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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. Noviotissue is a distributor for Exsurco’s product in Bulgaria, Germany, the Netherlands,
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.

PN#: X100894-EU2, Rev. B Page 4 of 31



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 Noviotissue.

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.

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  Figure 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

| 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
—\m foot pedal fitting onto the foot pedal

m 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

Operating Procedure

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

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.

i:igure 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

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
-~ casingrotates freely in the disconnect
location and the shaft disconnect button fully

l rebounds after being pressed.

Disconnect Assembly  Flexshaft Casing

Figure w
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3. Replacement of the Main Power Cord

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
a. 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 Noviotissue 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 Noviotissue. 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

¢ 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. B

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

Noviotissue for service.
Return UDU to Noviotissue 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 Noviotissue regarding any warranty issues or claims.

¢ 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 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 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.
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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 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 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 Noviotissue for repair that shall be charged to the customer. The manufacturer performs all service of the
Amalgatome SK Tissue Processing System.

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

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

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

o 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
being shipped back. A closure letter shall be provided advising you of the outcome of the investigation regarding
the complaint.

PN#: X100894-EU2, Rev. B Page 24 of 31



This page intentionally left blank.

PN#: X100894-EU2, Rev. B Page 25 of 31



Appendix A: Technical Specifications

been tested by an independent and certified body, Intertek Testing Services,

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

Twinsburg, OH, USA and complies with UL standard #61010-1 and c
CAN/CSA C22.2 #61010-1, Electrical Equipment for Measurement, Control Afeassh

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. B

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

PN#: X100894-EU2, Rev. B
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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. B

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. B Page 30 of 31



Contact Information

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

concerns about the Amalgatome SK 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 44145, USA
Phone: +1 800-243-6049
Email: info@exsurco.com
Website: www.exsurco.com

PN#: X100894-EU2, Rev. B
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AMALGATOME® SK PHKOBOJICTBO 3A
MMOTPEBUTEJISA

Tasu cTpaHuia yMHIIIIEHO € OCTaBeHa Mpa3Ha.



AMALGATOME® SK PHKOBOJICTBO 3A
MMOTPEBUTEJISA

Hucmpyrkyuu 3a Ynompeba

eysurco

medical
REDEFINING EXCISION SCIENCE

Noviotissue B.V.
Kerkenbos 1077V
6546BB Nijmegen
The Netherlands
+31 (0)24 71 14 079
Www.noviotissue.com

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

BEJIEKKA KbM ITIOTPEBUTEJIUTE

[IpoueTere BHUMATETHO TOBA PHKOBOJCTBO Mpeu 1a nnonspate Cucremara Amalgatome SK Ha Exsurco Medical. Ts e
MpeJHa3Ha4YeHa 3a yIoTpeda OT KBATMPHUIMPAHU B 00y4eHH NMPo(eCHOHATUCTH 110 ThKaHHO OaHkupane. [Ipernenaiite
TOBa PHKOBOJICTBO 3a yrnoTpeba, KaTo 00bpHEeTe BHUMAaHKE Ha BCHUKH MPEAYNPEKICHUS 1 MIPEATa3Hd MEPKH, IPEIH
BCsiKa npoueaypa. HenpaBuiiHoTo HacTpoiiBane 1 paboTa cbC cUCTEMaTa WM HEBB3MOXKHOCTTA /1A CE CJICABA TOBA
PBKOBOJICTBO 32 MOTPEOUTENSI MOTaT Jja MPUYHMHSAT HapaHsBaHe WK YBPEXIaHe, KOETO He ce TIOKPHBA B pAMKHUTE Ha Ta3u

rapaHnus.

3ABEJIEKKA: TO3U IPOAYKT E OJOBPEH 3A YIIOTPEGBA CAMO BbPXY TPYIIOBE



AMALGATOME® SK PHKOBOJICTBO 3A
MMOTPEBUTEJISA

Tazu CTpaHUIlla YMHUIIJICHO € OCTAaBCHA IIpa3Ha.



AMALGATOME® SK PHKOBOJCTBO 3A IOTPEBUTEJISA
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AMALGATOME® SK PHKOBOJCTBO 3A IOTPEBUTEJISA

IIpearosop

Hea

To3u moTpebuTen mpegocTaBst HACOKH 3a crioMaraHe Ha Oe3omacHaTa U eeKkTuBHa yrnorpeda Ha Crctemarta 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 ga npenednHupa Haykarta 3a U3ps3BaHE B PAMKUTE Ha MTOCIEIOBATETHOCT OT IOCTABSIHETO
J0 IPUABIKBAHETO B KIIMHUYHUTE PEIICHNUS, CTPATETUUECKH ITAPTHHOPCTBA B PAMKUTE Ha 37paBeOIa3BaHeTO U
3apJ00U€HO pa30Oupane Ha KIMEHTUTE. AHTaXHPAHU CME C ITOJI0OPSBAHETO HA )KUBOTUTE HA MAIEHTUTE U PE3yJITaTHTE
9pe3 MpUABMKBAHETO HAIIPE/ Ha O3]JpaBUTEIIHATA CHJIA HA KOJKaTa, Ype3 HHOBAIIWS, Pa3BUTHE HA MIPOIYKTH U MPOAaxoa
Ha METUIIMHCKYA MHCTPYMEHTH 3a 3[[PaBHH CIICI[HAINCTH B Ma3apUTe HA XUPYPIUYHHU U ThKaHHUTE Oanku. Noviotissue e
IUCTpUOYTOp Ha MpoAyKTuTe Ha EXSurco 3a bwarapust, I'epmanust, Hunepnanaus u O6e1MHEHO 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

HucTpymMeHTHT 32 00paboTka Ha ThkaHu Amalgatome SK (ASK) e npegnasHauen criennudao 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 ThKAHTA, KATO MPeMaxBa IPEKOMEPHOTO, TIOBTAPSIIIO Ce IBIKEHHE 32 TUCEIUPaHe,
KOETO € He0OX0AUMO, KOraTo ce U3IO0JI3Ba cKaimnell, (opuernc u OpbcHau. YHHUKaJIHATA IUIOCKA peKellla HOBbPXHOCT Ha
MUPKYJSIPHOTO OCTPHE, IpaMaTHYHO TIOHIKaBa pUCKa 3a MPOOKB Ha Koxata. MHCTpyMEeHTBHT 3a 00paboTKa Ha ThKaHH
Amalgatome SK ce npenmnara B enekrpudecka KOHPUTypaIus.

