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Thank you for purchasing the ATEC® Sapphire Breast Biopsy and Excision System.
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ATEC® Sapphire Breast Biopsy and Excision System

Please read all contents of the Operator's Manual for your ATEC Sapphire Breast Biopsy and Excision System prior to
installation and operation. Follow all warnings and instructions as stated in this manual. Keep this manual available during
procedures. Physicians should inform patients about all potential risks and adverse events discussed in this manual with
respect to the use of the ATEC Sapphire Breast Biopsy and Excision System.

As used below, the term “Hologic®” means Hologic, Inc., a Delaware corporation. Also, the term “ATEC Sapphire Breast
Biopsy and Excision System” means the ATEC Sapphire console and all available ATEC Breast Biopsy and Excision
System components, as more fully described in the components section below (unless the context dictates otherwise).

Warnings and Precautions

The ATEC Sapphire Console must be installed and put into service according to the guidance provided in these instructions
to ensure its electromagnetic compatibility. Refer to the electromagnetic emissions and immunity tables in the Specifications
section.

Safety and Electrical

1. To disconnect, unplug the console from the electrical outlet.

2. Should any object or liquid fall into the console, unplug the console and have it checked by qualified personnel before
operating it any further.

3. Unplug the console from the electrical outlet if it is not to be used for several days or an extended period of time.

4. To prevent fire or shock hazard, do not expose the console to rain or moisture.

5. To prevent shock hazard, do not use the console’s polarized plug with a receptacle unless the blades can be fully
inserted to prevent blade exposure.

6. Do not use the console’s polarized plug with an extension cord.

7. DANGER: There is a small risk of explosion if the console is used in the presence of flammable anesthetics or other
explosive gases.

8. Grounding reliability can only be achieved when the console is connected to an equivalent receptacle marked “Hospital
Grade.”

9. The console should not touch other electrical equipment during use.

10. The console can radiate radio frequency energy and, if not installed and used in accordance with the instructions, may
cause harmful interference to other devices in the vicinity. However, there is no guarantee that interference will not occur
in a particular installation. If the console does cause harmful interference to other devices, which can be determined by
turning the console off and on, the user is encouraged to try to correct the interference by one or more of the following
measures:

a. Reorient or relocate the receiving device.

b. Increase the separation between the equipment.

c. Connect the console to an outlet on a circuit different from that which the other device(s) are connected.
d. Consult Hologic for technical help.

11. Portable and mobile RF communications equipment can affect the ATEC Sapphire Console. Refer to the
electromagnetic immunity tables in the Specifications section for recommended separation distances.

12. Damage to the power cord may cause a fire or shock hazard. When unplugging the power cord, please hold by the plug
and remove it carefully. Do not damage or modify the console power cord.

13. Do not attempt to use any console that could present a shock hazard. Immediately contact Hologic or your distributor.

14. Do not place the console on an unstable surface. The console may fall, causing serious injury and damage to the
appliance. Quick stops, excessive force and uneven surfaces may cause the console to overturn.

Maintenance and Storage

1. Allow adequate air circulation around the console to prevent internal heat build-up. Do not place the console within
1ft. (.30m) of any obstructive surface.

2. Do not install the console in a location near heat sources such as radiators or air ducts, or in a place subject to direct
sunlight, excessive dust, mechanical vibration or shock.

3. When the console is not being used, turn off all power switches and place the console in a location where it will not be
damaged.



4. To keep the console looking new, periodically clean it with a soft cloth. Stubborn stains may be removed with a cloth
lightly dampened with a mild detergent solution. Never use strong solvents or abrasive cleansers since these will
damage the console casing. The console should only be cleaned after the power cord is disconnected from the power
outlet.

5. No modifications of the console is allowed.

6. The console should only be opened or serviced by Hologic or qualified personnel who have been trained and certified by
Hologic.

7. Do not store the ATEC Sapphire console in conditions outside of the stated equipment storage and transport
environmental conditions.

8. If you are a Hologic customer in the United States, please consult your Hologic Sales Representative or contact
Customer Support if you cannot correct a problem using this Operator’s Manual. International customers, please contact
your distributor or local Hologic Sales Representative directly with questions, comments and/or technical service issues.

Operation

1. THE COMPONENTS OF THE ATEC SAPPHIRE BREAST BIOPSY SYSTEM ARE FOR USE ONLY BY QUALIFIED
MEDICAL PERSONNEL TRAINED IN THEIR USE AND APPLICATION. Qualified medical personnel should perform a
test of the ATEC Sapphire Breast Biopsy and Excision System prior to each procedure or prior to each time a new single
patient use disposable is attached to the console.

2. The biopsy procedure should be performed only by persons having adequate training and familiarity with this procedure.
Consult medical literature relative to techniques, complications and hazards prior to performance of any minimally
invasive procedure.

3. As with any medical procedure, please ensure that users wear appropriate personal protective equipment to guard
against potential contact with bodily fluids.

4. Do not operate the ATEC Sapphire console in conditions outside of the stated equipment operating environmental
conditions.

Compatibility

1. This equipment/system is intended for use by healthcare professionals only. This equipment/system may cause radio
interference or may disrupt the operation of nearby equipment. It may be necessary to take mitigation measures, such
as re-orienting or relocating the ATEC Sapphire Console or shielding the location.

2. The console is NOT intended for use inside the MRI suite. The console must reside outside of the MRI suite. Turn the
console power off during MRI imaging to avoid the possibility of image distortion.

3. Use only disposables that are manufactured by Hologic. Use of any other disposables may result in damage to the
console and unintended injury to the patient or unacceptable clinical results and shall void any warranty provided by
Hologic.

4. Only Hologic-approved accessory equipment and components shall be used with the console. The use of unauthorized
accessory equipment and components shall void any warranty provided by Hologic.

5. All disposables associated with the ATEC Sapphire Breast Biopsy and Excision System are intended for single patient
use and are not intended for resterilization and subsequent reuse. Dispose of all single patient use instruments after
opening.

6. The ATEC Sapphire Console should not be used adjacent to or stacked with other equipment. If adjacent or stacked use
is necessary, the ATEC Sapphire Console should be observed to verify normal operation in the configuration in which it
will be used.

Introduction

This manual is written for medical personnel who will be responsible for operating the ATEC Sapphire Breast Biopsy and
Excision System. It is extremely important that the operator read and thoroughly understand the contents of this manual,
be trained by a qualified applications specialist, and follow the instructions contained herein for reliable, safe and efficient
operation of the product.

R(ONLY (U.S.) Federal law restricts this device to sale by or on the order of a physician pursuant to
21 CFR 801.109(b)(1).



Patient Target Group

The target patient population of ATEC Breast Biopsy and Excision System includes patients undergoing breast tissue
removal for diagnostic sampling of breast abnormalities.

Indications

The ATEC Breast Biopsy and Excision System is indicated to provide breast tissue samples for diagnostic sampling of
breast abnormalities. The ATEC Breast Biopsy and Excision System is intended to provide breast tissue for histologic
examination with partial or complete removal of the imaged abnormality. The extent of histologic abnormality cannot
be reliably determined from its mammographic appearance. Therefore, the extent of removal of the imaged evidence
of an abnormality does not predict the extent of removal of histologic abnormality, e.g., malignancy. When the sampled
abnormality is not histologically benign, it is essential that the tissue margins be examined for completeness of removal
using standard surgical procedure.

Contraindications

1. The ATEC Breast Biopsy and Excision System is for diagnostic purposes only and is not intended for therapeutic
applications.

2. The ATEC Breast Biopsy and Excision System is contraindicated for those patients who, based on the physician’s
judgment, may be at increased risk or develop complications associated with core removal or biopsy. Patients
receiving anticoagulant therapy or who may have bleeding disorders may be considered at increased risk of procedural
complications.

Intended User

The ATEC Breast Biopsy and Excision System should be used only by physicians trained in open or percutaneous biopsy
procedures.

Notes on the MRI Environment

1. The console may be used to perform biopsies under ultrasound (U/S), stereotactic (STX) or MRI guidance.

2. The console is NOT intended for use inside the MRI suite. The ATEC Sapphire console must reside outside of the MR
suite. Turn the console power off during MRI imaging to avoid the possibility of image distortion.

3. The ATEC MRI footswitch, ATEC MRI handpiece and ATEC MRI Introducer Localization System (ILS) are specifically
designed for use in the MRI suite. Items which may be brought into the MRI suite will be marked with the “MRI
Conditional” symbol.

4. The ATEC MRI breast biopsy device may be safely used in the MRI environment external to the scanner bore when the
maximum spatial gradient field does not exceed 4 T/m (400 gauss/cm) in a Cylindrical MR Scanner with static magnetic
field strength (BO) of 1.5T and 3T. Failure to follow these conditions may result in injury.

5. Hologic offers a variety of disposable handpiece configurations. However, when performing MRI-guided breast biopsy
procedures, an ATEC MRI handpiece MUST be used. ATEC handpieces designed for use with MRI guidance are
compatible with the red receptacle marked “MRI” on the console. The ATEC MRI Introducer Localization System (ILS) is
available for localizing the area targeted for biopsy.

6. An overview of the products suited for MRI, Stereotactic (STX) and Ultrasound (U/S) guided biopsy procedures is
included in the Components section.

Notes on the Stereotactic and Ultrasound Environment

1. Handpieces designed for use with stereotactic (STX) and ultrasound (U/S) guidance are compatible with the red
receptacle marked “US/STX" on the console.

2. The particular handpiece selected for use with ultrasound (U/S) and stereotactic (STX) guidance depends on user
preference and the type of stereotactic (STX) system being used. Please refer to the Disposable Product Selection
section of this manual for additional guidance.

Expected Clinical Benefit

The ATEC Breast Biopsy and Excision System enables physicians to use a minimally invasive system to extract small
biopsy samples of potentially malignant breast tissue.



Components

TABLE 1: CAPITAL EQUIPMENT (MULTIPLE PATIENT USE)

Stereotactic Guided Biopsy | Ultrasound Guided Biopsy | MRI Guided Biopsy
Procedures Procedures Procedures
ATEC Breast Biopsy and Excision . . .
System: Sapphire unit
ATEC Footswitch . . .
ATEC Power Cord . . .
ATEC Vacuum Line Assembly . . .
ATEC Stereotactic Adapter . N/A N/A
Eviva Stereotactic Adapter . N/A N/A

TABLE 2: DISPOSABLE COMPONENTS (SINGLE PATIENT USE)

Stereotactic Guided Biopsy | Ultrasound Guided Biopsy | MRI Guided Biopsy

Procedures Procedures Procedures
ATEC Handpiece . . N/A
ATEC MRI Handpiece N/A N/A .
ATEC Introducer Localization N/A N/A .
System (ILS)
Eviva Handpiece . N/A N/A
Needle Guide (ATEC and Eviva®) . N/A N/A
ATEC Canister with Lid . . .
ATEC Tissue Filter Optional Optional Optional
ATEC Remote Tissue Filter See Note 1 N/A N/A
Adapter (RTFA)

Note 1: To be used with Hologic Stereoloce Il upright stereotactic system and Siemens stereotactic systems. Optional for all other stereotactic systems.

Product Nomenclature and Disposable Product Selection

Hologic offers a variety of ATEC and Eviva handpiece configurations to be used under stereotactic, ultrasound and MRI
guidance. The specific handpiece to be selected depends on user preference and the type of imaging equipment being
used as indicated in Table 4 and Table 5. Please refer to the Hologic website at www.hologic.com for an updated list of
disposable product offerings.

ATEC and Eviva catalog numbers use the following number nomenclature:

TABLE 3: NOMENCLATURE OF CATALOG NUMBERS: ATEC 09 12-20

Device Cutting Cannula Needle length (cm) Aperture Size (mm) | Suffix (if any)
Type Needle Gauge
ATEC 09: 9 gauge 09: 9 cm long 12: 12 mm aperture MR: MRI dedicated handpiece
EVIVA 12: 12 gauge 12: 12 cm long 20: 20 mm aperture T: Petite
13: 13 cm long
10: 10 cm long




TABLE 4: EVIVA COMPATIBILITY

Biopsy Device Needle Guide | Stereotactic Adapter Kit
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Note: Product Availability may vary by Country.
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TABLE 5: ATEC COMPATIBILITY

Equipment

ATEC STX-Fischer

Hologic MultiCare®
Platinum

Hologic Stereloc® Il

Hologic Affirm™

Siemens® (Fischer)
Mammotest

Siemens® (Fischer)
Mammotest
Lateral Approach

Siemens® Opdima

GE Senographe DS®
and Senographe®
Essential

Vertical Approach

GE Senographe DS®
and Senographe®
Essential

Lateral Arm Approach

Instrumentarium®
Delta 32

Ultrasound Procedures

Aurora MRI System
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Included in ILS Kit

ATEC RTFA

Note: Product Availability may vary by Country.
Note: For other Imaging Modalities and Equipment, contact your Hologic Representative or Distributor.
* Preferred ancillary equipment




Controls and Functions

The console user interface panels include controls that enable the user to operate the system and indicator lights that
provide additional information about system status. A detailed description of each component on the user interface can be
found below.

FIGURE 1: CONSOLE USER INTERFACE PANELS

LEFT USER INTERFACE RIGHT USER INTERFACE

Console User Interface

1. Power Switch - Turns power to the console on and of: On="1"/Off=“0"

2. @ “Setup” Button - This push button control allows for the self-priming of the system with saline. When placed in
“Setup” mode, the “Saline PV” (Pinch Valve) is opened and the vacuum is turned on, allowing insertion of the
silicone tubing section of the handpiece saline line.

