT Ha 00CITy)KBaHE OT MOTPEOUTENs OTBBTpe. AKO TOBa
HACTBIIH Ta3u rapaHIvs CTaBa HUIIOXHA U KIHCHTHT TPSAOBA J1a BBPHE Y HUBEPCATHOTO 3aJIBHXKBAIIO Y CTPOHCTBO Ha
EXsurco 3a peMoHT, KOWTO Ie OBb/Ie TaKCyBaH Ha KiIHeHTa. [Ipon3BoauTensT mpoBexaa msI0To 00CTyKBaHe Ha
Cucremara 3a O6pabotka Ha Trkann Amalgatome SK.

Moxere 1a ce cBBbprkeTe ¢ EXSUrco Ha umeiin support@exsurco.com, 3a jia IOJIyYUTe OTTOBOP Ha OOIIX BBIIPOCH, KOUTO
ca CBbp3aHU ¢ paboTara, rapaHIMATa U 00CIIyKBAHETO Ha CHCTEMAaTa.
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AMALGATOME® SK PHKOBOJCTBO 3A IOTPEBUTEJISA

Bpbane
Koraro e HeoOxoammo ia ce BbpHE cucTemara 3a o0padoTrBane Ha ThkaHn Amalgatome SK 3a rapanimonHo o0CTyKXBaHe
WA HeTapaHIIMOHEH CepPBH3, MOJIS J]a ce CBhpIKeTe ¢ ¢ EXSUrco Ha nmeiin support@exsurco.com.

EXsurco me npenocraBu Ha KiIMeHTa 0100peH KOHTEHHep 3a JocTaBKa Ipu BpbliaHe. KIIMEHTHT € 0TroBOpeH 3a
TpaHCIIOPTa IPH BpbIane. EXSUrco me u3mcka 10Ka3aTeIcTBO 3a JOKYMEHTH 33 TIOYMCTBAHE TPH MOTyYaBaHETO Ha
MHCTPYMEHTA. AKO ChC IIPOIYKTa HE € BKJIIOYEHO JTOKA3aTEJICTBO 3a MOYHCTBAHE, IIPOAYKTHT I1e Ob/ie BbpHAT Ha
notpeburenst. EXSUrco He mpuema mpoayKT, KOMTO € OWII U3MoI3BaH 0e3 MbpBO Ja € OWiI MOYMCTEH WK, KOWTO He € Oul
JOCTaBeH C MOAXOAAIINTE JOKyMeHTH. [Ipy nmomydaBane Ha BbpHAT MPOAYKT OT MPOM3BOAUTENS, IPOTYKTHT CE
Iperiexnja oT OTelNa [0 TEXHUUECKO 00ciTy>kBaHe. EXSUrco e npeocTaBu Ha KJIMEHTA OLEHKA 3a CEPBH3a 3a BCAKAKBU
PEMOHTH, KOUTO HE C€ IMMOKPHUBAT OT TapaHIUATA MM OT yIbJDKEHaTa rapaHiys. [Ipon3BoauTeNaT ochiecTBIBa ISIIOTO
CEpPBH3HO 00CITy’)KBaHE Ha MSICTO B OT/IeJIa IO TEXHUYECKO CEPBU3HO 00CTyx)BaHe. Korato mpoayKThT € rOTOB 3a JOCTaBKa
o0paTHO Ha KJIneHTa, EXSUrco mokpusa TpaHCIIOpTa U BpbILa POIYKTa B 0JJOOPEH 3alUTEH KOHTEHHEp 3a 10CTaBKa.

Exsurco Medical e anraxxupaHna ¢ Ka4eCTBOTO Ha NMPOYKTUTE CH. AKO MMAaTe OIIAKBAHE MJIU HE CTE HAII'BJIHO
YJIOBJICTBOPEHU C BalllUs MPOIYKT, MOJIS Jia ce CBbpxeTe ¢ EXSUrco, 3a ma perucrpupare oriakBaHe U3IPaTeTe MMEWI Ha:
support@exsurco.com.