CrnoTBeTCTBHE

Amalgatome SK e ceBMecTnM ¢ yact 15 Ha npasuiara Ha FCC. Onepupane npu ClieAHUTE JBE YCIOBHUS:
e VHCTpyMEHTHT HE MOXKeE Jla IPEAN3BUKA BPETHO B3aMOICHiCTBHE.
e To3u HHCTPYMEHT TpsIOBaA Jja MpHUeMa BCAKAKBO B3aMMOJICHCTBHE, KOETO MOKE JIa IPETU3BUKA 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 KOHYKTUBHO CBBbpP3aHa PaJMOYECTOTHA SHEPrus, KOSTO € He00X0{UMa 33 BETPEIIHOTO
(yHKIIMOHUpAHE.

JlokymeHTanuaATa 3a AeKiapanusara 3a cboTBercTBre Ha EK e BBB daiina.
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AMALGATOME® SK PHKOBOJCTBO 3A IOTPEBUTEJISA

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

KomnonenTu: YHuBepcanaHoTo 3aABHKBALIO Y CTPOMCTBO
Ha Exsurco u criobsBaHe Ha pbKOXBaTKa

1. CrnoGsaBanHe Ha pHKOXBATKa: 3aBIKBAIIO
YCTPOMCTBO 3a PhKOXBAaTKa, aAanTep U OTBEPTKa
Ha KOMIUIEKTa
I'eBkaB madt u Koprmyc
ITenan 3a xpaka
YuusepcanHo 3aasuxkaiio Ycrpoiicto (Y3V)
I'maBa(u) Ha ocTpreTa 3a eqHOKpaTHa ynorpeda
I/IHCprKuHH 3a paboTa ¥ CICHK Ha YacTUTe (M3mpariar
ce ¢ OKyIMKara 1 ce MmpeJyiarat OHIaiH)

SIENAEN

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

Yacrt #: X101835- 10/kyTus, cTepuiiHa ri1aBa Ha OCTpUeE 3a €AHOKpaTHa yrnorpeba/
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AMALGATOME® SK PHKOBOJCTBO 3A IOTPEBUTEJISA

OO npenynpexacHus u [Ipeanasnu Mmepku

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

IpeaynpexaeHus:
> Bceskaksa ynorpe6a 3a pa3nTuuHH TPIIOKEHHS OT TE3H, 32 KOUTO ca MpeHa3HaYeHH U KOHCTPYHUPaHH
HHCTPYMEHTBHT 32 00paboTka Ha ThKaHu Amalgatome SK u YHuBepcanHoTo 3aaBrKBamio Y cTpoiHCcTBO, MOXE Ja
JIOBEZIC 0 TeKKH HapaHSIBaHUS.

» TIpou3BOAMTENAT HE IPHEMa OTTOBOPHOCT 33 BCSIKAKBU HEOTOPU3UPAHH POMEHHU B ONIEPATHBHHUTE MPOLICAYPH
WM 32 HEOTOPH3HUPAHU MTPOMEHH WM MOAM(UKANNY, HAIPABeHH B AM3aifHa Ha MalllMHATa WX BbB (paObpHyHO
MHCTAJIMPAHOTO 000y 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
PE3EepPBHU YacTH IIe aHyJIHpa TapaHIUATa ¥ MOXKE J1a IPUYMHH HapaHsIBaHE HA OIIEPATOPUTE U MOBpE/a Ha
000pyIBaHETO.

» VYmnorpebara Ha 9aCTH, KOUTO Ca Pa3IMYHH OT Te3U, H30POCHU B CIIMCHKA C YACTH 32 CHEHUPUIHUSI MOJIET, MOXKE
Jla IPUYHMHY 3aKJII0YBaHE Ha OCTPUETO, KOETO J1a I0BeJe 1O HeOe30MmacHH yCaoBus Ha paboTa.

» 3a HempeKbCHATa 3alllUTa CPELLy IMOBpeaa U rmoxkap Ha 000pyABaHETO, FapaHTHPANTe, Ue ce M3IO0I3Ba MPABHIHUSAT
npenmnasuten. 3aMeHsiTe camo ¢ mpeanasuten Exsurco Yact # X100276.

» 3a ja uzberHere TUYHO HapaHsBaHE, BUHATH pa3KayBaliTe 3axpaHBaIlus KaOell, Mpe/iu Jia OChIIeCTBIBATE
BCSIKAaKBH HACTPOMKH, pasriio0sBaHe/criio0sBaHe, OTCTPAaHsIBaHE HA HEU3IPAaBHOCTH WIIHM TIOYHCTBAHE.
o Ocrpuerara Morat Jja IpeAU3BUKAT HapaHsIBaHE OT MOPA3BAHE.
» BcHYKH eNeKTPHYECKH MONPaBKU TPIOBa Ja ce 3aBbPLIBAT OT 0JJOOPEH JI0CTaBYMK Ha yCIyTH.
» U3z0srsaiite ynotpedaTa Ha TO3M UHCTPYMEHT JIOKaTO CTOUTE BHB BOJIA.

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

» TI'naBute Ha ocTpUeTaTa 3a €AHOKpATHA ymoTpeba ca mpeHa3HauCHHU caMo 3a ¢HOKpaTHa yrnoTtpeba. He
CTEepUIIM3UpAiiTe U HE M3MOJI3BalTe MOBTOPHO IJIaBaTa 3a eJHOKpaTHa yrnotpeda Ha Amalgatome SK.