X%,

“Test” Button - This push button control activates the handpiece through one test cycle. The system will return
to “Biopsy” mode upon successful completion of one test cycle.

4, @ “Biopsy” Button - When placed in “Biopsy” mode, the handpiece is ready for tissue acquisition. Footswitch
input begins biopsy cycling.

5. @ “Lavage” Button - When placed in “Lavage” mode, the “Saline PV” is opened and vacuum is turned on to
irrigate and aspirate the biopsy cavity.

6. @ “Manual Aspiration” Button - When placed in “Manual Aspiration” mode, the “Saline PV” is closed and
the inner cutting cannula is retracted. In this mode, the user can vacuum the biopsy cavity by depressing the
footswitch.

7. ( ¢ “Retest Handpiece” Indicator - Does not illuminate under normal conditions. Flashes red when “Test” or
“Biopsy” mode is not completed due to pressure failure. Refer to the Trouble- shooting section for suggested
steps to diagnose and correct a potential problem.

8. Q{.I “Retum to Setup” Indicator - Does not illuminate under normal conditions. Flashes red when “Test” mode is
not completed due to vacuum failure. Refer to the Troubleshooting section for suggested steps to diagnose and
correct a potential problem.

9. %. “Vacuum Ready” Indicator - llluminates solid green when the console has achieved full vacuum. llluminates
solid red upon powering-on if a system malfunction is detected. Flashes red when full vacuum is not achieved
within the specified time frame. If this indicator flashes, refer to the Troubleshooting section for suggested steps
to diagnose and correct a potential problem. The footswitch will not enable the handpiece to function unless this
indicator is illuminated solid green.

10. Vacuum Line Assembily - This is clear tubing that is permanently attached to the console at one end. The other end
has a blue connector that will attach to the Suction Canister lid at the port labeled “VACUUM”.



11. Red “MRI” Handpiece Receptacle - Attachment site for the MRI handpiece fitting with the red sleeve.

12. Black Handpiece Receptacle - Attachment site for the handpiece fitting with the black sleeve.

13. Red“US/STX” Handpiece Receptacle - Attachment site for the US/STX handpiece fitting with the red sleeve.

14. “Saline PV” (Pinch Valve) - Attachment site for the silicone tubing section of the handpiece saline line. Controls the
flow of the saline to the handpiece.

System Set Up

This section provides information on how to make all necessary connections to set up the ATEC Sapphire unit.
The following connections will be explained:

1. ATEC Power Cord and Circuit Breaker

2. ATEC Footswitch Connection

3. ATEC Vacuum Line Assembly

4. ATEC Handpiece or Eviva Biopsy Device Connection

NOTE: Refer to Eviva IFU for Eviva biopsy device operating instructions and warnings.

ATEC Power Cord Connection and Circuit Breaker

WARNING: To avoid the risk of electric shock, this equipment must only be connected to a supply mains with
protective earth. Check grounding continuity regularly.

WARNING: The console was designed to be used with the power cord provided with the console. DO NOT use

a different power cord with the ATEC Sapphire unit. Using a different power cord may create an electrical and fire
hazard. DO NOT, under any circumstances, remove the ground wire or ground plug from any power plug. DO NOT
use an extension cord with this equipment. An adapter may be necessary depending on the outlet used.

WARNING: Ensure that the power cord is in good condition. A damaged power cord can be an electrical shock

hazard. When unplugging the unit, always grasp the plug at the insertion point and pull gently. NEVER pull on the

cord to unplug the unit.

WARNING: The use of any cables or accessories other than those specified in these instructions may result in
A increased emissions or decreased immunity of the ATEC Sapphire Console.



FIGURE 2: ATEC CONSOLE EXTERNAL COMPONENTS

LEFT SIDE RIGHT SIDE

. Label - Consult this label if you need any information on the electrical ratings of the console. This label also contains

the serial number of your ATEC Sapphire unit.

Circuit Breaker - Part of the AC Inlet. If the circuit breaker has been tripped, the black button will not be flush and a
white dot will be visible. To reset, turn the unit off and allow for a one-minute “cool down” period before depressing the
black button to restart the unit.

AC Inlet - Attachment site for the “ATEC Hospital Grade” Power Cord plug.

Instructions Placard Hook - Attachment site for the instructions placard.

ATEC Hospital Grade Power Cord - Connect the ATEC Power Cord into the power cord receptacle on the side panel
AC inlet on the left side of the console.

ATEC Power Cord Management Plate - Cord should be wound clockwise (cw) around the Cord Management Plate.
ATEC Footswitch - Provided by Hologic. Attaches to the right side of the console. Activates handpiece or biopsy
device.

ATEC Footswitch Cord Management Plate - Cord should be wound counter-clockwise (ccw) around the cord
management plate.

Saline Bag Hook - Attachment site for saline bag (250cc recommended).

. Casters - All four casters allow for a 360-degree swivel capability. The front casters have locking brakes to hold the unit

in place.
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ATEC Footswitch Connection

The ATEC footswitch is provided by Hologic and should be attached to the right side of the console upon delivery. Verify
footswitch connections prior to use per the Field Replaceable ltems Section of this manual.

ATEC Vacuum Line Assembly
The system will generate vacuum when the proper modes are selected.

The vacuum connections require that you use a Hologic ATEC canister. (Refer to Figure 3)

1. Assemble the suction canister, as shown in Figure 3, and place the canister in the canister holder on the console.
2. Ensure that the lid and large port cap are secure and sealed to avoid vacuum leaks.
3. Plug the vacuum line assembly on the console into the top port labeled “VACUUM” on the suction canister lid.

FIGURE 3: ATEC CANISTER

OL)

=
4

Close off “Patient” Port with cap
when procedure is completed and
prior to disposal

Close off “Vacuum” Port with cap
when procedure is complete and
prior to disposal

44— Large opening

Close off large opening with cap

N

“Patient” Port for blue suction
connection from Handpiece

“Vacuum” Port for Vacuum Line

d
Q
Assembly from Atec console

2ka.
R |

NOTE: The ATEC Canister is a single use product with a recommended maximum volume of 400cc.

!

1"



Handpiece Setup and Connections (refer to figure 4)
1. Peel open the saline bag, remove the cap and place the bag on the saline bag hook on the right side of the console.
2. Peel open the sterile pack of the disposable handpiece and place the tray on the top of the console.

CAUTION: Leave the protective sheath on handpiece tip.

3. Remove the terminal ends of the four lines from the handpiece tray.
3.1 Install the spike to the saline bag and insert the silicone section of the handpiece tubing into the pinch valve labeled
“Saline PV”.
3.2 Plug the red banded line into the receptacle on the console with the red ring.
3.2.1 Eviva handpieces designed for use with stereotactic (STX) guidance are compatible with the red receptacle
marked “US/STX" on the console.
3.2.2 ATEC handpieces designed for use with the stereotactic (STX) and ultrasound (U/S) guidance are
compatible with the red receptacle marked “US/STX" on the console.
3.2.3 ATEC handpieces designed for use with MRI guidance are compatible with the red receptacle marked “MRI”
on the console.
3.3 Plug the black banded line into the receptacle on the console marked with the black ring.
3.4 Attach the blue suction fitting to the horizontal side port marked “PATIENT” on the suction canister lid.

FIGURE 4: VACUUM AND HANDPIECE ASSEMBLY AND CONNECTIONS




System Test

FIGURE 5

1. Power up the system by switching the green “Power” switch on the console to
the “| " position. Upon powering the console the “Vacuum Ready” indicator will
illuminate solid red if there is a system malfunction.

2. The power up or default mode is “Biopsy”.

3. Select the Setup mode. “Setup” mode will prime the system and generate

vacuum. 2 o =@
4. When the console is in “Setup” Mode, the “Vacuum Ready” light will illuminate (@
solid green when ample vacuum is achieved (see Figure 5). If ample vacuum 0]

is not achieved, the “Vacuum Ready” light will flash red to alert the user to
a possible problem. If the “Vacuum Ready” light flashes, refer to the
Troubleshooting section of this manual for suggested steps to diagnose
and correct a potential problem.
5. Verify the silicone section of the saline tubing line into the pinch valve labeled " :
Saline PV" as shown in Figure 6. FIGURE 6: SALINE PINCH VALVE
6. Visually verify the flow of saline into the needle aperture (mouth) and tissue filter CONNECTION
canister of the ATEC handpiece. ——
CAUTION: Do not remove the protective sheath from the handpiece tip.

R

7. The “Vacuum Ready” indicator will illuminate solid green to verify that vacuum
has been attained.

8. Select the “Test” mode.

9. The ATEC handpiece will complete biopsy cycle as a functional test.
If the “Retest Handpiece” or “Return to Set up” indicator begins to flash red
refer to the Troubleshooting section of this manual for suggested steps to
diagnose and correct a potential problem.

10. Upon completion of a successful test cycle, the ATEC handpiece will return to
“Biopsy” and is ready for tissue acquisition.

System Operating Instructions

Using the System in MRI, Stereotactic or Ultrasound Guidance

1. When the console is in “Biopsy” mode, depressing the footswitch will activate the vacuum and operation of the
handpiece. Removing your foot from the footswitch will inactivate or stop the handpiece after completing the current
cycle.

2. When the console is in “Lavage” mode, the vacuum system is activated and will pull saline through the system.
Depressing the footswitch does not control the flow of saline in this mode.

3. When the console is in “Manual Aspiration” mode, depressing the footswitch allows the user to independently control
aspiration without taking a tissue sample. This function may be used to vacuum or aspirate the biopsy cavity. Saline
does not flow on this mode.

Performing a Biopsy Using MRI Guidance

When performing a biopsy under MRI guidance, an ATEC ILS kit is required in addition to the ATEC handpiece, as stated in
table 4. Please refer to the ATEC ILS (MRI) IFU for operating instructions.

Performing a Biopsy Using Stereotactic Guidance

When performing a biopsy under stereotactic guidance, a stereotactic adapter is required to hold the handpiece in place on
a stereotactic system.

Hologic offers multiple stereotactic adapter models for the ATEC handpiece. For additional instructions, please refer to the
ATEC stereotactic adapter instructions (IFU) and Appendix A.

Additional stereotactic adapter models are offered for the Eviva biopsy device. For additional instructions on using the Eviva
devices, please refer to the Eviva Instructions for Use (IFU).
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Performing a Biopsy Using Ultrasound Guidance
There is no additional equipment needed to perform a biopsy.

NOTE: For other Imaging Modalities and Equipment, contact your Hologic Representative or Distributor.

ATEC Handpiece Operating Instructions

1.

© o N

P

To administer preferred anesthetic, attach a 10cc needle less syringe of anesthetic to Y-valve. To initiate automatic
delivery of anesthetic, inject 1-2cc of anesthetic manually.

To begin tissue acquisition, press down on the footswitch and hold in the depressed position throughout the biopsy
procedure. Removing your foot from the footswitch will inactivate or stop the device after completing the current cycle.
To rotate the aperture on the outer cannula of the handpiece, rotate the handpiece from one position to the next desired
position as the console beeps until the desired target area has been sampled. The clock dial on the handpiece indicates
the position of the aperture. The arrow head printed on the handpiece indicates the 12 o’clock position.

To irrigate and aspirate the cavity and clear the handpiece tissue, select “Lavage” mode. It is not necessary to depress
the footswitch.

To vacuum the cavity in “Lavage” mode, disconnect the luer lock of Y-valve to open the saline line to the vent to
atmosphere resulting in constant aspiration of the biopsy cavity.

Alternately, to vacuum the cavity, select “Manual Aspiration” mode and depress the footswitch. Removing your foot from
the footswitch will inactivate or stop vacuum to the handpiece.

Disconnect the filter chamber to remove the tissue cores from the tissue filter.

To deploy a biopsy site marker, refer to the Hologic marker of choice Instructions for Use (IFU).

Remove the marker from the needle after deployment.

If using an ATEC Stereotactic Adapter)

10. Place the console in “Biopsy” mode in order to close the aperture prior to removal of the hand- piece from the biopsy

cavity.

11. Slide the adapter with handpiece back.
12. Unlock the retaining clamp and remove the handpiece from the adapter.

Outer cannula aperture

Tactile flat indicates outer cannula
aperture orientation (Flat =12 O’Clock) Outer cannula
Trocar Tip

“Clock” position indicators for outer
cannula aperture orientation

Saline line

Y-valve —}‘ )

Aspiration "i

line \

Pneumatic
motor lines

2 O’Clock

—
120°Clock —p [N
)
7 10 O’Clock A
s 4 Handpiece end view

Pulling handpiece away from outer cannula
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FIGURE 7: ATEC HANDPIECE

Troubleshooting

This section provides assistance with possible problems operating the ATEC Sapphire unit. Please consult the following
information before contacting Hologic or your distributor to make sure the problem is not a result of misinterpreting

the operation of the system. If you are a Hologic customer in the United States, please consult your Hologic Sales
Representative or contact Customer Support if you cannot correct a problem using this Operator’s Manual. International
customers, please contact your distributor or local Hologic Sales Representative directly with questions, comments and/or

technical service issues.