3a ;1a ce MOAMOMOTHE Pa3CleIBAHETO Ha CHOUTHETO NOIMBIHUTEITHO, H3UCKBAaMe clieTHaTa HH(popMarus:

e llme, agpec U HOMEP Ha CMETKA

e Temedhonen HoMep 1 UMEHIT aapec

e Yact/mpoaykT, 3a KOHTO ce Mo/1aBa OIIaKBaHETO

e Cepuen HoMep (00OpyABaHe) WM MAPTUAECH HOMEpP (€AHOKpaTHa yroTpeda)

e Onucanue Ha cb0UTHETO. BBIETE BB3MOKHO Hal-NIOAPOOHM B OMUCAHUETO U 3KO €A HAJIMYHH, IPEIOCTABETE CHUMKH.
e lI3uckBaHuUs Ha 3aeMallIHs, aKO Ca HATMYHU MPH TTOUCKBAHETO

Benubxk cites1 kKaTo e moyyueHo oruiakBaHe B EXSUrCO, Moxke aa ce CBBbpKEM C Bac 3a noeue nHpopmanus. Korato
MPOAYKTHT ObJIc BBPHAT CE MPOBEXK/Ia MPEBAPUTEIIHA OIICHKA U MPOAYKTHT CE PEMOHTHpA (aKO € HEOOXOANMO) U ce
BB3CTaHOBSIBA KbM ChOTBETCTBHE IPeHU Aa ObJie tocTaBeH o0patHo. lle Ob/e mpe1ocTaBeHo 3aKIFOUUTEHO THCMO,
KOETO II[¢ BU OCBEJIOMH T10 OTHOIICHUE HA M3X0/a OT PAa3CIeIBAHETO MO OTHOIICHHE HA OTUTAKBAHETO.
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Tasu cTpaHuia yMHIIIIEHO € OCTaBeHa Mpa3Ha.
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AMALGATOME® SK PHKOBOJCTBO 3A IOTPEBUTEJISA

[Ipunoxenne A: Texandyecku CrenuduKannm

YHuBepcaaHOTO 3aIBIOKBAIO Y CTPOHCTBO Ha EXsurco, onmrcano B Ta3u

WHcTpykus 3a paboTa € M3MUTaHO OT HE3aBHCUM U cepTuduIMpaH opras, Intertek

Testing Services, Twinsburg, OH, calll u orroaps Ha crannapta UL #61010-1 u
CAN/CSA C22.2 #61010-1, Enextpruecko o0opyiBaHe 3a U3MEpBaHE, KOHTPOI U

naboparopHa yroTpeba.

Crnenuduranumn

Bxoaen Boartaxk, UecTora n
Onenka Ha 3axpaHBaHeTo.

OO0uu pa3mepu u Terjio

Onucanne Ha BCHYKH BXOAAIIU U
H3XOASIIU BPb3KU:

HugBo Ha 3Byka npu HopMaJIHA
ynorpeoda

HwuBo Ha BuOpauusi npu
HOpMAaJIHA ynoTpeda

Yci0Bus1 Ha OKOJIHATA cpefia 3a
padoTa ¢ MHCTPYMEHTa

HuBa Ha uzonanus Ha kabeJa 3a
neaaja 3a Kpaka u 3a
3axpanBamusi kadea

PaGoten llnkba

HNndopmanus 3a [pexnasurens

Kareropus na Ilpexomepen
BoJrax

PN#: X100894-EU2, Pes. C

€.