» Bcuuky HeW3MoN3BaHU, INIaBH HA OCTPHUETA 32 €JHOKpATHA yIoTpeda, KOUTO ca OMIIM U3JI0KEHH Ha KPBB, ThKaH,

TEJIECHU TEYHOCTH MIJIH KOCT He TPpsiOBa Jia ObJiaT 00paboTBaHU MOBTOPHO WIIH CTEPHIIM3UPAHH TOBTOPHO U
TpsiOBa J1a ce U3XBBPIAT. [J1aBuTE 3a OCTpUeTa ca NpeAHa3HAUYEHH 3a €IHOKpaTHa yrnoTpeoa.
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AMALGATOME® SK PHKOBOJCTBO 3A IOTPEBUTEJISA

>

U3xBBpiIeTE 3aMbPCEHUTE OCTPU IPEAMETH CIIOPE IIPOTOKOJIAa Ha 3aBefcHHeT0. MosKe 1a HacThIk 3a00JIIBaHe B
pe3yJiTaT Ha KOHTAKT WK YBpexkaaHe. M3xpbpiere B yCTOWYMB HAa MPOOOXKIaHEe, KOHTEHHEP 3a OCTPH MPEIMETH.
Bwmwxre AATB, AORN, CDC, OSHA nnmmi MeCTHHTE CTaHAAPTH, KOUTO ITOCTABAT OPraHU3aIIMOHHN 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, MOJIXOSIIUTE PEMOHTH U MalllMHATa OTHOBO pab0TH HOPMAITHO.

Crnen cepBU3HO 00CITy)KBaHE HA YCTPOHCTBOTO, BUHATH MIPOBEPSBANTE JaJTH OCTPUETO B TJIaBaTa Ha OCTPHETO
MOXeE J1a C€ BEPTH CBOOOIHO, MMPEIH 1a Ob/Ie BKIFOYCHO. 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 UIMa M3HOCEHU 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 Criio0saBaHe

HacrpoiiBane
1. Cebp3Bane Ha 3aXpaHBaIINsI 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 KOHTAaKT. M3moa3BaiiTe caMo 0100peH THII KOHEKTOP.

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

3a3eMsIBaHe ¢ MOAXOII0 HMBO. Te TpsiOBa 1a ca CBbP3aHH ChC 3aXPaHBAHETO MPEe3 MOIXOAAIIO 3236 MEHO THE3/I0

Ipe3 MOAXOAAI] KOHTAKT C TP MPOBOJAHMKA. BIDKTe TEXHIUECKUTE crienuUKaIii, 3a 0100peHN HUBa Ha

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

2. Pasmosnarane Ha YHBEpPCAJIHOTO 3aJBHXKBAIIO Y CTPOMCTBO
BHUMAHMHE: [IpaBunnata uHCTaIaNMs € U3KIIOYATETHO BaXKHA, 32 1a CE MOCTUTHE MAaKCUMaTHa e)UKaCHOCT
KaKTo 3a cucTemara 3a oopadoTka Ha ThkaHu Amalgatome, Taka u 3a oneparopa. Henpasuinara nHcTazauus
MO3JK€E [Ja IMOIIPEUYX Ha AIBMIKCHUATA HA OII€paTOpa U Aa MPUYIMHN HEOIIPpaBAaHO U3HOCBAHE U IIOBpEaa Ha I'bBKaBUSA
madT u Koprryca Ha rpBKaBus madT HA YCTPOHCTBOTO.

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

Koyinuka B uncTa ctas 3a ynorpeda. IPEAYIPEXIEHUE: Hukora He
MOKPHUBANTE 33JHATA YaCT Ha yCTPOWCTBOTO M NMPOBEPETE AU IepKaTa Ha
BeHTmiaropa He e 6isokupana. IPEAYIIPEXXIAEHUE: He pasriiobspaiite
YHuBepcamHOTO 3aABHXKBAIIIO Y CTpOHCTBO. BikTe pa3zaena 3a oTcTpaHsBaHe Ha
HEU3IPABHOCTH Ha TOBA PBKOBOJCTBO WJIM BBPHETE YCTPOUCTBOTO 32
sansmxBane Ha Noviotissue.

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

a. Wucranupaiite criobkara Ha Koprmyca
Ha ['bBKaBHs AT KbM Y HUBEPCAITHOTO
3aaBmwxkBamio YcTpoicTBo. Paskauere
crio0Okara, KaTo HaTHCHeTe OyTOHA 3a pa3kadaHe
Ha SIKaTa W BbBEAETe Kpas Ha yCTPOUCTBOTO B
KyTHATa Ha pa3kadeHoTo Tsu10. Moxke 1a One
He00X0IMMO J1a 3aBbPTHTE CTII00KaTa 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

CriI00eHOTO 3a/BIIKBAIIO yeTpoicTBO. Ciexn
WHCTAJIAIUATA, JICKO U3bpIaiTe KyTHITa, 32 /1a
CTe CUTYpHH, Ue BPH3KaTa € 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 3IpaBO U ILIB3HETE OCTAHANINS
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. WucranmpaHe Ha pbKOXBaTKaTa (IPBKKA)

a. IIpoOuiite mpe3 yapmadga, KaTo
M3IIOJI3BaTe KBaJpaTHUS Kpail Ha ajanTepa
Ha 33JIBJKBALLIOTO yCTpoicTBO. [IpupaBHeTe
Y TIOCTaBeTe KBaJApaTHUS 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
Dueypa s

b.  Pasxmabere BuHTa Ha KOMIUIEKTa. VIHCTanupaiite AphKKata Ha pbKOXBAaTKaTa,
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.

Dueypu 3 Komruiext Ha BuHTa

5. WHcranaius ¥ rJ1aBu 3a ¢JIHOKpaTHa yrnoTpeda

a. HamepeTe HaqurHATOTO KOITYE BHPXY JAPHKKATA U TIPUPABHETE
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
cTepuin3anys npeau ynorpeda. Cineasaiite mpoTOKoIa Ha BamaTa
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
eHOKpaTHa ynoTpeoa.

3ABEJIEXKKA: IIpenoppuBa ce ppKaBHIIa 3a 0€301MacHOCT OT METaTHA MPEXa B
JOIIBJIHEHNE KbM XUPYPrUyHaTa phKaBHLa 3a CBOOOIHATA PBKA.

BHUMAHME: Ilazete ppueTe naned OT ABMKEIIOTO CE OCTPHE.