POSSIBLE PROBLEMS ENCOUNTERED DURING SET UP OF THE ATEC SAPPHIRE SYSTEM WITH THE ATEC

HANDPIECE

Problem

Possible Cause

Possible Remedy

Console will not turn on
Or
No Power: Power Switch is not llluminated

1. Power cord is not plugged in at the
console and/or wall outlet.

2. Circuit breaker is tripped. White dot can
be seen on reset pin.

1. Check power cord for proper
engagement to console and wall outlet.

2. Reset breaker (see Figure 2)

“Vacuum Ready” indicator illuminates solid
red

1. Vacuum sensor or pressure sensor
circuit malfunction

1. Contact Hologic Customer Support or
your distributor.

“Vacuum Ready” indicator flashes or will
not illuminate in “Setup” mode

Or

“Return to Setup” indicator illuminates in
“Test” mode

1. Protective sheath is not on tip of
handpiece cannula fully.

2. Suction canister lid is not seated onto
canister.

3. Suction canister is cracked.

4. Large port on suction canister lid not
capped with large plug.

5. Handpiece suction fitting is not
connected to the suction canister lid.

6. Handpiece suction fitting is not
connected to the correct port on suction
canister lid.

7. Console vacuum line is not connected
to the suction canister.

8. Spike on handpiece tubing is not
inserted into saline bag.

9. Saline Y-Valve is disconnected.

10. Defective handpiece.

1. Re-install protective sheath.

2. Properly seat lid on canister.

w

. Replace with new suction canister.

~

. Cap large port with large plug.

5. Connect suction fitting to canister.

»

. Connect handpiece suction fitting to the
horizontal port marked “patient” on the
suction canister lid.

-~

. Connect the console vacuum line to the
port marked “vacuum” on the suction
canister lid.

o

. Install spike into saline bag.

9. Reconnect Y-Valve.

10. Retain handpiece, record Lot Number,
and contact Hologic Customer Support
or your distributor.

“Retest Handpiece” indicator illuminates in
“Test” mode

1. Handpiece fittings plugged into console
incorrectly.

2. Defective handpiece.

1. Connect red banded line on the
handpiece into the appropriate “MRI”
or “STX/US” red receptacle on the
console, and black banded line to the
black receptacle.

2. Retain handpiece, record Lot Number,
and contact Hologic Customer Support
or your distributor.
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Problem

Possible Cause

Possible Remedy

Poor quality biopsy cores or no cores

1. Reduced or no vacuum at tip of
handpiece cannula.

a. Suction Canister lid is not fully
seated onto canister.

b. Suction canister is cracked.

c. Large port on suction canister lid is
not capped with large plug.

d. Handpiece suction fitting is not

connected to the suction canister lid.

e. Handpiece suction fitting is not
connected to the correct port on
suction canister lid.

2. Inner cutting cannula is not sharp.
3. Tissue filter is occluded by blood.

4. Saline line is not inserted into pinch
valve.

5. Too much compression on the breast
during a stereotactic procedure.

1.

Restore vacuum at tip of the handpiece
cannula through the following steps:

a. Properly seat lid on canister.

b. Replace suction canister.

c. Close off large port on canister lid
with large plug.

d. Connect suction fitting to patient port
marked “patient” on the lid.

e. Connect handpiece (blue) suction
fitting to patient port marked “patient”
on the lid, and connect console
vacuum line assembly to the vacuum
port marked “vacuum” on the lid.

. Replace with a new handpiece.
. Replace with a new handpiece.

. Install saline line into pinch valve.

. Reduce compression on breast.

Saline flow not observed.
“Vacuum Ready” light is solid green.

1. Vacuum Line Assembly (VLA) clogged
from moisture

2. Faulty Canister clogged
3. Handpiece Tubing kinked

4. Handpiece Tubing trapped under wheel

5. Defective handpiece

. Replace VLA

2. Replace Canister
3. Check tubing line from handpiece to

canister for kinks

. Remove tubing from under console

wheel

. Replace handpiece
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Warranty

Except as otherwise expressly stated in the Agreement: i) Equipment manufactured by Hologic is warranted to the

original Customer to perform substantially in accordance with published product specifications for one (1) year starting
from the date of shipment, or if Installation is required, from the date of Installation (“Warranty Period”); ii) digital imaging
mammography x-ray tubes are warranted for twenty-four (24) months, during which the x-ray tubes are fully warranted

for the first twelve (12) months and are warranted on a straight-line prorated basis during months 13-24; iii) replacement
parts and remanufactured items are warranted for the remainder of the Warranty Period or ninety (90) days from shipment,
whichever is longer; iv) consumable Supplies are warranted to conform to published specifications for a period ending on
the expiration date shown on their respective packages; v) licensed Software is warranted to operate in accordance with
published specifications; vi) Services are warranted to be supplied in a workman-like manner; vii) non-Hologic Manufactured
Equipment is warranted through its manufacturer and such manufacturer’s warranties shall extend to Hologic’s customers,
to the extent permitted by the manufacturer of such non-Hologic Manufactured Equipment. Hologic does not warrant that
use of Products will be uninterrupted or error-free, or that Products will operate with non-Hologic authorized third-party
products.

Service and Maintenance

Hologic offers a variety of Extended Service Protection and Preventive Maintenance options. For additional information,
please visit the Hologic website at www.hologic.com or contact your Sales Representative, Customer Support or your
distributor.

Product Complaints and Incident Reporting

Report any complaints or problems in the quality, reliability, safety, or performance of this product to Hologic. If the device
has caused or added to patient injury, immediately report the incident to Hologic Authorized Representative and Competent
authority of the respective member state or country. The Competent Authorities, for medical devices, are usually the
individual Member States’ Ministry of Health, or an agency within the Ministry of Health.

For More Information
For technical support or reorder information in the United States, please contact:

Hologic, Inc.

250 Campus Drive
Marlborough, MA 01752 USA
Phone: 1-877-371-4372
www.hologic.com

International customers, contact your distributor or local Hologic Sales Representative:

European Representative
Hologic BV

Da Vincilaan 5

1930 Zaventem
Belgium

Tel: +32 2 711 46 80
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RECOMMENDED MAINTENANCE SCHEDULE

Activity Frequency Action

Inspect vacuum line assembly Weekly Visually inspect for fluid or moisture in the
tubing or any discoloration to the white side
of the in-line hydrophobic filter.

Inspect footswitch cord Quarterly Verify that the footswitch cord is wrapped

in the counter- clockwise (CCW) direction
around the cord management plate. Visually
inspect for cuts and damage.

Inspect power cord Quarterly Visually inspect for cuts and damage to the
outside cover and strain relief.

Test current leakage Annually Verify current leakage is less than 300
microamps.

Test power cord resistance Annually Verify power cord resistance is less than 500
milliohms.

Preventative Maintenance Recommended every 18 months To be performed only by Hologic Technical

Services or a Hologic certified technician;
contact Technical Support for details
about Preventative Maintenance and/or
Biomedical training.

The ATEC Sapphire unit includes several external components which can be replaced in the field.
These external components include:

1. ATEC Footswitch Assembly

2. ATEC Vacuum Line Assembly

3. ATEC Power Cord

The following photos or diagrams offer specific replacement instructions for the external components of the console unit
referenced above.
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FIELD REPLACEABLE ITEMS

Item

Instructions

Footswitch Assembly

Back of Conso

Cord Manadgement
Plate

Foot8wtich Cord —
FdotSwtich ——

Removal (with the console powered off)
1. Completely unwrap and remove footswitch cord from cord management plate

2. Rotate the metal strain-relief bar counter clockwise at least 3 turns. Disconnect
connector by grasping connector housing and pulling straight out.

3. Disconnect the footswitch connector. Once disconnected, call Hologic Technical
Service for product return instructions.

Installing new footswitch assembly (with the console powered off)
1. Connect footswitch connector so that the wire points toward the back of the console.

2. Wrap wire counter-clockwise around stem of strain-relief bar and tuck into the
recessed area as shown in picture. Turn the strain-relief clockwise until it is flush up
against the console panel.

3. Wrap the footswitch counter clockwise around cord management plate.

Verification of Installation

1. Turn console power on.

2. The console will beep; and will then default to the biopsy mode.
3. Plug vacuum inlet line with thumb or finger.

4. With console in Biopsy mode, depress footswitch pedal and hold.
5

. Check for solid green “Vacuum Ready” light, the console gives an audible beep at the
end of each cycle and cycling of the Pinch Valve.

6. Release footswitch pedal and verify that the solid green vacuum light turns off and
cycling stops. Vacuum releases from thumb.

Vacuum Line Assembly

Black barb base

Black barb

Vacuum line assembly

Vacuum line =
Connector

Removal (with the console powered off)
1. Locate the white lock collar where the vacuum line assembly attaches to the console.

2. Lift up on the vacuum line assembly approximately one-eighth inch, exposing a gap
between the white collar and black barb base.

3. Insert a small slotted screwdriver into the gap created, then press and hold down the
white collar.

4. While holding down the white collar, pull the vacuum line assembly up and out of the
vacuum line assembly connector.

Installation (with the console powered off)
1. Press the new vacuum line assembly into the vacuum line assembly connector.

2. Pull up to verify that it has locked into the connector. The vacuum line assembly will
have a small amount of vertical movement, but should not pull free of the connector.
Note: Do not twist line as you pull up.

Verification of Installation

1. Turn console power on.

2. You will hear the console beep; it will then default to the biopsy mode.
3. Plug the tip of the vacuum line assembly with thumb or finger.

4. Press the Setup button on the console.
5

. Verify that the solid green vacuum ready light is illuminated, indicating that the system
is functioning properly.

6. Turn console power off.
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Item

Instructions

Power Cord

Cord Management
Plate

Power Cord

Removal (with the console powered off)

1. Unplug console power cord from wall outlet.

2. Completely unwrap and remove power cord from cord management plate.

3. With #1 Phillips screwdriver, loosen fastener located on bottom of retaining bracket.
4. Disconnect power cord connector from power receptacle.

Installation (with the console powered off)
1. Press the new power cord into the cord receptacle.
2. With #1 Philips screwdriver, tighten fastener located on bottom of retaining bracket.

Verification of Installation

1. Plug power cord into wall outlet.

. Turn console power on.

. Verify console powers on, beeps and defaults to the biopsy mode.
. Turn console power off.

o AW DN

. Unplug power cord from wall outlet and wrap clockwise around cord management
plate.
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Cleaning Instructions

This section provides instructions on how to clean the capital components of the ATEC Sapphire unit.

WARNING: Single patient use disposable items are not intended for reuse and should not be cleaned or
resterilized.

ATEC Breast Biopsy and Excision System: Sapphire Unit

WARNING: Console must be disconnected from electrical power source prior to cleaning. Failure to do so may
cause electric shock and death. To clean the console, disconnect the console from electrical power source.
Periodically clean the console using a soft, damp cloth and mild detergent. Wipe dry.

WARNING: Do not immerse console in water. Immersion in water will cause console damage and may cause
electric shock or death.

ATEC Footswitch

Clean the ATEC Footswitch thoroughly with mild detergent and wipe dry. WARNING: Do not immerse the footswitch in
water. Immersion in water may cause damage to the footswitch.

Owner’s Record

ATEC Breast Biopsy and Excision System: Sapphire Unit

The serial number of your ATEC Breast Biopsy and Excision System: Sapphire unit is located on the panel on the left side
of the console. Record this number in the space provided below. Refer to this serial number whenever you contact Hologic
Customer Support or your distributor regarding your ATEC Sapphire unit.

Model Number: ATEC Sapphire

[ SN ] Serial Number:
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Specifications

ATEC Breast Biopsy and Excision System: Sapphire Unit

ATEC Sapphire Console

ATEC Sapphire 100

ATEC Sapphire 200

25 in. Wide (63 cm)

25in. Wide (63 cm)

Size 37 in. High (93 cm) 37 in. High (93 cm)
21in. Deep (53 cm) 21in. Deep (53 cm)
Footprint 525in (3400 cm ) 525 in (3400 cm)
Weight 110 Ibs (50 kg) 110 Ibs (50 kg)
Safe Working Load 22 Ibs (10 kg) 22 Ibs (10 kg)
Maximum Power 1265W 1150W
Voltage 100-115 VAC 220-230 VAC
Frequency 50-60 Hz 50-60 Hz
Maximum Current 1"MA 5A
Fuse 12 A, Breaker 6 A, Breaker
Power Cord Length 15 ft. (5m) 15 ft. (5m)

Vacuum Generated

~28"Hg (71 cmHg) at sea level

~28"Hg (71 cmHg) at sea level

37in
(93cm)

ATEC" Sapphire
Broast Bopsy Systom

21in
(53cm)
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Specifications

ATEC Breast Biopsy and Excision System: Sapphire Unit

ATEC Sapphire console is an electrically-powered instrument that provides pneumatic pressure and
vacuum to operate ATEC and EVIVA biopsy device. It does not provide the capability to access IT
networks. Antivirus measure and cybersecurity applicability are not applicable to this console.