LISTED

Intg:&[?tek

115VAC £10%, 1 ¢a3a, 1,6 A, 60Hz
230VAC £10%, 1 ¢a3za, 0,8 A, 50Hz

(Bxmounrtenno 3axpanBamus Kaben u [lemana 3a Kpak) 12,4 Ibs. (5,6 kg)
4 1/4” Bucounna x 8” lupuna x 12 3/4” Apabounna

(108mm) x (203mm) x (324mm)

3axpanBail kadesn/Y HUBEpCATHOTO 3aBH)KBAIIO Y CTPOMCTBO: 3axpaHBaliia
morrHocT (VAC)

[Teman 3a kpak/YHUBepcaTHOTO 3aaBrKBaIio Y crporctBo: 24VDC
SaaBwkBan madT/Y HUBEpCaTHOTO 3aIBIKBAIIO Y CTPOUCTBO: MeXxaHHIeH
noy 70dB

ITo-manko ot 2,5 m/s2

Ynorpeba Ha 3aKpUTO

Hammopcka Bucounna g0 2000m

Temmeparypu 5°C mo 40°C

Makcumaiina oTHOcuTenHa BiakHOCT 80% 3a Temmeparypu 1o 31°C ¢
JIuHEeNHHOo noHmxkaBane 10 50% oTHocurenHa BiaaxxHocT npu 40°C.

Huso Ha 3ambpcsaBane 2 (HabIr01aBa c€ caMO HEMPOBOAMMO 3aMbPCSBaHE,
OCBEH KOraTo 10 U3KJIYCHUE, CE 0YaKBa BPEMEHHA MTPOBOJIUMOCT,
MIPUYUHEHA OT KOH/ICH3AIIHs).

3axpanBarr Kaber (EC/UK): 60°C MIN, 10A-250V, HO5VV-F

Kab6en 3a [legama 3a Kpaka: 90°C, 300V, FT2

HemnpekbscHat

5x20mm Ilpenmazuren tun [latpon, 1,25 A, 250 VAC, Bpeme
3abassne/baBno Usrapsue *3abenexka: TPABBA JIA U3IIOJI3BATE
[Ipeanazuten va Exsurco uact # X100276

Kareropus na [Ipekomepen Bonrax 11
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AMALGATOME® SK PHKOBOJCTBO 3A IOTPEBUTEJISA

IIpunoxenue B: Madgopmanus 3a Hacture

Omnmucanne: Crucrema 3a O6paborka Ha Trkann Amalgatome SK Ha Exsurco

X100431-EU2 Amalgatome SK Kommuiekr:

1 Beeku X101453-EU YHuBepcaaHOTO 3aaBUKBaI0 Y cTpoiicTBO (BKtouBaio [lenan 3a Kpak u
3axpanBamy Kademnm)

| Boekn X100060 Crio0ka Ha AmymuHHEBa J[phkka (BKIIOUUTEIIHO AmanTep 3a 3anBrkBane 1 BUHT
3a [Ippxka)

1 Bceku X100065 I'bBKaB magt

1 Bceku X100064 Kopmyc Ha ['bBKaB magt

1 Bcekn X100894-EU2  PwroBoactso 3a [Torpedbutesnst na Amalgatome SK
HnauBuayaanu Yactu 3a 3amsina:

1 Bceku X101440 I'ymeno Crpnano
3abaBeHo Bpeme/3abareHo Msrapsue [Ipeamasuren tun [latpon - 5x20mm pa3mep,
2 BCEKH X100276 1.25A, 250VAC
1 Bcekn X100063 Hpbxka Ha BunTa
1 Bcexu X100062 Anantep Ha 3aABHKBAHETO
1 Bceku X101421 ITenan 3a Kpaka
1 Bceku X101701 3 m 3axpanBain Kacen (EC)
1 Bcekn X101797 3 m 3axpanBam Ka6en (ObeauHEeHO KpajcTBO)

NHAMBMAYANHW, PEXKELLM FNaBuM C OCTPME 3a e4HOKpaTHa ynoTpeba, NpoaaBaHu OTAe/HO:
10/kyTust X101835 CrepuiHa, 71aBa C OCTpHE 3a €IHOKpaTHa ymoTpeba