Queypa i

6. nucramupane Ha menain 3a Kpaka

a. [Ipukauere nenan 3a Kpaka KbM
YHUBEPCATHOTO 3aABHKBAIIO
VYerpoiictBo Ha Exsurco, kaTo HaTHCHETe
nejana 3a Kpaka, pa3rnosiokeH B KOHTaKTa
3a mejana 3a Kpaka, pa3nojioKeH Ha
MIpeJHHA aHeT HY HUBEPCAITHOTO
3aABMKBAIIO Y CTPOKCTBO.

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/IBUXKBAIOTO YCTPONCTBO B TIO3UIIHSI
"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 cTpoicTBoO U 1a
paboTuTe ¢ MHCTPYMEHTA.

[ 1

Queypa n

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

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

Dueypa 0
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Tasu cTpaHuia yMHIIIIEHO € OCTaBeHa Mpa3Ha.
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NuacTpykumu 3a padora

1. Tlpouenypa Ha pabota

a. Karo nmpunbppkare ppkoxBaTkaTa B pbKara, C KOSITO pabOTHUTE U € TTOIXO SN
PBKaBHIIM 3a 0€30MAaCHOCT Ha JpyraTa pbKa (IIpernopbyaHaTa 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 PbKaTa M0 OTIYCHAT HAYMH.
Cera Beue cTe TOTOBH Jia ITyCHETE cHcTeMara 3a 00paboTka Ha ThKaHHOTO
BBh3cTaHOBsIBaHe Amalgatome SK.

C. YmorpebaTa Ha MHCTPYMEHTA, HE Hajara TEeXHUKBT Ja HATUCKA CUITHO WM 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 ¢ IJaBHUTeE 3a €HOKpaTHa ynorpeda. Ilpenoprusa ce
phKaBuIla 3a 0€30IIaCHOCT ¢ METaJIHA MPEXKa B JOIBJIHEHHE KbM XHPYprUyHa phKaBHIla 32 CBOOOHATA PhKA.

ik |
| d. Bximrouete nmpekbscBaya Ha 3aBHKBANIOTO yeTpoicTso. I1le

cBeTHe 3eyieHara ceetriimaa Ha Power LED. Hatncuere mrenana 3a
Kpaka, 3a Jla akTUBUpATe 33/IBIDKBAIIIOTO YCTPOMCTBO | Ja
paboTUTE C MHCTPYMEHTA. 33JIBUKBAIIIOTO YCTPONCTRO IIIE CIIpe,
KoraTo Tejana 3a kpaka 0b1e ormycaat. BHUMAHME: [1azete
pBLUETE Aajied OT ABMKEIOTO CE OCTPHE.

e. [IpuaBmxkere ppKaTa CH U phKOXBaTKaTa HaJl HOpMallHaTa
paboTHa 11011, 32 Ja rapaHTHpaTe, 4Ye HAMa OT'bBAHMS WIH OCTPU
nperbBanus B Kytusata. IPEAYIIPEXKJIEHUE: Octpuerara
MOTAaT Jia IPUYNHST CEPUO3HO HapaHsBaHe. Hukora He 3aappikaiiTe

B pbKa KOXHU 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.

PN#: X100894-EU2, PeB. B Crpanuna 14 ot 33



AMALGATOME® SK PHKOBOJCTBO 3A IOTPEBUTEJISA

2. TIpoMsHa Ha rIaBUTE 3a ¢HOKpATHA yrmoTpeda

a. KaTo u3nomnsBare oTBepTKa € IJIOCKA [71aBa, IOBIUTHETE
KJIMIICA C TIPY)KMHA OT BBHHIIHUS KJIe0 Ha rilaBara 3a eTHOKpaTHa
ynotpeba. KnuncsT ¢ npykuna Moxe aa Oble U3XBBPIICH.

HPEAYHPEXIEHHUE: 3a na ce n3berHe TMYHO HapaHIBaHE,
BUHATH pa3kayBaliTe M3TOYHUKA HA 3aXpaHBaHEe, IPSIU Jia
CMCHHUTE TJIABUTE 3a eIHOKpaTHA yrnorpeoda.

Orgeprka Kuurc ¢ npyxuna

Queypa c

0. OrtcTpaneTe I1aBaTa 3a €JHOKpaTHa yrnorpeda
OT pbKOXBaTKaTa. M3XBbpieTe 1 B KOHTEHHED 3a OCTPH
MPeMETH, YCTOMYHMB HA MPOOHUBaHE.

Queypa m

3. H3uckBanus 3a 00y4eHHUETO KbM NOTPEOUTEINS

a. Bcunuku TexHUIN, KOMTO M3MION3BAT CHCTEMATa 3a ThKaHHA 00paboTKa Ha YHHUBEPCATHOTO
3ansukBamio YcrpoiictBo Ha Amalgatome SK TpsiOBa 1a ca 3amo3Hary ¢ padoraTa ¢ U3JIIIMETO U 1
MOJTy4YaT MHCTPYKIUK OT O0y4€eH MmepcoHal.

b. Bcwuku morpeburenn TpsOBa Aa ObAaT 3aM03HATH C PHKOBOICTBOTO 3a TIOTPEOUTENS, TPEIOCTABEHO
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 cTepuin3anys npeau ynorpeda. Cieapaire
MPOTOKOJIA HA BalllaTa OPraHU3alus 3a CTEPUIIN3AIMS Ha XUPYPrHYHO 000pyABaHe.

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

b. Karo m3non3eare ne3unpexTHpa pa3TBop 3a OOJIHUYHA yroTpeda BbPXY Maplaide Wi KbpIia,
M3THPKAWTE M3ISUI0 BHHITHATA YacT Ha Y HUBEPCATHOTO 3aaBmkBamnio Y crpoictso (Y3Y).

3ABEJIE/KKA: He noromnsiBaiiTe 3a/IBIKBAIIOTO YCTPOHCTBOB Pa3TBOP 3a MOYUCTBAHE U HE CTCPUIIM3UpANTE
3aBIKBAIIOTO Y CTPOMCTBO B aBTOKIAaB. He mouncTBaliTe yCTpOHCTBOTO ¢ (PU3HNOIOTHYEH pa3TBOp. Te3u
MIPOLIEAYPH e IPEIU3BUKAT MTOBPE/Ia Ha 33 JBMKBAIIIOTO YCTPOICTRO.

c. Crmen xaro ne3uH(peknuaTa ObJe 3aBBPIICHA U 33IBIKBAIIIOTO YCTPOHUCTBO € CYXO0, IIPOBEPETE 32
HEeH3IPaBHOCTH BbB ()YHKIMOHHPAHETO U IIOCTABETE B TIOAXO/AIIATA 30HA 32 ChXPaHEHHUE.