ATEC Footswitch - MRI Conditional

Size 4.06 in. (10.3cm) Long x 2.87 in. (7.3cm) Wide x 1.14 in. (2.9cm) High
Weight 0.9 Ibs. (0.4kg)

IPX Rating IPX6

Cable Length 20 ft. (6m)

ATEC Handpiece

Handpiece Size

1.66 in. (4.22cm) diamet

er x 10.56 in. (26.83cm) long

Weight

7.26 0z (2049)

Needle Length

3.57 in. (9cm)

4.72in (12cm) 5.50in (14cm)

Outer Cannula Diameter

12 - 0.111 in. (2.82mm)

9g-0.148 in. (3.76mm)

Inner Cannula Diameter

12g - 0.084 in (2.13mm)

9g-0.118 in. (3mm)

Aperture Length 0.787 in (20mm) 0.472in (12mm)
Tubing Set Length 12 ft. (3.66m) for US/STX handpiece 20 ft. (6.10m) for MRI handpiece
Sterilization Radiation

Eviva Handpiece

Handpiece Size

1.81 in. (4.60cm) High x

1.48 in. (3.76cm) Wide x 8.17 in. (20.75cm) long

Weight

129 -9.0 0z (255.1g) to 99 - 9.2 0z (260.89)

Needle Length

3.93in. (10cm)

5.11in (13cm)

Outer Cannula Diameter

129 - 0.111 in. (2.82mm)

9g - 0.148 in. (3.76mm)

Inner Cannula Diameter

12g - 0.080 in (2.03mm)

9g-0.118 in. (3mm)

Aperture Length 0.787 in (20mm) 0.472in (12mm)
Tubing Set Length 12 ft. (3.66m) for STX handpiece
Sterilization Radiation

23




Storage and Transport Environmental Conditions
+60 °C
e /ﬂ/ An ambient temperature of -29°C to +60°C (-20°F to +140°F)
85%
A relative humidity range of 30% to 85% excluding condensation
30%

Equipment Operating Environmental Conditions

+40°C
Jf An ambient temperature of +15°C to +40°C. (+59°F to +104°F)
+15°C
75%
A relative humidity range of 30% to 75%
30%
1014 hPa
Atmospheric pressure range of 812 hPa to 1014 hPa
812 hPa

Operating altitude: less than or equal to 1828 meters (6,000 ft.) above sea level
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Electromagnetic Emissions

GUIDANCE AND MANUFACTURER'’S DECLARATION — ELECTROMAGNETIC EMISSIONS
The ATEC Sapphire Console is intended for use in the electromagnetic environment specified below. The customer or the
user of the ATEC Sapphire Console should assure that it is used in such an environment.

TABLE 6: ELECTROMAGNETIC EMISSIONS

Electromagnetic environment -

IEC 61000-3-3

Voltage Fluctuations/flicker emissions

Not Applicable

Emissions Test Compliance Guidance

RF emissions Group 1 The ATEC Sapphire Console uses RF

CISPR 11 energy only for its internal function.
Therefore, its RF emissions are very low
and are not likely to cause any interference
in nearby electronic equipment.

RF emissions Class B The ATEC Sapphire Console is suitable

CISPR 11 for use in all establishments including
domestic establishments, and those

Harmonic emissions Not Applicable directly connected to the public low-voltage

IEC 61000-3-2 power supply network that supplies

buildings used for domestic purposes.

TABLE 7: ELECTROMAGNETIC IMMUNITY

Immunity Test

EN/IEC 60601 Test Level

Compliance Level

Electromagnetic
Environment - Guidance

Electrostatic discharge (ESD)
EN/IEC 61000-4-2

+6 kV Contact
+8 kV Air

+6 kV Contact
+8 kV Air

This condition may cause

a temporary interruption in
the biopsy cycle of the ATEC
Sapphire Console but it will
self-recover.

Floors should be wood,
concrete or ceramic tile. If floors
are covered with synthetic
material, the relative humidity
should be at least 30%.

Electrical fast transient/ burst

+2 kV for power supply lines

+2 kV for power supply lines

Mains power quality should be
that of a typical commercial or

for 25 cycles

>95% dip
for5s

for 25 cycles

>95% dip
for5s

This condition causes the ATEC
Sapphire Console to shut down
and then return to Biopsy mode.

EN/IEC 61000-4-4 +1 kV for input/output lines X :
hospital environment.
Surge +1kV ling(s) to ling(s) +1kV line(s) to ling(s) Mains power quality should be
EN/IEC 61000-4-5 2 KV line(s) to earth +2 kV line(s) to earth that of a typical commercial or
hospital environment.
Voltage Dips/ Dropout >95% dip >95% dip Mains power quality should be
EN/IEC 61000-4-11 for 0.5 cycle for 0.5 cycle that of a typical commercial
or hospital environment. If the
user of the ATEC Sapphire
60% dip 60% dip Console requires continued
for 5 cvel for 5 ovel operation during power
or's cycles or's cycles mains interruptions, it is
recommended that the ATEC
30% dip 30% dip Sapphire Console be powered

from an uninterruptible power
supply or battery.
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Immunity Test

EN/IEC 60601 Test Level

Compliance Level

Electromagnetic
Environment - Guidance

Power Frequency 3A/m 3A/m Power frequency magnetic
50/60Hz fielqs should be that ofa .
o typical commercial or hospital

Magnetic Field environment.

EN/IEC 61000-4-8

Conducted RF 3Vrms 3 Vrms Portable and mobile RF

IEC 61000-4-6 150 kHz to 80MHz communications equipment
should be used no closer to
any part of the ATEC Sapphire

Radiated RF 3V/m 3V/m Console, including cables, than

IEC 61000-4-3 80 MHz to 2.5 GHz the recommended separation

distance calculated from the
equation applicable to the
frequency of the transmitter.

Recommended separation
distance

d=1.24P 150 kHz to 80 MHz
d=1.2vP 80 MHz to 800 MHz
d=2.3VP 800 MHz to 2.5 GHz

where P is the maximum
output power rating of the
transmitter in watts (W) and d
is the recommended separation
distance in meters (m).

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

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

()

NOTE 1: At 80 MHz and 800 MHz, the higher frequency range applies.

NOTE 2: These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and
reflection from structures, objects and people.

?Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless) telephones and land mobile
radios, amateur radio, AM and FM radio broadcast and TV broadcast cannot be predicted theoretically with accuracy. To
assess the electromagnetic environment due to fixed RF transmitters, an electromagnetic site survey should be considered.
If the measured field strength in the location in which the ATEC Sapphire Console is used exceeds the applicable

RF compliance level above, the ATEC Sapphire Console should be observed to verify normal operation. If abnormal
performance is observed, additional measures may be necessary, such as re-orienting or relocating the ATEC Sapphire

Console.

®Over the frequency range 150 kHz to 80 MHz, field strengths should be less than 3 V/m.
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TABLE 8: RECOMMENDED SEPARATION DISTANCES BETWEEN PORTABLE AND MOBILE RF COMMUNICATIONS
EQUIPMENT AND THE ATEC SAPPHIRE CONSOLE
The ATEC Sapphire Console is intended for use in the electromagnetic environment in which radiated RF disturbances

are controlled. The customer or the user of the ATEC Sapphire Console can help prevent electromagnetic interference by
maintaining a minimum distance between portable and mobile RF communications equipment (transmitters) and the ATEC
Sapphire Console as recommended in the following table, according to the maximum output power of the communications

device.

Separation distance according to frequency of transmitter
Rated maximum output (m)
power of transmitter
W) 150 kHz to 80 MHz 80 MHz to 800 MHz 800 MHz to 2.5 GHz
d=1.2\P d=1.2\P d=1.2\P
0.01 0.12 0.12 0.23
0.1 0.37 0.37 0.74
1 12 1.2 2.3
10 3.7 3.7 74
100 12 12 23

For transmitters rated at a maximum output power not listed above, the recommended separation distance d in meters (m)
can be estimated using the equation applicable to the frequency of the transmitter, where P is the maximum output power
rating of the transmitter in watts (W) according to the transmitter manufacturer.

NOTE 1: At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies.

NOTE 2: These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and
reflection from structures, objects and people.

Classification
Type of protection against electric shock: Class |
@ Degree of protection against electric shock: Type BF

Degree of protection against the ingress of water: Ordinary
Mode of Operation: Continuous

Disposal
E Equipment to be disposed in compliance with European Directive 2002/96/EC on Waste Electrical and
Electronic Equipment (WEEE).
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Symbols

The following symbols may be found on the product labeling for the ATEC Breast Biopsy and Excision System:

Symbol

Description

Standard

Do not re-use

[SO 15223-1, Reference 5.4.2

Caution

ISO 15223-1, Reference 5.4.4

P> @

www.hologic.com/package-inserts

Consult Instructions for Use

ISO 15223-1, Reference 5.4.3

Follow instructions for use

IEC 60601-1,
Reference No. Table D.2,
Safety sign 10 (ISO 7010-M002)

Upper limit of temperature

ISO 15223-1, Reference 5.3.6

Use by date

ISO 15223-1, Reference 5.1.4

Batch code

ISO 15223-1, Reference 5.1.5

Ao~

Catalogue number

ISO 15223-1, Reference 5.1.6

steniel ]

Sterilized using irradiation

[SO 15223-1, Reference 5.2.4

Do not resterilize

ISO 15223-1, Reference 5.2.6

Do not use if package is damaged

ISO 15223-1, Reference 5.2.8

EO®

Not safe for magnetic resonance imaging

Manufacturer ISO 15223-1, Reference 5.1.1
aQTy Quantity Hologic
l&ON LY Prescription use only FDA 21 CFR 801.109
Date format:
YYYY represents the year )
YYYY-MM-DD Hologic
MM represents the month
DD represents the day
Conditional use for magnetic resonance imaging ASTM F2503 Reference no.
Table 2; 7.4.6.1; Fig 6,7
ASTM F2503 Reference no.

Table 2, Symbol 7.3.3;7.4.9.1;
Fig. 9

1@ >

Serial Number

ISO 15223-1, Reference 5.1.7

DEHP

<

Contains or presence of phthalates; DEHP

BS EN 15986,
Reference no. A4

m
H

Authorised Representative in the European Community

[SO 15223-1, Reference 5.1.2
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Symbol

Description

Standard

Humidity Limitation

[SO 15223-1, Reference 5.3.8

Temperature Limitation

ISO 15223-1, Reference 5.3.7

Non - Sterile

ISO 15223-1, Reference 5.2.7

Type BF applied part

|[EC 60417, Reference 5333

A e

Alternating Current

|IEC 60417, Reference 5032

aw Circuit breaker Hologic
Keep dry ISO 15223-1, Reference 5.3.4
Dangerous Voltage IEC 60417, Reference 5036

Discard electrical and electronic equipment separately from
standard waste. Send decommissioned material to Hologic or
contact your service representative.

WEEE Directive 2002/96/EC

Atmospheric pressure limitation

ISO 15223-1, Reference 5.3.9

Potential equalization terminal

IEC 60417, Reference 5021

Combined weight of the equipment and its Safe working load

ISO 60417, Reference 1321A

S G P

Medical - General medical equipment as to electrical shock, fire
and mechanical hazards only in accordance with ANSI/AAMI

c S ES60601-1:2005 (A1:2012), and CAN/CSA-C22.2 No. 60601- L Classication
Edsaos? 1(2014), and IEC 60601-1:2012.
Water projected in powerful jets against the equipment or IEC 60529

accessory from any direction shall have no harmful effects.

Medical device

ISO 15223-1, Reference 5.7.7

T
o)

Patents

Hologic

Translations in Box

Translations in Box

Hologic

<M

CE Mark with Notified Body reference number

MDR Regulation (EU) 2017/745

N M
m

CE Mark
European Conformity

MDR Regulation (EU) 2017/745

Country of Manufacture with Date of Manufacturing

ISO 15223-1, Reference 5.1.11

16 J128

Country code for translation

ISO 3166
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Important Contact Information: U.S. Customers

ATEC Breast Biopsy and Excision System: Sapphire 100/200 Unit

Sales Representative

Name:

Phone:

Email:

Clinical Education Specialist

Name:

Phone:

Email:
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Important Contact Information: International Customers

ATEC Breast Biopsy and Excision System: Sapphire 100/200 Unit

Distributor or Local Hologic Sales Representative Information

Name:

Phone:

Email:

Country:
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Appendix A: Stereotactic Adapter

When performing a biopsy under stereotactic guidance, a stereotactic adapter is required to hold the ATEC handpiece and
the Eviva biopsy device in place on the stereotactic system.

Hologic offers four stereotactic adapter models for the ATEC handpiece (refer to Table 5), which are depicted in figures
8 through 11. Various stereotactic adapter models are offered for the Eviva biopsy device (refer to Table 4). For additional
instructions on the Eviva adapters and devices, please refer to the Eviva Instructions for Use (IFU).

Performing a Biopsy Using an ATEC Stereotactic Adapter

1. With the clear protective sleeve covering the outer cannula, slide the ATEC handpiece forward onto the stereotactic
adapter until the ring on the front of the ATEC handpiece engages with the guide ring on the front of the stereotactic
adapter.

2. Lock the ATEC handpiece into the stereotactic adapter by sliding the handpiece retaining clamp into the lock position.

Remove the protective sleeve covering the outer cannula.

4. Advance the device to the desired pre-fire coordinates provided by the imaging system. If it is desirable to “rapid
advance” the ATEC handpiece into the target area, pull the cocking lever away from the cradle about 80° until there is
no further forward movement. The cocking lever will return by spring action to its at-rest position.

NOTE: The stereotactic adapter can only be cocked if the handpiece retaining clamp is in the lock position.

e

5. To “rapid advance” the ATEC handpiece into the target area, pull the release/firing knob located on either side of the
stereotactic adapter outward of a minimum of 1/8” and then push the knob downward.