3a nopbuka Ha cucTeMata 3a 00paboTKa Ha ThkaHi Amalgatome SK, 3a neHoBa oepTa U BCHUKU BBIIPOCH, CBBP3aHU C
npoayKTa, MoJisi ia ce cBbpikeTe ¢ Exsurco Medical Ha sales@exsurco.com.
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Tasu cTpaHuia yMHIIIIEHO € OCTaBeHa Mpa3Ha.
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IIpunoxenue C: Peunuk Ha CHUMBOJIMTE

SN

.1
A

STERILE | R

/2\

Cepuen Homep

Kop na [Maprunara/Ilaprunen
Homep

IIpousBoguren

I'ogHo no. To3u cumBon €
npeaHa3HavYeH J1a I0COYBa, Ye
cucTemara He TpsOBa 1a Obae
W3M0JI3BaHa CJIe]] U3TUYAHETO Ha
MIOCOYCHHSI CPOK.

CuMBOI 32 METOJ Ha
CTepuIIn3alvs, C U3MOI3BaHE Ha
panuanusi.

3amazere mpoAyKTa Cyx

He n3non3saiiTe ako olmakoBKaTa €
MOBpeIeHa

Tazu ctpana Harope

Octwp mpeameT

PN#: X100894-EU2, Pes. C

NON-STERILE!

{

CUMBOJIHO O3HAYCHUE, Ue
cHcTeMaTa He € Ouna
CTEPIIIH3UPAHA.

[a He ce u3nona3Ba NOBTOPHO. 3a
eIHOKpaTHA ynoTpeoa,
HU3IIOJI3BANTE CaMO BEIHDBXK.

Buanmanne

Buxre nHCTpYKLMUTE 32
ynorpeba

3HaK 3a 001110 MPeIyIpPEKICHUE

[Ipennasuren ¢ onpeaeseH THIL,
rojieMHHa Ha TOKa U
HaTpeXeHHe

Haynnune Ha enexkTpuyecTBo

IIpouerere ppKOBOJACTBOTO 3a
oreparopa

Tpsi0Ba ga ce HOCAT Npenna3Hu
3alIUTHU PHKABHIA (KaTO OPOHS
C TUTOYKH WJIM MPEXa)
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C [IpoayKThT € TecTBaH 3a
m3uckBaauara no FCC EMC

[IpoxykTbT TpsiOBa 1a ObaE
E U3XBBPJICH B 0I00PEHO 3aBEICHUE

32 U3XBBPJISIHE HA €JIEKTPOHHU
I H3JETIUs

[IponyKThT OTroBaps Ha

NPUIOKUMHUTE U3UCKBAHHUS 32

6e3omacHocT 3a nasapa Ha EC

—g/co— OtBopeTe MpeKkbcBaya 3a Kpak HOPMAIHO

PN#: X100894-EU2, Pes. C

-CC=
O

CAN ICES-3
(A)/NMB-3(A)

MsicTo Ha BKapBaHE Ha
I'bBKaBHSA TITAT

IIpexncBay Ha U3YaKBaHE Ha
3axpanBaneTro. BKJIFOUEHO e
Harope

IIponykThT € TECTBaH MO
kanaackute EMC usuckBanus
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Nudopmanus 3a KoHTakT

Modst BrxTe HH(pOpManusTa Mo-J0y 3a Bpb3Ka ¢ EXSUrco mpsiko, 3a KakBUTO U Jia € OWJIO OT BallIUTe BBIPOCH,
KOMEHTapH MU omaceHus oTHOcHO Amalgatome SK, KakTo ¥ ¢ BCHYKH BBIPOCH, CBBP3aHHU ChC 3aKyIyBaHE UIIH
obcmyxBaHe.

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

ITpousBoauren Ha mpoaykTa: Exsurco Medical
Anpec: 10804 Green Road

Wakeman, OH 44145, cari
Tenedon: +1 800-243-6049
Hwmeiin: info@exsurco.com
Veb crpanuia; WWW.eXsurco.com
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Ta3u cTpaHuna yMUIIUIEHO € OCTaBEHA MIpa3Ha.
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