2. I'vBkaB madt u Kopmyc

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

3ABEJIE/KKA: He Tpsa6Ba na noronsiBare B Te4HOCT | HBKaBHs
madT u Kopryca B HUTO €IMH MOMEHT.

C. Karo u3nonssate ne3uH(eKkTHpAIll Pa3TBOP 32 OOJTHUYHA
yHoTpeda BbpXy Mapuandye Win Kbpria, U3TbpKaiTe U3Isio
BBHHIITHATA YACT HA KYTHATA.

d. Cren xato nesuHpeknuaTa Obe 3aBbpIicHa vl 'bBKaBUS
madT u Kopryca ca cyxu, npoBepeTe 3a HEU3IPABHOCTH BbB
(YHKIIMOHUPAHETO U TIOCTABETE APTUKYIUTE B TIOAXOSIIATA
30Ha 33 CbXpaHEHHE.

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
CTEpUJIHA COHJIA/PhKAaB MPEIU yroTpeda 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 pbxkata (C Kommiekra BuntoBe 1 Axantep Ha 3aBIKBAILIOTO 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 HOYUCTBAIL Pa3TBOP ¢ HUBO 3a NMPHJIOKEHUE B OOJHUYHA Cpesa, cieBaiite
MPOTOKOJIa Ha BallaTa OpraHu3alus 3a XUPYPruaHo o0opyBaHe.

C. Cnen KaTo U3MMBAHETO € 3aBBPILIEHO U APHKKATA, KOMIUIEKTHT BUHTOBE U AnanTepa Ha 3aIBUKBAIIOTO
Y cTpolcTBO ca Cyxu, TPOBEPETE 32 HEU3MPABHOCT.
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OmnakoBaiiTe U CTepUIN3UpaiTe APHKKATA, KOMIUIEKTAa BUHTOBE U AJlanTepa Ha 3aJABMKBAIIOTO Y CTPOMCTBO KaTo
cJIeqIBaTe MPOTOKOJIA 32 CTEPIITU3AINS Ha BallaTa OpraHU3alys 3a XUPYPIHIHO 000pyIBaHe.

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

b. Karo u3nomn3sare ne3uH(peKkTUpaIL pa3TBop 3a OONHUYHA yHOTpeda BbpXy Maplaiye Wik Kbpiia, U3ThpKaiite
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.

€. Cnen karo nesuH(peknusATa Obe 3aBbPIIEHA U MEAATBT U eNEKTPHUECKUS Kabel ca CyXu, 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: Bcexn HeH3IOI3BaH HHCTPYMEHT 3a €JHOKpaTHA yIoTpeda TpsiOBa ga 0b/ie N3XBBPIICH.
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Wucrpykuuu 3a logapbxka u MHcnekuus

1. THomapwxka Ha ['bBKaBHS AT

a. [Touncrere ['bBKaBUs madT ciex 20 yaca
Ha paboTa 4pe3 MOYNCTBaHE 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 moaapbxKKaTa 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.

0. IlepuomnyHo NpoOBEpsIBATE CHCTOSHUETO 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
paskavane Ha madTa ce BpbIIa U3IIo Cie]] KaTo
ObJe HATHUCHAT.

Paskauere crimoOkara Kopnyc Ha ['bBkaBus madt
Queypa w
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3. 3amsHa Ha OCHOBHUS 3aXpaHBall Kabel
S % 7 a. IIpoBepsBaiiTe MOKPUTHETO HA BHHIIHUS KaOeJ Mpean BCAKa
ymnoTpeoa.

3ABEJIE/KKA: Axo MOKpUTHETO HAa BRHIIHAA Kabell MMa MpopesH,
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

IIpeanaszured (2)

' IIpenna3zuren

JIbp:kauu 3a mpeanasurean

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 nBara mpeAnasuTeNs, 3a 1a BUAUTE Aaiu ca uropenu. lIpoeepere BU3yanHo gaiu
NpeAna3uTeNsT € U3ropsil, KaTo NPOBEPUTE NaIH )KUUYKaTa B KyTUATA HA IPEANAa3UTEeNs € CUyIIeHa.

f. Ako ce MOTBbp/AH, Y€ MPEIIA3UTEIST € CUyIIeH, ocTaBeTe HOB npennasuten (Hact #: X100276) B
J'bprKada Ha Ipeana3uTelia U ro MHCTaJupaiTe B 3aXxpaHBaHETO. BbBenere miockara 3a0CcTpeHa
OTBEpTKa B THE3/IOTO HA Jbprkaya Ha Npera3uTelis U 3aBbPTETe B TOCOKa 00paTHA Ha YaCOBHUKOBATA
CTpenKa.

5. H3xBwpiere YHUBEpcaIHOTO 3aBHKBAIIO Y CTPOUCTBO
a. Axo YHHMBepcaaHOTO 3aBXBAIIO YCTPOHCTBO ObJie N3XBBPIIEHO, HE MOXKE /12 CE U3XBHPJIU B 00N
ooknyk. Y3V TpsOBa ia ce oTHece B 0100peHo Yupexkaenue 3a M3xebpisiHe Ha Enexrponnu M3nemmst.
Csbpxere ce ¢ Noviotissue 3a gombsaauTEHA HHOOPMAIIHS.
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OTCTpaH}IBaHe Hd HCHU3IIPABHOCTHU

To3u pa3deﬂ onucea 061/14617’1161 MHd)OpMabﬂ/lﬂ 3a OmMCmMpaHA8adne Ha HeUuInpasHocmu, 6KIIOYUMeENIH0O peULeHUs na
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 Noviotissue. 3a nonbaHuTeaHa HHMOPMAIHs, BUWKTe pasaena 3a [apanius, CepBU3HO 00CTy)KBaHE U BPbIAHE.