6. To remove the handpiece from the adapter, place console in “Biopsy” mode in order to close the aperture prior to
removal of handpiece from biopsy cavity. Slide the adapter with handpiece back. Unlock the retaining clamp and remove
handpiece from adapter.

7. Immediately following the procedure, clean the stereotactic adapter as recommended in the Cleaning Instructions
section of this Appendix.

Note: Complete training and understanding of your stereotactic device should be provided by your stereotactic system

vendor.

Adapter

Lock retaining Pull trigger button  Grasp cocking lever this
clamp into Hand- (either side) out, end and as shown here
piece groove after then push down pull away from cradle
loading to fire the device  approximately 80 degrees
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FIGURE 8: ATEC STX-1 Adapter FIGURE 9: ATEC STX 2 Adapter
Lock retaining Clamp l

into Handpiece Groove
after loading

‘l Handpiece retaining

Clamp \

Pull trigger button
(either side) out,
then push down to
fire the device

Grasp cocking lever this
\ end and pull away from

cradle approximately
80degrees

FIGURE 10: ATEC STX-2F FIGURE 11: ATEC STX-FISCHER
Adapter Adapter

|
o &

L b '
Needle Guide Holder Needle Guide Holder

ADAPTER CLEANING INSTRUCTIONS

Follow these instructions to clean the Stereotactic Adapter:

1. Upon completion of the biopsy procedure, immediately rinse the adapter with warm water.
2. Spray the adapter with a cleaner.
CAUTION: The following products are NOT RECOMMENDED as they may damage the exposed components:

a. Bleach based cleaning agents.

b. Hydrogen Peroxide

c. Any cleaners/disinfectants with a pH of less than 4 or greater than 10

Allow the necessary time for the chosen cleaner to disinfect the components.
Rinse the adapter with warm water.

Wipe the adapter dry with a cloth or a paper towel.

Cycle hub retaining clamps, handpiece retaining clamp, cock and fire adapter.
Re-Clean the stereotactic adapter if any component does not perform properly.

No ok ow

NOTE: There are many configurations of stereotactic systems available. The ATEC stereotactic adapter configurations
depicted in this manual may require a unique fitting to connect to your particular manufacturer/model. Please contact
Hologic Customer Support at 800-442-9892 if you believe this accessory, along with the appropriate instructions, was
omitted. If you are an international customer, please contact your distributor directly with questions, comments, and/or
technical service issues.
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Zag euyapiaToUpe yia Ty ayopd Tou GuaTAUATOS Blowiag JaoTou kai ektoprg ATEC® Sapphire.
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ZUoTnua Bloyiag Kal EkToung paoctou ATEC® Sapphire

MapakaAoUpe diaBdaTe 6Aa Ta TIEPIEXOUEVD TOU EYXEIPIDIOU XPONG yIa TO oUaTnUa Browiag Kal ekToprg pacTtou ATEC Sapphire
TIPIV OTTO TNV EYKATAGTAOT Kal T Aeiroupyia. AkoAoubraTe OAG TIC TTPOEIBOTTOINTEIG Kal TIG 0dnyieg, OTTWG avapépovTal aTo
mapdv eyxelpidio. QuAGETe To TaPOV eyxeIPidIo WOTE va ival d1aBéaipo katd T diapkeia Twy diadikaciwy. O1 iatpoi Ba TpéTel
VOl EVNUEPWVOUV TOUG 0OBEVEIG OXETIKA e GAouG Toug BuvnTIKOUG KIVOUVOUS Kal Ta aveTTiBUunTa cupBAavTa Tou avagépovTal oTo
Tapov eyxeIpidIo avagopIika e TN xpAan Tou ouaThuaTog Blowiag kai ektopns paotol ATEC Sapphire.

Omwg xpnoipotoleital Katwtépw, 0 6pog «Hologic®» avagéperal atn Hologic, Inc., etaipeia e édpa 1o Delaware. Emiong, o
0pog «ZuoTnua Ployiag kar ektoung paaTou ATEC Sapphire» avagépetal atnv kovadAa ATEC Sapphire kal 6Aa 1a diabéaiya
eapTtAuaTa Tou cuaTApaTog Blowiag Kai ektopng paotol ATEC, dtmwg Teplypd@ovTal EKTEVETTEPA 0NV evoTnTa «EE0pTAaTOY
TTOPOKATW (EKTOS £GV TA GUPPPACOUEVA UTTAYOPEUOUV KATI DIGQOPETIKD).

Mpo&IdoTToINCEIG KAl TTPOPUAGEEIS

H kovadha ATEC Sapphire Tpémel va eykaBioTaral kai va Tibetar o€ Asitoupyia oUp@wva Pe TI 08nyieg Tou TTapEXovTal OTIG
mapoUoeg 0dnyicg, waTe va d1ac@aAifeTal N nAeKTpOayvVNTIKY GUPBATOTNTA TNG. AVaTPESTE OTOUG TTIVAKEG NAEKTPONAYVNTIKWY
EKTTOMTTWV Kal aTpwaiag atnv evotnta «IMpodiaypagécy.

Aoc@dA&ia kal NAEKTPOAOYIKA

1. Ta amoouvdeon, amoouvdEoTe TNV kovaoAa amd Tnv Tpida.

2. X TEPITITWOT TTOU KATTOIO QVTIKEIUEVO 1) UYPO TIECEI OTNV KOVOOAQ, amroouvdEDTE TNV KOVOOAQ OO TNV TTpiCa Kal avabéaTe
TOV €AEYXO TNG OF€ EIBIKEUPEVO TIPOCWTTIKG TIPIV ATTO TV TIEPAITEPW AEITOUPYIa TNG.

3. AmoouvdéaTe v kovadAa amd Ty Tpida eav dev TIPOKEITAI VOl XPNOIUOTIOINBET yIa APKETEG NUEPES 1 yia PEYBAO XPOVIKO
d160TnHa.

4. Tia va amo@UyeTe Tov KivOuvo TTUpKayIag 1 nAektpomrAngiag, unv ekBETee Tnv kovadAa ag Bpoxn 1 uypaaia.

5. Tia va amo@UyeTe ToV Kivduvo nAekTPOTTANEiaG, Unv XpnoIUOTTOIETE TO TTOAWpEVO BUTA TG KOVOOAag Pe TTpila, KTOG Kal av
10 TTEPUYIA UTTOpoUV va eloayxBouv TARPWE, WOTE va amro@euyBei n EKBEON Twv TITEPUYiWV.

6. Mnv xpnoipotroigite To ToAwpéVo BUTUA TG KOVOOAAS e KAAWDIO TTPOEKTATNG.

7. KINAYNOZ: Ymapye! uIKpOG Kivduvog €kpnéng av n KovadAa XpnaoIUOTIOIEITal TIAPOUTia EUQAEKTWY avaiadnTIKwv
A GAAWV EKPNKTIKWV agPiwv.

8. H agomarTia e yeiwang pmopei va emreuyBei udvo 61av n kovadAa ivar ouvdedepévn o€ 1I00d0vapn Trpica e TV EvOEIEn
«NoookopeIoKoU TUTTOUY.

. Hxovooha dev mpémer va ayyilel GAo nAeKTPIKO EE0TTANIONO KaTA TN XPrON.

10. H kovoOAa utropei va eKTTEUTTEN EvEPYEIa padIogUXVOTATWY Kal, av dev eykataaTabei kar dev XpnaipoTroinBei cUNQwva e
TIG 0dnyieg, utmopei va pokaAéael empBAaBeic mapeuBorég ae Tapakeipeveg ouakeuég. QaToo0, dev UTTAPXE! Kapia eyyinan
ot dev Ba eppavioToly TTAPEUPBOAEG OE pIa GUYKEKPILEVN eykaTaaTaon. EAv n kovadha pokaAei emBAABEiG TTapeBOAES
o€ GMEG GUOKEUEG, KATI TTOU PTTopEi va SIammiaTwBei e Tnv aTrevepyoTToinan Kal evepyotroinan Tng kovadAag, o xpiotng
evBappuvetal va mpootrabnoel va diopBwatel TI TapeuPoAES pe éva 1) TTepioadTtepa amo Ta akdAouBa pérpar:

0. ETravatommoBeTroTe 1) JETAKIVAOTE T GUOKEUR AYng.

B. Au¢Aate v amdaTaan petagy Tou E0TTAIGHOU.

Y. 2UvdEaTe TNV Kovooha o€ pia Tpida o€ KUKAwPa BIaQOpPETIKG OTTO EKEIVO GTO OTIOIO £ival GUVOEDEPEVN id 1) TIEPITTOTEPES
amd Tig GANeG GUOKEUEG.

0. ZupPouAeuteite TNV Hologic yia texvikr BoriBeia.

11. O @opnTdg Kai 0 KIVNTAG EEOTTAITHOG ETTIKOIVWVIAG PETW PadIooUXVOTATWY PTTopoUV va ernpediaouv Tnv Kovaola ATEC
Sapphire. Avatpé€re aToug Trivakeg nAekTpopayvnTIKAG aTpwaiag atnv evotnta «Ipodiaypagésy yid TIG CUVIOTWHEVEG
amooTAoEIG dlaxwplopoU.

12. H BAGBN Tou KaAwdiou 10006 UTTopei va TTpokaAéael kivduvo Trupkayidg i nAektpomrAngiag. Otav amoguvdéete 1o kaAwdio
I0XU0G, KPATACTE TO OTTO TO QIS KAl AQAIPEDTE TO TTPOTEKTIKA. Mnv TpokaAeite {nuid Kai unv TpOTroTrolEiTe T0 KaAWdIO 1GXU0G
NG kKovaoAag.

13. Mnv €TIXEIPACETE va XPNOIKOTIOIACETE OTTOIO0NTTOTE KOVOOAQ TToU Ba PTTopoUae va evéxel Kivouvo nAekTpotrAngiag.
EmikoivwvAoTe apéowg pe v Hologic r Tov TpounBeutr oag.

14. Mnv ToTroBETE TE TNV KOVOOAQ ETAVW O€ a0TaBN em@Aveia. H kovadAa ptmopei va méael, TTpokaAwvTag gofapd TPaupaTIoNO
Kai nuia ot ouakeur). O1 ypAhyopeg oTaaEIS, n uTiePBOAIK SUVOLN Kal O AVWHAAES ETTIQPAVEIES UTTOPET VOl TIPOKAAEGOUV
avarpoTm Tng kovadAag.

ZuvTAPNOoN Kal atrodnkeuon

1. Emmpéwte £TOpKR Kukhopopia Tou aépa yUpw amd mv KovadAa yia va amo@UyeTe TN CUCOWPEUAT BepudTNTAG OTO ETWTEPIKO
NG uoKeung. Mnv TommoBereite Tnv kovaoAa ag amoaTacn pikpdTepn amod 0,30 m (1 ft.) amé omoiadhmoTe Tapepmodifouca
EMIQAvEIQ.

2. Mnv eykaBiaTare Tnv kovaoAa og BEan Kovtd o€ TnyEG BepuoTnTag, OTTWG BEPUAVTIKG CWLATA 1) aEPAYWYOUG, f) O€ PEPOG
ekTeBEINEVO O€ Apedo NAIAKO Qwg, UTTEPBOAIKA okdvN, UNXavIKEG BOVATEIG A KPadATHOUG.
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3. Otav n kovaodha dev XpnOILOTIOIEITAI, VO ATIEVEQYOTTOIEITE GAOUG TOUG DIAKOTITEG PEUATOG KAl VO TOTTOBETEITE TNV KOVGOAQ
o€ Jia BEan 6tou dev Ba uttoaTei Cnuid.

4. Tiava diarnpnBei n kovodha o€ apioTn KatdaTaon, kaBapilere TepIodika TNV kovadAa pe va pahako Travi. Mrmopeite va
AQAIPETETE TOUG ETTINOVOUG AeKEDEG e Eva Travi eAa@pd Bpeypévo pe éva Ao didAupa amropputravTikol. Mnv xpnailoTolEite
TMOTE 10XUPOUG BIaAUTEG 1} AciavTIKG KaBapIaTIKE, kaBwg autd Ba TpokaAéaouv {nuid aTo TrePiBANUa TG KOVOOAAG.
KaBapidete Tnv kovaoAa pévo agou amoouvdEaETe To kaAwdIo 10XU0G a6 TV TPila.

5. DAev emTpémeTal Kapia TpoToToinan TG kovaoAag.

6. To avoiyya A n ouvTPNON TG KOvaoodAag TTPETTEI va yiveTal pévo amd Tnv Hologic r) amé eCeIdIKEUPEVO TTPOOWTTIKG TTOU EXEI
ekmaudeuTei kal maTomoindei amé v Hologic.

7. Mnv amobnkeuete Tnv kovaoha ATEC Sapphire oe guvBikeg ekTOG Twv avagepduevwy TEPIBAAOVTIKWY ouvONnKwv
amoBrKeuong Kal PETaQOPAS £¢oTTAIoHOU.

8. Eav eioTe meAdrng e Hologic aTig Hvwpéveg MoAiteieg, cugBoUAeuTEiTE TOV QVTITTPOCWTTIO TTWAAGEWV TG Hologic 1y
EMKOIVWVYACTE e TNV YTToaTApIEn MeAatwy, e@v dev ptropeite va diopBwaeTe éva TPdBANUa XPNCIHOTIOIWVTAG TO TPV
eyxelpidlo xprnong. MNa diebveic meAdreg, TapakaAoUpe EMIKOIVWVAOTE ammeubeiag ue Tov diavopéa aag Iy Tov ToTTIKG
avTimpdowto TwARaewy TG Hologic yia epwtioeig, oxoAia f/kar BEpara TexvikAg eCuTTnpEéMang.