3ABEJIE/KKA: Y3V e chkparienue 3a;: YHHUBEpCaTHO 3aABMUKBAIIO Y CTPOHUCTBO .
1. Tlpomepere BU3yallHO CHCTeMaTa 3a MpU3HAIM Ha (hr3mdecka MOBpeIa WK H3HOCBAHE:
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. B

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

W3nocen 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 Kopmyca

Ilouncrere unu cmaxere I 'bBKaBUS
madT 1 Kopryca, KakTo € onucaHo B
paznena 3a [lonnpsxka u [Ipernen
Ha TOBAa PbKOBOJCTBO.

Bwxre Paznena 3a [logapbxka u
[Ipersien Ha TO3M HApBYHUK.

Cren xaTo ppKOXBaTKaTa 0bJ1e
oTcTpaneHa oT [ 'bBkaBus madr,
oCTpHeTO TpAOBa J1a ce BbPTH
cB00OHO Ha pbKa. Kopurupaiite
BCSKAKBU MEXaHUYHU YCYyKBaHUS.
[IpoBepere nanu KyTHsTa € U3LAIO
BbBEJ/ICHA B MMO3UIUATA HA
YCTPOMCTBOTO

3amenere [lagra

3amenere Amantepa

3amenere lagra

3ameHeTe ¢ HOBO OCTpHe

[IpoBepere npennazurennre. AKo
IpEANa3uTeINTe ca OK, BEPHETE
VY3V na Noviotissue 3a cepBu3HO
o0cITy>KBaHe.

Bwpuere Y3V na Noviotissue 3a
CEpBU3HO 00CITyXBaHe.
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Ta3u cTpaHuna yMUIIUIEHO € OCTaBEHA MIpa3Ha.
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["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” wiu “npou3BoauTeNsT”’) TapaHTUpa, Y€ BCIKA HOBa CUCTEMa 3a 00paboTKa Ha ThKaHU
Amalgatome SK u HelfHUTe KOMIIOHEHTH Cca TECTBaHU M MPOBEPEHU U ca M3Ie3NHu OT pabpukaTa B 100po padoTerio
cberosuue. CBbprkere ce ¢ NOVIOtisSUe o oTHOIIEHHe Ha FapaHIIMOHHHU MTPOOJIEMHU HITH MPETECHIIHNH.

e ["apanrtupa ce, 4e cucteMara 3a 00paboTka Ha ThkaHu Amalgatome SK e 6e3 mpon3BoACTBeHH AePEKTH B
MaTepuannTe u u3paboTKkara, py MpaBUIIHA MOAIPHKKA OT CTPaHa Ha KIMEHTa, MPAaBIIIHO ITOYHCTBAHE U yroTpeba
IIPY HOPMAJIHU yCJIOBHS U I10 IpeiHa3HauyeHne. EXSUrco npenocrass rapaHiys 3a MpoayKTa 3a IepHoJl OT efHa
TO/IMHA OT JaTaTa Ha JIOCTaBsSHE OT Ha KIIMEHTA.

e  CTepuTHHAT NPOIYKT 32 €THOKpPATHA YIOTpeOa He € TIOKPHT C TapaHIvs OTBB]] CPOKa Ha TOAHOCT, 0003HAUCH BBPXY
O3HAYEeHMTa Ha IIPOAYKTA.

[To Bpeme Ha meproaa Ha rapaHIus, IPOU3BOIUTEIAT III€ PEMOHTHPA U TI0 CBOE COOCTBEHO YCMOTPEHHUE, 3aMEHS
neeKTHUS MPOAYKT Wil YacT 0e3 1a ce HajaraT pa3HOCKW Ha KiHeHTa. JleeKTHUTe YacTH, KOUTO ca 3aMEHEHH TI0 Ta3H
rapaHIus, e CTaHaT COOCTBEHOCT Ha MPpOoU3BOaUTENs. Ta3u rapaHIys He TOKPYBA IIETH, MPUINHEHN OT HETIPABUIIHA
ynotpeba, 3moynotpeda (M3ImycHATO WK MOBPEACHO), MHIIMCHT, HEOPEKHOCT MIIH BCSAKAKBA YIIOTpeOa, KOSTO HE €
Mpe/nrcala B TOBa pPbKOBOJICTBO 32 yHoTpeba. AKo cucTeMara crane jeeKkTHa Mopaj iy HelmpaBuiiHa yroTpeda muiu
HEHOPMAJIHU YCJIOBHA Ha pa0oTa, Te3W PEMOHTHH JIEHHOCTH Iile Ob/IaT TAKCYBaHW HA KIIMEHTA. BCHYKYU IpeATIpUsITHSA,
KOHUTO ca BbPHATH 32 FApaHIIMOHEH MM U3BbHTapaHIIMOHEH PEMOHT TPsIOBa Jja ObJIaT BbPHATH 110 MPOIeaypara 3a
BpbIaHe Ha croku Ha Noviotissue. 3a moBeve uHbOpMaIKs BHXKTE pasjies Bpbiane mo-mony. Exsurco HsiMa 1a HOCH
OTTOBOPHOCT NMPH HUKAKBU 0OCTOSATENICTBA 32 BCSIKAKBa MHIMIEHTHA, MHANPEKTHA, MTOCIEABAIA TN HaKa3aTelHa [eTa
BBB BPb3Ka C MOJTyYaBaHETO WM yroTpebaTa Ha MpoayKT Ha Exsurco. OcBeH ToBa, Ta3u TapaHIys HsIMa Jia ce Ipujiara u
Exsurco HsMa 1a HOCH OTTOBOPHOCT 32 BCAKAKBH 3aryOy WM MIETH, Bb3HUKBAIIH BbB BPb3Ka ChC 3aKyIYBaHETO WIIH C
ynotpebara Ha IpoAyKT Ha Exsurco, KOWTO € OWIT peMOHTHPaH, OT KOWTO U Jia € IPyT OCBEH OT MPOU3BOIUTEISI WIIH € OWIT
MTPOMEHSTH 110 BCSAKAaKbB HAYMH, KOWTO 110 MHeHHE Ha Exsurco Medical moxe na moBmusie Ha CTaOMITHOCTTA WA Ha
HaJESKTHOCTTA HA TPOIYKTa. AKO TOBa CE€ CIIyYH, pEMOHTA Ha MPOAYKTA I1ie ObJie TAKCYBaH Ha KIMeHTa. Ta3u orpaHnueHa
rapaHIys € U3KIIOYUTETHA U 3aMeCTBA BCUUKH JPYTH TapaHIUY, IPEKH WIK KOCBEHH W BCUUKH IPYTH 3aIbJIKSHUS 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 € OWJI0 JPyTH OTTOBOPHOCTH BHB BPB3Ka C TO3H 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 O6padorkana Tekann Amalgatome SK na Exsurco Medical e npeana3HadeHa 3a ynorpeda camo ¢be
crimoOkara 3a riaBa 3a eqHOKpaTHa ynorpeda Amalgatome SK. Ymorpebara Ha ocTpreTa Ha APYT IPOU3BOIUTEIN 3a€THO C
Amalgatome SK u3depriBa rapaHiisaTa Ha IpOIyKTa.
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Oo6cayxBane

Cucremara 3a O6paboTtkana Trkann Amalgatome SK He chappika 4acTh, KOUTO MOJIEKAT HA CEPBU3, CAMO OTAEITHU
YacTH 3a CMsHa, KakTo ¢ onucano B [Ipunoxenune b. Cucremara TpsOBa 1a 6b/1¢ BhpHaTa Ha NOVIOtiSSUe 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 MPOU3BOIUTEIIS.

He ce onutBaiite 1a 0TBOpHUTE WIX A2 Pa3riioOuTe Y HUBEPCATHOTO 3aIBHXKBAIIO Y CTPOUCTBO . To mpeacTaBisBa
(habpr9HO 3amedaTaHo yCTPOHCTBO, 6€3 YaCTH, KOUTO JIa TIOJIJIe’KaT Ha 00CITy)KBaHE OT MOTPEOUTENs OTBBTpe. AKO TOBa
HACTBIIH Ta3u rapaHIvs CTaBa HUIIOXXHA U KIHCHTHT TPSAOBA J]a BbpHE Y HUBEPCATHOTO 3aJIBHXKBAIIO Y CTPOHCTBO Ha
Noviotissue 3a peMOHT, KOKTO Iiie Ob/ic TAKCYBaH Ha KIIMCHTA. [[POU3BOIMTEIAT MPOBEXKIA ISLIOTO 0OCITy)KBaHE Ha
Cucremara 3a O6pabotka Ha Trkann Amalgatome SK.

MoskeTe 1a ce ceppxetre ¢ Noviotissue na +31 (0)24 71 14 079, wiu Ha umeitn info@noviotissue.com, 3a f1a monyuure
OTrOBOP Ha OOIIM BBIIPOCH, KOMTO Ca CBbP3aHH ¢ paboTara, rapaHIuATa ¥ 00CIy)KBaHETO Ha CHCTEMATA.
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Bpbane

Koraro e HeoOxoammo ia ce BbpHE cucTemara 3a o0padoTrBane Ha ThkaHn Amalgatome SK 3a rapanimonHo o0CTyKXBaHe
WM HerapaHIIMOHEH CepBU3, MO 1a ce cBbpikete ¢ ¢ Noviotissue na +31 (0)24 71 14 079, wnu Ha uMein
info@noviotissue.com.

Noviotissue 1e mpemocTaBy Ha KJIMEHTa 0J00peH KOHTEHHEp 3a JOCTaBKa MpH BpbiaHe. KIIMEHTHT € OTTOBOPEH 3a
TpaHcmopTa npu Bpbiiane. NOViOtissue mie u3rcka 10Ka3aTeICcTBO 3a JOKYMEHTH 3a TIOYUCTBAHE TPH MOTy4aBaHETO HA
HHCTPYMEHTa. AKO ChC MPOAYKTA HE € BKIFOUEHO J0KA3aTeICTBO 3a MOYMCTBAHE, IPOAYKTHT Iie ObJe BhpHAT Ha
motpeburess. Noviotissue He nmpreMa NMPOAYKT, KOHTO € OWJI U3Mo3BaH O3 MBPBO J1a € OWJI MOYNUCTEH HITH, KOWTO HE €
OWJI TIOCTaBEH C MOAXOISAIINTE JOKYMEHTH. [Ipu mosrydaBaHe Ha BbPHAT MPOAYKT OT IPOU3BOIUTEIS, TPOLYKTHT CE
nperjiexaa oT OT/ela Mo TEXHUUecKo oocmykBane. NOVIOtiSSUe 1ie mpeocTaBy Ha KIMEHTa OICHKA 3a CepBH3a 32
BCSIKAKBH PEMOHTH, KOMTO HE Ce TIOKPUBAT OT rapaHIksiTa WK OT yIb/DKCHATA TapaHius. [[pOU3BOIUTENIAT OCHIIECTBSIBA
ISUTOTO CEPBHU3HO 00CITYKBaHE Ha MSICTO B OTJEJIa M0 TEXHMYECKO CEPBU3HO 00cmyxBaHe. Korato mpoayKThT € TOTOB 3a
J0CTaBKa 00paTHO Ha KiaueHnTa, NOViotisSue mokprBa TpaHCIOPTa M BPBIIA IPOAYKTa B O00PEH 3allIUTEH KOHTEHHED 3a
JOCTaBKa.

Exsurco Medical e anraskupana ¢ KauecTBOTO Ha IPOJYKTHTE CH. AKO MMaTe OIUIAKBAHE WIIK HE CTE HAITBJIHO
YIIOBJIETBOPEHH C BAIlIKs MPOIYKT, MOJIsI J1a ce cBbpxkeTe ¢ Noviotissue, 3a i1a perucrpupare omiakBane. Msmnparere
umeiin Ha: info@noviotissue.com mnu mo3ssHeTe Ha Tenedon: +31 (0)24 71 14 079. 3a ma ce OAMOMOTHE pa3ciieABAHETO
Ha CHOMTHETO JOBJIHUTEIHO, M3UCKBAMe CII€HAaTa HH()OPMAIIUS:

e lme, agpec U HOMEp Ha CMETKa

e TemehoHen HoMep 1 UMEHI aapec

e Yact/mpoayKT, 3a KOHTO ce M0/jaBa OIIaKBAHETO

e Cepuen HoMep (00OpyABaHe) WK MAPTUAECH HOMEpP (€AHOKpaTHaA yrnoTpeda)

e Onucanue Ha cb0UTHETO. BBAETE BE3MOXKHO HAli-NIOAPOOHH B OMHUCAHUETO U 3KO Ca HAJIMYHH, IPETOCTABETE CHUMKH.
e l3uckBaHWs Ha 3aeMallus, aKO Ca HAJIMYHU ITPU TIOMCKBAHETO