Agitoupyia

1. TAEZAPTHMATA TOY ZYZTHMATOZ BIOWIAZ MAZTOY ATEC SAPPHIRE MPOOPIZONTAI T'1A XPHZH MONO AMNO
E=EIAIKEYMENO IATPIKO NPOZQMNIKO NOY EXEI EKMAIAEYTEI £TH XPHZH KAI THN EQAPMOIH TOYZ. To
€CeIDIKEUPEVO IATPIKO TIPOCWTTIKG TTPETTEI Va eKTEAET DOKIMF TOU GUOTANATOS Blowiag paaTol kai ektoprg ATEC Sapphire mpiv
amo kéBe diadikaaia f TpIv aTd K&Be Popd Tou ToTroBeTeiTaI TNV KOVOOAA {ia VEQ AVAAWTIUN GUOKEUN Yia évav aaBevh.

2. Hdiadikaoia Biowiag TpEmel va ekTeAEITAI HOVO ATTO ATOHA TTOU £XOUV ETTAPKN EKTTAIBEUCN KAl ECOIKEIWAT PE AUTAY TN
dladikaaia. ZuppouAeuteite TV 1aTPIKN BIBAIOYPOPIO GXETIKA HE TIG TEXVIKEG, TIG ETTITTAOKES KOl TOUG KIVOUVOUG TTpIV ATt Thv
ekTEAEa oTToI0001TTOTE EAAYIOTA ETTEPRATIKAG Sladikaaiag.

3. Omwe oupPaiver pe kaBe 1atpik diadikaaia, BePaiwbeite 4TI 01 XpRaTeG PopoUv Tov KATAAANAO £EOTTAIONG ATOMIKAG
TPOCTaCiag yia TNV TTpoaTaadia amd méavr Emaer Je cwuatiké uypd.

4. Mnv xpnoiyotoigite Tnv kovadha ATEC Sapphire o€ guvOrKeg eKTOG Twv ava@epOPEVWY TIEQIBAAMOVTIKWY GUVONKWY
Aeimoupyiag Tou e€omrAioOU.

ZupBarornra

1. Autdg o egomhiopdg/Autd To auaTnua TTpoopideTal yia xprion atmokAEIoTIKA aTmd emayyeAuaTieg uyeiag. Autog o e¢oTTAITuAG/
Auté 10 gUoTnUa evogxeTal va TTpokaréaer padiomapeBoAég A va diatapdtel T AciToupyia Tapakeipevou eCOTTAIGHOU.
Evdéxetal va xpelaaTei va AaBete uétpa petpiacpol, 6Twg aAhayh Tou Tpoaavartodigpol A ng 8éang Tng kovaolag ATEC
Sapphire 1§ Bwpdkian g ToTroBeTiag.

2. Hkovooha AEN mpoopietar yia xprion £viog G aiBoucag ameikoviong payvntikig topoypagiag (MRI). H kovaoAa mpémel
va Bpioketal ektdg TG aiBouoag MRI. AmevepyomoinaTte v 1po@odoaia Tng KovaoAag Katd T dIGPKEIa TNG OTTEIKOVIONG
MRI yia va amro@uyeTe Tnv mBavotTTa TAPANOPOWONG TNG EIKOVAG.

3. XpnolgoTrolgite Jévo avaAwaiua Trou £xouv KataokeuaoTei ammd v Hologic. H xprion otroloudrjmote dAou avaAwaipou
UAIKOU propei va odnynaoel ag BAGRN Tng kovadAag kal o€ akoUalo TPaupaTIopo Tou acBevoug A o€ pn amodekTd KAIVIKG
amoTeAégpaTa Kol aKupwvel KaBe yyunan tou mapéxel n Hologic.

4. Mg v Kovoodha TIpETEl va XpnoIHOTToIoUVTaI MOVO TIPEAKOUEVA KOl EEapTAKATA TTOU ival eykekpIpéva amé Tnv Hologic. H xprion
un e¢ouaiodotnuévou BondnTikol eEOTTAITHOU Kail eE0pTNUATWY aKUPWVEI KABE eyyUnan Trou Trapéxetal amd mv Hologic.

5. OAa Ta avaAwaoipa Trou axeTiCoval e To aUaTnua Browiag Kal ektoprg paoTtol ATEC Sapphire TrpoopidovTal yia xprion
o€ évav aoBevr Kal dev TrpoopilovTal yia ETavaTToaTEipwan Kal eTTakdAoudn emavaypnaiyotoinan. Metd 1o voiyua
amoppiyTe 6Aa Ta epyaAeia WIag xpAong yia Tov acBevi.

6. Hkovooha ATEC Sapphire dev Ba mpémel va xpnaipotolgital ditAa 1y emévw a€ GANov e¢omAioud. Av eival amapaitTo va
xpnaoipotoinBei ditAa A emévw ae dAAov eorAiod, n kovadAa ATEC Sapphire Ba mpémel va apakoAoubeital waTe va
eNéyxeran 611 Aeitoupyei Qualohoyikd aTn diapudpewan atny otroia Ba xpnaIuoTroinei.

Eicaywyn

To Tapdv eyxeipidio ameuBuveTal aTo 10TPIKO TIPOCWTTIKG TToU Ba €ival UTTEUBUVO IO TOV XEIPIOHO TOU CUCTAKATOS Bloyiag kal

€kTouAG paaToU ATEC Sapphire. Eival e§aipetika anuavtiké o XeIpioThg va S1aBacel kal va katavorael g€ BaBog To Teplexdpevo

TOU TTOPOVTOG EYXEIPIDIOU, VO EKTTAIDEUTE] OTTO ECEIBIKEUEVO EIBIKG EQOPUOYWY KAl VO akoAouBrael TIG 0dnyieg Tou TrepiéxovTal

OTO TTOPOV EYXEIPIDIO YIa TV AEIOTIIOTN, A0QAAR KOl OTTOTEAETUATIKA AEITOUPYia TOU TTPOIOVTOG,

liONLY H opoomovdiakn vopoBeaia (twv HITA) emTpémel TNV TTWANGT QUTAG TN GUOKEUAS Pdvo aTTé 1aTPd 1 KaTOTTIV
€VTOAAG 1aTpoU duvapel Tou apBpou 21 CFR 801.109(b)(1).

Opdada-oTéx0g aodevwv
210V TTANBUOP6-0TOX0 00BevwY Tou ouaTAPATOS Biowiag Kai ekTourg paaTou ATEC mrepihaufdvovrar aobeveic mou
utroBdMovTal g€ agaipean 1GToU Tou PaaToU yia T diayvwaTiKe delypatoAnyia TadoAoyiwy Tou paaTou.

37



Evoeigeig

To auotnua Browiag kar ektoprg pacTtou ATEC evdeikvutar yia T Afyn deiypdrwy 10100 yaoToU yia SiayvwaTikr delypatoAnyia
aMolwaewy Tou paaTtol. To alotua Biowiag kai ektouns paaTtol ATEC trpoopietal yia Tn Aqyn SelypaTwy 10To0 Tou HaaTol
yia 10ToAoyIKN €GETacn Pe pepIkA 1 TTARPN agaipean Tng ameikovi{ouevng aAhoiwong. H éktaan Tng 10ToAoyIKrG aAhoiwang

dev utopei va mpoadiopiaTel agidTioTa amd Ty ameIKOvIon oTn paaToypagia. Qg ek ToUTOU, N EKTACN TNG Apaipeang

TWV ameikoviopévwy evaeitewy piag aloiwang dev TpoBAETTE TV ékTaon TG agaipeang TG IoToAoyIkAG aAoiwong, TT.x.
kakorBeiag. Otav n n ahoiwan amd v omoia AdauBaverar deiypa dev givar 1IgToAoyIKa KahorBng, ivar amapaitnto va
efeTaaTolV Ta 6pIa TOU 10TOU yIa TNV TIAAPN A@aipean Pe XpHan TG uvABoug XeIpoupyIkng d1adIkaaiag.

AVT£V5£I§£I§
To auatnua Browiag kal ektoprg paoTtol ATEC mrpoopidetal udvo yia diayvwaTikoUs okoTroug kai dev TTpoopieTal yia
BepaTeUTIKEG EQAPHOVEG.

2. To olomnua Bloyiag kai ektouns paatol ATEC avrevdeikvutal yia ekeivoug Toug aaBeveig TTou, kaTd Tnv Kpion Tou 1aTpou,
evOEXeTal va BIaTpéxouv auénuévo Kivouvo I evaEXETal va eUQavioouv ETITTAOKEG TTOU OXETICOVTAI HE TV AQaipETN TOU
muprva fi T Bloyia. O1 acBeveig Tou AapBavouv avTITIKTIKA BepaTeia ) TToU PTTOPET va £X0UV aioppayIkéS Slatapayég
uTropei va BewpnBei 611 dlatpéxouy augnuévo Kivouvo eITTAOKWY Katd Tn diadikaaia.

Mpoopifopevog XpRoTng
To ouotnua Bloyiag kai ektourg paaTtol ATEC Ba Trpétel va XpnoIUOTIOIEITal HOVO aTTO 1aTPOUG EKTTAIBEUPEVOUG OE
QVOIKTEG 1) B100epUIKES ETTEURATEIS Blowiag.

ZNMEIWOEIG OXETIKA pE TO TrEPIBGAAOV MRI

1. H kovooAa pmopei va xpnoiyotoinBei yia v ektéAean Browiwv uto kabodhynan pe utreprixoug (U/S), atepeotakTikn (STX)
A JayVNTIKr Topoypagia.

2. Hkovooha AEN mpoopidetal yia xpran eviog Tng aibouaag ameikoviang payvntikig Topoypagiag (MRI). H kovadAa ATEC
Sapphire pémel va Bpioketal ektds TG aiboucag MRI. AmevepyotoiaTte v Tpogodoaia Thg KovaoAag Katd T didpKeia TG
ameikéviong MRI yia va amo@uyete Tnv mBAvOTNTA TTAPAPOPPWAONG TNG EIKOVAG.

3. O mododiakdmmgs ATEC MRI, 10 epyaleio xeipdg ATEC MRI kai To gUoTtnpa evioiopoU eicaywyéa (Introducer Localization
System, ILS) ATEC MRI givai €181k oxediaopéva yia xpron atnv aibouaa MRI. Ta avTikeigeva ou umopolv va eioayBolv
otnv aiBouca MRI Ba emonpaivovtal pe 10 aUpBoro «MRI Conditional» (ATeikévion payvnTikoU GuvToviGHoU UTré 6poug).

4. H ouokeun Boyiag paotol ATEC MRI pmmopei va xpnaoipotmoinBei pe acedAeia og mepIBAAOV payvnTikAG Topoypagiag
(MRI) e€wrepiké Tou oapwrr, dtav To péyiaTo Tedio XwpIKAG kKAiong dev umrepPaivel Ta 4 T/m (400 gauss/cm)
o€ Kuhvdpikd oapwth MR pe évraon atatikou payvntikou mediou (BO) 1,5 T kai 3 T. H pn 1hpnon autwv Twy
TPOUTTOBETEWY UTTOPET Va 00Ny OElI O€ TPAUPATIOHO.

5. H Hologic Tpoa@épel pia ToikiAia diapgop@uatwy epyaleiwv Xelpdg piag xpRongs. QaT6ao, kard Tnv ektéAean d1adIKACIWY
Bioyiag paaTou kaBodnyoupevwy amd MRI, MPEMEI va xpnaipotoieital epyaleio xeipdg ATEC MRI. Ta epyaAeia xeipdg
ATEC mou €xouv axediaaTei yia xpon utd kaBodrynon pe MRI gival cuppard pe Tnv KOKKIvn utrodoxr e v évoeign «MRI»
otV KovaoAa. T'ia Tov evioTriapd TG TEPIOXNG TTOU TTPoopideTal yia Blowia diaTiBeTal To UCTNHA EVIOTTIOUOU EI0ayWYE
(ILS) ATEC MRI.

6. Mia emokdtnon Twv TPoidvTwy Tou gival katdAnAa yia diadikaaieg Browiag kaBodnyouueveg ammd payvnTIKr Topoypaia,
OTEPEOTAKTIKA amelkovian (STX) kai utepryoug (U/S) epihauBavetar atnv evotnta «E¢aptriuaran.

ZNMEIWOEIG VIO TO TTEPIBAAAOV OTEPEOTAKTIKIG ATTEIKOVIONG KAl UTTEPHX WYV

1. Taepyaheia xeipdg ou Exouv oxediaaTei yia xpran utro oTepeoTakTIKA kaBodrynon (STX) kar kaBodrynaon e UTTEPrXoUg
(UIS) eivar oupBard pe Tnv KOKKIVN utrodox ! pe TV évoeign «US/STX» aTnv kovaoAa.

2. To ouykekplpévo epyaleio xelpog Tmou emmiAéyeTal yia xprian uté kabodnynan pe utreprixoug (U/S) kal aTepeOTaKTIKA
kaBodrynon (STX) e¢aptaral amd TIg TTPOTIMAGEIS TOU XPAGTN Kall ToV TUTTO TOU GTEPEOTAKTIKOU auaThUaTog (STX) mou
xpenaoipotroigital. MNa mpdabeteg 0dnyieg, avarpétre oty evotnTa «ETmAoyn avaAwaipwy Tpoidviwvy Tou Tapdviog
eyxelpidiou.

Avapevopevo KAIVIKO 6@peAOG

To auatnua Bloyiag kai ekToung paaTol ATEC emTpETEl GTOUG 10TPOUG VA XPNTIHOTIOI0UV Eva EAGXIOTA ETTEURATIKG
oUoTnua yia v egaywyn piKkpwy deryuaTwy Bloyiag duvnTikd kakornBoug IGToU Tou JaaTou.
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ESapTipara

MNINAKAZ 1: KYPIOZ EZOMNAIZMOZ (XPHZH AMNO MOAAATAOQOYZ AZOENEIZ)

A103IKOCiEG OTEPEOTAKTIKA
kaBodnyoupevng Biowiag

Aiadikaoigg Bioyiag
ka8odnyoUpevng oo
UTTEPNXOUG

Aiadikacoigg Bloyiag
KkaBodnyoUupevng amré
MRI

Z0oTnua Bloyiag kai EKToung paaTou
ATEC: Movéda Sapphire

Mododiakdtng ATEC

KaAwdio 10x00¢ ATEC

Aiaragn ypapung kevol aépog ATEC

ZTEPEOTAKTIKOG TTpoaappoyéag ATEC

AA

NA

ZTEPEOTAKTIKOG TTpoCappoyéag Eviva

NA

NA

MINAKAZ 2: ANAAQZIMA EEAPTHMATA (FIA ENAN AZOENH)

A103IKOCiEG OTEPEOTAKTIKA
kaBodnyoupevng Bioyiag

Aiadikaoigg Bioyiag
kaBodnyouuevng amo

Ailadikacieg Bioyiag
KaBodnyoupevng amo

@iAtpou 10ToU ATEC (RTFA)

UTTEPNXOUG MRI
EpyaAeio xeipdg ATEC . . AIA
Epyaheio xeipdg ATEC MR AA A/ .
200TNHa EVTOTTIOHOU AA AA .
eloaywyéa ATEC (ILS)
Epyaheio xeipdg Eviva . AIA AIA
0dnyog BeAovag (ATEC kai Eviva®) . AA A/A
Doyeio ATEC pe kammaki . . .
®iktpo 10TV ATEC MpoalpeTIKO lMpoaipeTikd lMpoaipeTikd
ATIOPOKPUTEVOG TIPOCAPHOYENS BA. Znueiwaon 1 AJA AA

Znueiwon 1: Tia xpron pe 1o aTePEOTAKTIKO aUoTnua 6pBiag Tomobémang Stereoloc® |1 g Hologic Kai Ta OTEPEOTAKTIKA CUCTANATA TNG Siemens.
IMpoaipeTikd yia 6Aa Ta GAAa OTEPEOTAKTIKA CUCTANATA.

OvoparoAoyia TTpoidvTwy Kal ETTIAOYH AVAAWCIUWY TTPOIOVTWYV

H Hologic mpoa@épel pia TroikiAia diapoppuaoewy epyaleiwv xeipdg ATEC kai Eviva yia xpron utd kabodrynan e OTEPEOTAKTIKA

amelkovion, utreprixoug kai MRI. To ouykekpiuévo epyaheio XeIpOG TIoU TIPOKEITaI val ETTIAEYET EG0PTATAI AT TIG TIPOTIMATEIG TOU XPAOTN

Kall Tov TUTTO Tou £GOTTAIGHOU TTEIKOVIONG TTOU XPnalpoTToleiTal, dmwg utrodeikvueral aTov Mivaka 4 kai atov Mivaka 5. Avarpégre
omv 1oTooeAida Tng Hologic atn diguBuvan www.hologic.com yia évav ETTIKAIPOTTOINUEVO KATAAOYO TwV TTPOCPEPOHEVIWV AVAAWTIUWY

TTPOIOVTWV.

O1 apiBuoi katahdywv ATEC kai Eviva xpnoipotoioUv Tnv akdAoun ovoparohoyia apiBpwy:

MINAKAZ 3: ONOMATOAOI'IA APIOMQN KATAAOIOY: ATEC 09 12-20

TOtog AiagpeTpog BeAovag
OUOKEUNG KAVOUAQG TOpNG
ATEC 09: 9 gauge

EVIVA 12: 12 gauge

13: 13 cm pAKog
10: 10 cm prikog

Mnkog BeAdvag (cm) | MéyeBog avoiypartog
(mm)
09: 9 cm prkog 12: 12 mm avolyua
MRI
12: 12 cm prkog 20: 20 mm davolypa T: Mikp6

EmiOnpa (eav umrapyer)

MR: EpyaAeio xe1pog €181ké yia
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MINAKAZ 4: ZYMBATOTHTA EVIVA

Zuokeun Bioyiag 0dnyog KiT OTEPEOTAKTIKOU TTPOCOPUOYEQ
BeAovag
<< = lo
e} = E e | =2 =S |x W
< = 2822 =g 52 3|5
= O QeS| |0l | |2 |59
tsag — — <~ | =|®m | 0|0 |0o|< |0 |2 |Z|O
A o |lola | oo oo |x ElE|lE|lElE|lE|lE|E|E|E|E
g b | Eomhiopog SIRITITIFIfIE TlalzlgzlESlsE s clslE|E|E|E
53 S Sz zalslzzelegoBERIBEEREEIEEEEE
E SV 8I8¥IB S| =z =z Zz =zl v o bl o | on| | vn|6d|ol o
< © © © © © © © © © © © © © © © © © © © © © © ©
= z2|l2 | 2|l2|2|2|2|l=2|2|=2=2|2|2|2|2 | 2|2 |2|=2|2|=|2]|=2
(i W R R e N T R i v I o I R i W I R R T
Hologic MultiCare®
Pl t L] L) L] L) L] L] L] L]
atinum
Hologic Stereloc® Il 0 I e U .
opBiagtomobemnong
Hologic Affirm™ o e e e le oo el o .
— (Fischer) S R .. .
£ | Mammotest
n
= MAcupikog
€ | Bpayiovag GE
2 Senographe DS® | o | o | o | o | . . .
g kal Serjographe@’
& Essential
Q .
= KéBetn
mpoaéyyion GE
Senographe DS® o oo o o | o o | e
kai Senographe®
Essential
Siemens® Opdima e oo . o | o .
Siemens®
| . t L] L) L] L) L] L] L] L] L] L] L] L] L]
nspiration
Fuji Amulet kau
|nn0va|ity L] L] L] L] L] L] L] L] L] L]
Giotto . . . . . . . . . .

Znueiwon: H 8106e01p6TTa TOU TTPOIGVTOG PTTOPET VA dIagéPEl avahoya e TN Xwpa.
2nueiwan: MNa GMeg pebddoug amelkdviong Kal eE0TTAIGHO, ETTIKOIVWVATTE e TOV QVTITTPOOWTTO fi Tov dlavopéa Tng Hologic.
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MNINAKAZ 5: ZYMBATOTHTA ATEC

Eomhiopog

.

(<3
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o
]
L
=
w
o
=
=

[=2]
S
[©]
=
[&]
=
<<

Hologic MultiCare®
Platinum

Hologic Stereloc® Il

Hologic Affirm™

Siemens® (Fischer)
Mammotest

MAeupikA
TTPOTEYyIoN
Siemens® (Fischer)
Mammotest

Siemens® Opdima

KaBetn mpoatyyion
GE Senographe DS®
kai Senographe®
Essential

Mpocéyyion
TAeUpIKoU Bpayiova
GE Senographe DS®
kai Senographe®
Essential

Instrumentarium®
Delta 32

Alodikaoieg
uTTEPRAX WV

Yuotnua Aurora MR

e e e aENeR
e AENe
AN s YT

AMa guaThuaTa

MRI MepiAappaverar oo KIT ILS

o

=
o o o o
N N N S <
D o~ D <t >'<
S — b1 =
> P=23 [ P=23 =
o o ~ o w
[&] (@] [&] (@] [&]
B e
<< << <C << <<

ATEC RTFA

Ynueiwan: H diaBeaipdtnTa Tou TTPoi6VTog UTTopEi va dlagépel avaloya e Tn Xwpa.
Znueiwan: MNa GMeg peBodoug ameikdviang Kar e§oTAIoPO, ETTIKOIVWVATTE pe Tov avTITpOowTTo fj Tov diavopéa Tng Hologic.
* MpoTipwuevog BondnTiKoG eoTAIGOG
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2TolIXEia EAEYXOU Kal AEITOUPYiEG

O1 mivakeg dIETAPAS XPHOTN TNG KOVGOAAG TIEPIAAPBAVOUV XEIPIOTAPIC TTOU ETTITPETTOUV GTOV XPrOTN va XeIpiCeTal To oUTNUA
Kal EVOEIKTIKEG AuxVieg TTou TTapéxouv TTPOCBETEG TTANPOYOPIEG TXETIKA E TNV KOTAOTAON TOU GUOTAUATOS. Mia AetrTopepiic
TEPIYPAH KABe aTOIKEIOU TNG DIETTAPAG XPAOTN TIAPEXETAI TIAPAKATW.

EIKONA 1: NINAKEZ AIENMA®HZ XPHZTH THZ KONZOAAZ

APIZTEPH AIENA®H XPHZTH AEZIA AIENA®H XPHZTH

MepiBdAAov gpyaciag XpnoTn KovooAag

1. AlakétmrTng Power (loxucg): Evepyomoici kal amevepyoToiei Tnv kovooha: On (Evepyotroinon) = «I»/Off
(Atrevepyotroinon) = «O»

ualohoyiké opd. Otav TomoBeteital o Aeimoupyia «Setup» (PUBuIon), n BaABida «Saline PV» (Pinch Valve) [EpgpayuaTiki
BaABida guotoloyikou opol (Epgepayuarikr BaABida)] avoiyel kai evepyoTToigital n npioupyia Kevou 0épog, ETTITPETTOVTAG
TNV €10ayWYA TOU TUAKOTOS CWANVWOEWY GIAIKOVNG TS YPAUUAS QUaIOAOYIKOU 0pol Tou epyaAEiou XEIPOS.

3. Koupti «Test» (Aokiun): Auto 10 TIECOUEVO KOUPTTI EAEYXOU EVEPYOTTOIET TO EQYAAEIO XEIPOG YIa EVaV DOKIPAOTIKO
kUkAo Aeimoupyiag. To alotnpa Ba emioTpéwel aTn Aeiroupyia «Biopsy» (Blowia) peta Ty emmiTuxr oAokARpwan evog

2. @ Koupmi «Setup» (PUBuion): Auté 1o e(OpEVO KOUpTTi EAEYXOU ETTITRETTEN TV AUTOUATN TIAAPWOT TOU GUGTAWATOG HE

KUkAou doKIUAG.

4, @ Kouptri «Biopsy» (Biowia): £ Asitoupyia «Biopsy» (Blowia), To epyaleio xeipdg eivar £To1po yia Aqyn 10To0.
H evepyotroinan Tou TododIaKOTITN eKKIVET TOV KUKAO Bloyiag.

5. Koupumi «Lavage» (MAuan): m Acimouyia «Lavage» (MAUan), avoiyel n BaABida «Saline PV» (Epgepayparikr BaABida
QuaI0AoyIKOU 0pOU) Kal EVEPYOTTOIEITAI TO KEVO YIO TOV KATAIOVIOUO Kal TV avappdo@nan g KoIAGTnTag Blowiag.

6. Koupti «Manual Aspiration» (Mn autduarn avappdenaon): Otav Bpioketar atn Asitoupyia «Manual Aspiration
(Mn autépaTn avappognan), n PaABida «Saline PV» (Eugpayuarikr BaABida guaioloyikol opou) kAgivel Kai n
EOWTEPIKA KAVOUAQ TOPAG aTTOOUPETAI. Z€ QUTAV T AEIToUpYia, 0 XPAGTNG HTTOPET va KEVWOEl TNV KOIANGTNTa Biowiag
TTATWVTAG TOV TTOS0dIAKOTITH.

7. ( {-' ‘Evéeiln «Retest Handpiece» (EmavaAnyn dokiung epyaheiou xeipdg): Aev avapel urd kavovikéG GUVOIKEG.
AvaBoofrvel Je KOKKIVO xpwua 6tav n Acitoupyia «Testy (AokiuR) A «Biopsy» (Biowia) dev oAokAnpwvetar Adyw
agToyiag TG Trieang. Avarpétre aTnv evoOTNTA «AVTIMETWTION TTPORBANUATWVY YIa TIPOTEIVOUEVA BrpaTa S1Gyvwang
kai 816pBwang evag moavou TpoPARUaTOC.

8. O <.| ‘Evdeitn «Return to Setup» (EmaoTpogn o plBuion): Aev avéiBel uid kavovikég ouvBrikeg. AvaBoofrivel e
KOKKIVO Xpwpa otav n Aciroupyia «Test» (Aokiun) dev ohokAnpuwvetal Adyw aaToyiag Tng Trieang. Avarpégre atnv evotnta
«AvTigeTwTIon TTPOPANHATWY Yia TTpoTEIVOpEVa BriaTa S1ayvwong Kai 816pBwang evog TBavou TTPoBARHATOG.