Bennbx cien kaTo e nosrydeHo oruiakane B NOVIOtiSSUe, Moxe /1a ce CBhpiKeM ¢ Bac 3a nosede uHpopmarms. Koraro
MPOAYKTHT ObJIc BBPHAT CE MPOBEXK/Ia MPEBAPUTEIIHA OIICHKA U MPOAYKTHT CE PEMOHTHpA (aKO € HEOOXOAUMO) U ce
BB3CTaHOBSIBA KbM ChOTBETCTBHE MPeaHu Ja ObJie 1ocTaBeH oOpatHo. llle Obae npenocTaBeHo 3aKIF0YUTEIHO ITHCMO,
KOETO II[¢ BU OCBEJIOMH T10 OTHOIICHUE HA M3X0J1a OT PAa3CIeIBAHETO 10 OTHOIMICHHE HA OTTAKBAHETO.
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[Ipunoxenne A: Texandyecku CrenuduKannm

YHuBepcaaHOTO 3aIBIOKBAIO Y CTPOHCTBO Ha EXsurco, onmrcano B Ta3u

WHcTpykus 3a paboTa € M3MUTAaHO OT He3aBUCHM U CepTU(UIMpaH opraH, 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. B

€.

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
SaaBwxkBan madT/Y HUBEpCaTHOTO 3aIBIKBAIO Y CTPOUCTBO: MeXxaHHYCH
nopn 70dB

ITo-manko ot 2,5 m/s2

Ynorpeba Ha 3aKpUTO

Hammopcka Bucounna go 2000m

Temnepatypu 5°C o 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 U3KJIHYCHUE, CE 0UaKBa BPEMEHHA ITPOBOJIUMOCT,
MIPUYUHEHA OT KOH/ICH3AIIHs).

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

Ka6en 3a [legana 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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[Ipunoxenue B: Madopmanus 3a Hacture

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

X100431-EU2 Amalgatome SK Kommnuiekr:

1 Bcexu X101453-EU  YHuBepcamHoTO 3aABIKBaIIo YcrpoiicTBo (BkitouBaiio [lenan 3a Kpak u
3axpanBamy Kademnm)

1 Bceku X100060 Criio0ka Ha AnymunueBa [pbxkka (BKIFOUUTEIHO AanTtep 3a 3aaBKBaHe H BUHT
3a [Ippxka)

1 Bceku X100065 I'bBKaB magt

1 Bcekn 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

2 BCEKH X100276 3abaBeHo Bpeme/3abareHo Msrapsue [Ipeamasuren tun [latpon - 5x20mm pa3mep,
1,25A, 250VAC

1 Bcekn X100063 Hpbxka Ha BunTa

1 Bcexu X100062 Anantep Ha 3aABHKBAHETO

1 Bcexu 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/xyTus X101835 CrepuiHa, 71aBa C OCTpHE 3a €IHOKpaTHa ymoTpeba

3a nopbuka Ha cucTemata 3a 00padoTKka Ha ThkaHi Amalgatome SK, 3a neHoBa oepTa 1 BCHYKH BBIIPOCH, CBBP3aHH C
MpoayKTa, MOJIst fa ce cBbpxkere ¢ Noviotissue na teiaedon +31 (0)24 71 14 079 wiun na u3npaTuTe HMEWT Ha apec:
info@noviotissue.com.
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Tasu cTpaHuia yMHIIIIEHO € OCTaBeHa Mpa3Ha.
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ITpunoxenue 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 nsnon3saiiTe ako olmakoBKaTa €
MOBpeIeHa

Tazu ctpana Harope

Octwp mpeameT

PN#: X100894-EU2, Pes. B

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

3a U3XBBHPIISTHE HA €IIEKTPOHHU
. HA3JEIUI

IIponyKThT OTrOBaps Ha

MIPUIIOKUMUTE U3UCKBAHUS 32

6e3onacHocT 3a nmazapa Ha EC

—g/co— OtBopeTe MpeKkbcBaya 3a Kpak HOPMAIHO

PN#: X100894-EU2, Pes. B

-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
kanagcknute EMC usuckBanus
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AMALGATOME® SK PHKOBOJCTBO 3A IOTPEBUTEJISA

Nudopmanus 3a KoHTakT

Mouist BiKTE HHPOpMAIKATA TIO-0Ty 32 Bpb3ka ¢ NOVIOtiSSUe mpsiko, 3a KaKBUTO ¥ Jia € OMJIO OT BalllUTE BHIPOCH,
KOMEHTapH MU omaceHus oTHOcHO Amalgatome SK, KakTo ¥ ¢ BCHUKH BBIIPOCH, CBBP3aHU ChC 3aKyITyBaHE HIIH
obcmyxBaHe.

Muctubdytop Ha npoaykra: Noviotissue B.V.
Anpec: Kerkenbos 1077V
6546BB Nijmegen
The Netherlands
Tenedon: +31 (0)24 71 14 079
Hwmeiin: info@noviotissue.com
Veb crpanuia: WWw.noviotissue.com

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

Wakeman, OH 44145, caIif
Tenedon: +1 800-243-6049
Nwmeiin: info@exsurco.com
Veb cTpaHuIia: WWW.exsurco.com
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Ta3u cTpaHuna yMUIIUIEHO € OCTaBEHa MIpa3Ha.



eXsurco

medical
REDEFINING EXCISION SCIENCE

Noviotissue B.V.
Kerkenbos 1077V
6546BB Nijmegen
The Netherlands
Juctpudyrop Ha npoaykra 3a bbarapus, I'epmanns, Hunepiaanaus u O0e1nHeHo KpajacTBo

Exsurco Medical
10804 Green Road

Wakeman, OH 44889, calll

Exsurco Medical
P.O. Box 376

Vermillion, OH 44089, calx
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