9. ‘Evoeitn «Vacuum Ready» (Kevo aépog £Toipo): Avapel aTabepd e TIPAGIVO XpWwHa OTav 1 KOVOOAQ EXEl ETTITUXEI

%‘ TANPEG kevo agpog. Avapel aTabepd e KOKKIVO XPWHO KATA TV EVEPYOTTOINGT, £GV avixveuBei duoAcimoupyia Tou
ouaThuarog. AvaBooprvel Je KOKKIVO Xpwia otav eV ETTITUyXAveTal TIARPES KeVO VTGS Tou KaBOopIOoPEVOU XpOVIKOU
mAaigiou. Eav autr n évdeign avaBoaBrvel, avarpéte aTny evoTNTa «AVTILETWTION TTPOBANUATWYY I TTPOTEIVOMEVA
BAuara didiyvwang kai 816pBwang evag mavou mpofARuaTog. O mododiakdmng dev Ba evepyotroifael T Aeimoupyia
T0U epyaAeiou xeIpdg eav n ev Adyw évoeién dev avapel aTabepd e TTPATIVO XPWHO.
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10. ZuvappoAdynon ypapung Kevou: Mpdkerrar yia diagavr) GwArva Tou gival Jovipa guvdedeEVOS GTo £va GKPO ToU
e v kovaoAa. To Ao dkpo €xel évav PmmAe aUvoeapo Tou Ba ouvdeBei oTo KaTdkI Tou doxeiou avappoenang aTn Bupa e
v évdeign « VACUUM» (KENO).

11. Kékkivn utrodoxn gpyalegiou xeip6g «MRI»: O¢an mpoadptnang yia 1o e¢hptnua epyaAeiou xeipodg MRI e 1o
KOKKIVO TTepiBAnua.

12. MaUpn utrodoxr epyaAeiou Xe1pog: Oion TPooAPTNONG Yia T0 EEAPTNUA EPYOAEiOU XEIPAG e TO HaUpO TTEPIBANUL.

13. Kokkivn utrodoxn epyalAeiou xeipog «US/ISTX»: O¢an mpoadpTnong yia 1o €aptnua epyaleiou xeipdg US/STX
JE TO KOKKIVO TTEPIBANUaL.

14. «Saline PV» (Pinch Valve) [Epgpayuariki BaABida guaioloyikol opol (Epgpayuatikh BaABida)]: @¢an mpoadptnong
Y10 TO TUAPA CWANVWOEWY OINIKOVNG TNG YPAHUNS GUTIoAoyIkoU 0poU Tou epyaAeiou Xelpdg. EAEyxel Th por| Tou
QUGI0AOYIKOU 0pOU TTPOG TO £PYaAEiD XEIPOG.

PUBuion cuoThpaTOg

AuTH n evoTNTa TIAPEXEI TTANPOPOPIEG GXETIKA |E TOV TPOTTO TIPAYUATOTIOINGNG OAWY TWV ATTapaiTTWY GUVOETEWY VIO TNV
eykaraaTaon e povadag ATEC Sapphire.

Emegnyolvral o1 akdAouBeg ouvdéaelg:

1. KaAwdio 1oxUog kai acpaeiodiakotng ATEC

2. X0vdeon mododiakotn ATEC

3. Aiaragn ypapung avappdenang kevol ATEC

4. X0voeon epyaheiou xeipdg ATEC A auvdean auokeun Blowiag Eviva

ZHMEIQZXH: Avarpégre aTig 0dnyies xpnong (IFU) Eviva yia odnyieg Asitoupyiag Kai TpogIdoTToIRaEIG TG GUOKEUNG
Bioyiag Eviva.

20vdeon KaAwdiou 10xU0Gg Kal ac@aAeiodiakotrTn ATEC

MPOEIAOMOIHZH: Na va amo@UyeTe Tov KivOuvo nAekTpoTTANEiag, auTdg o eCOTTAITHOG TTPETTEI va GUVOEETaI PdVO
o€ OiKTUO 10XU0G e TIPOOTATEUTIKI YEiwan. EAEyXETE TOKTIKG TN yeiwan.

MPOEIAOMOIHZH: H kKovooAa oxedIAaTNKe yia XpAon Pe T0 KAAWSIO 10XU0G TToU TTapEXETal We TNV KovaoAa. MHN
XPNOIUOTIOIEITE BIAPOPETIKO KaAWSIO 10%U0¢ pe Tn povada ATEC Sapphire. H xprion diagopeTikol kaAwdiou 10%00¢g
pTopei va mpokaAéael Kivouvo nAektpotrAngiag kal Tupkayiag. Ze kayia mepimtwon MHN agaipeite 10 kaAwdio yeiwong
f 70 BUONa yeiwong amd omolodrmoTe QIS 10XU0G. MHN xpnaipotolgite KaAWSIO TPOEKTAONG WE AUTOV TOV ECOTTAIGO.
Avahoya pe TV TIpiCa TTOU XPNOIHOTIOIEITAI, UTTOPET VO XPEIAOTE TIPOTUPHOYEQS.

MPOEIAOMOIHZH: Befaiwbeite 611 10 KAAWSIO 10XU0G €ival o€ KaAr kataoTaon. Eva kateoTpaupévo KaAwdio 10X00¢

A pTopei va evéxel kivduvo nAektpotrAngiag. Otav amoouvdéete Tn povada oo 10 peUa, VO TTIAVETE TIAVTA TO QI OTO GNuEio
elgaywyng kai va 1o TpaBdre amaAd. MOTE pnv tpaBdre 1o KaAwdIo yia va amoguvdETETe T Yovada amd my mpida.
MPOEIAOMOIHZH: H xpAhon kaAwdiwv A e§apTnudTwy dia@opeTikwy amd autd mou kabopiovTal oTIg TapoUaEg
0dnyieg UTropei va 0dnynoel O€ QUENUEVES EKTTOUTTEG 1) JeElwpEvn aTpwaia Tng kovadhag ATEC Sapphire.
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EIKONA 2: EEQTEPIKA EEAPTHMATA KONZOAAZX ATEC

APIZTEPH MNMAEYPA AEZIATIAEYPA

1. Emikéra: ZupPouleuTeite autriv TV ETIKETA €AV XPEIAETTE TTANPOPOPIEG TXETIKA WE TIG NAEKTPIKEG OVOAOTIKES TIUEG TNG
kovadAag. AuTA n ETIKETA TIEPIEXEI ETTIONG TOV TelpIakd apiBud TG povadag ATEC Sapphire.

2. Aoc@aAelod1akoTTTNG: Mépog Tng e10600u evalaaadpevou (AC) pedpatog. Eav o S1akoTTNG éxel evepyotroinBei, T
paupo koupi dev Ba eival aTo id10 eTmiTredo Kal Ba eival opath pia AUkr| Koukkida. Na emavagopd, amevepyoTroInaTe T
HovAada Kal a@raTE TNV VA «KPUWOEN YIa EVa AETITO TTPIV TTATHACETE TO JAUPO KOUWTTI IO VOl ETTAVEKKIVATETE TN Jovada.

3. Eioodog evaAhaooopevou (AC) pebpartog: O¢on mpooaptnong yia 1o fuoua Tou kaAwdiou ioxUog «ATEC
VOOOKOUEIOKOU TUTTOU.

4. AykIOTPO TIVOKISag odnyiwv: O¢on mpoadptnang yia Thv TIVaKida 0dnyIwv.

5. KaAwdio 10x00g voookopelakou emiTrédou ATEC: ZuvdéaTe 1o kahwdio 1axUog ATEC atnv utrodoxr Tou
kahwdiou 1oxU0g aTnv €icodo evalaaadpevou (AC) pelparog Tou TAaivol Trivaka otnyv aploTtepr TAeupd NG KovaoAag.

6. MAdka diaxeipiong kaAwdiou 10xUog ATEC: To kaAwdio mpémel va Tuhiveral de§idoTpopa yipw amd Tnv TAGKa
diaxeipiong kaAwdiou.

7. MododiakétrTng ATEC: Mapéxeral amd v Hologic. Zuvdéeral aTn de§ia mAeupd Tng kovadAag. Evepyotroiei 1o epyaheio
XEIPOG 1) TN oUCKeUr Bloyiag.

8. MAdka diaxeipiong kaAwdiou TododiakétrTn ATEC: To KaAwdio TpETEl va TUNIVETAI OPIOTEPOATPOPA YUPW
amo v TAdka diayeipiong kaAwdiou.

9. AyKIOTPO 00KOU PUCIOAOYIKOU opoU: O¢on TpoadpTnaong yia ackd euaiohoyikol opou (auviatwvral 250 cc).

10. Tpoxoi: Kai o1 T€aoepig Tpoxoi emiTpémouv duvardtnTa TepIaTpo@ig 360 poipwv. O umpoaTivoi Tpoxoi diabéTouv epéva
ao@AaAiong yia va ouykpaTolv T povada aTn Béon Tng.
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20vdeon mododiakotrTn ATEC

O mododiakomng ATEC mapéxetar amod v Hologic kai kard v mapadoon Tpémel va TpooaptnBei atn 6e€i1é TAeupd TG
kovaoohag. EraAnBeloTe TIg auvdEaeig Tou TTodOSIaKOTITN TTPIV aTT T XPAGN CUUGWVA pE TNV evotnTa «AvTaAGEIua aToIxEia
miedioux Tou TTAPOVTOG EyXEIpIdiou.

Aidragn ypapung avappoé@nong kevou ATEC

To gUoTnua Ba Tapayel kevo tav eTIAEYoUV ol KATAAANAEG AsiToupyieg.

O1 ouvdéoeig kevou amaitouv Tn xprion doxeiou ATEC g Hologic. (Avarpéére otnv Eikdva 3)

1. Zuvappoloynate 1o doyeio avappdenang, OTwg Trapouaidletal oy Eikéva 3, kai TomoBetroTe 10 doxeio ot Bdon
doxeiou aTnV KOVOOAQ.

2. BefaiwBeite 61 10 KOTTAKI KO TO TIWRA TG PeyaAng B0pag eivar ac@aAiopéva Kal GepayIauéva yia Ty aTroQuyr S10pPowY Kevou.

3. ZuvdéaTe T dIGTAEN YPOUUAG KEvOU aTnV Kovaoha atnv emavw Bupa e Tnv Evoein « VACUUM» (KENO) eméivw GT0 KOTTAKI
TOU BOXEIOU aVaPPOPNONG.

EIKONA 3: AOXEIO ATEC

KAgioTe Tn BUpa «Patient» (AcBeviig)
ME TTwHA 6Tav oAokAnpweEi n diadikaoia
Kal TTpIV aTTé TRV amoppiyn

KAeioTe T B0pa «Vacuum» (Kevo) pe
TWHa 6Tav oAokAnpweOei n diadikacia
Kal TTPIV oTT6 TNV amoppiyn

KAgioTe TO peydAo dvolypa Pe KATraKi

OUpa «Patient» (AoBeviig) yla Tn oUvdeon
TOU PTTAE OUVBETHOU TNG YPAUMNG
avappoPnong amo 1o epyaeio XEIPOg

OUpa «Vacuumy» (Kevo) yia diatagn
YPOAMPNAG KEVOU a1rd TNV KovooAa Atec

ZHMEIQZH: To doyeio ATEC eivai mpoidv piag xpriong pe ouvioTwpevo péyiaTo 6yko 400 cc.
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PUOuIoN Kal ouvdéoelg epyaleiou XEIPOG (M. Eikova 4)

1. Avoicre Tov aoK6 PualoloyikoU 0poU, apaIpECTE TO KATTAKI KAl TOTTOBETAOTE TOV A0KO OTO AYKIGTPO AOKOU GUTIOAOYIKOU
0poU oTn deC1d TAEUpPd NG KOovaOAAG.

2. Avoitre TV amooTEIpWEVN OUCKEUATTa TOU avaAWaIHOU EpyaAeiou XeIpdG Kal TOTTOBETATTE Tov SioKO GTO ETTAVW PEPOS
NG KOVaOAaG.

MPOZOXH: AproTe TV TTPOOTATEUTIKA BrikN 0TO AKPO Tou £pyaAeiou XeIpag.

3. A@aipéaTe TOUG AKPODEKTES TWV TECOAPWY YPapHwy amd Tov dioko Tou epyaAeiou xeIpdg.
3.1 TomoBetrAoTe TNV OKida OTOV ATKO YUaIOAoyIKOU 0poU Kal EI0ayAYETE TO TUAKA CIAIKOVNG ThG CWARVWONG Tou epyaAsiou
XEIPOS oTnV eP@payuaTikr BaABida pe v évdeign «Saline PVy (Epepaypatiki BaABida guaiohoyikol opou).
3.2 XuvdEaTe To KaAwdIO Pe TNV KOKKIVI TaIvia oTnv uttodoxr| TnG KOVOOAAG e TOV KOKKIVO BAKTUAIO.
3.2.1 Ta epyaleia xeipdg Eviva ou éxouv axediaaTei yia xprian umd oTepeotakTiki kabodrynan (STX) eival guppard
e TNV KOKKIVIN uttodoxn e Ty £vOeign «US/STX» atnv kovadha.
3.2.2 Ta epyaheia xeipog ATEC Trou €xouv axediaaTei yia xpRan utd atepeoTakTikr kabodhynan (STX) kai
kaBodriynon pe utreprixoug (U/S) eival oupBard e Tnv KOKKIv utrodoxn We Tnv Evaeign «US/ISTX» oty
KovaoAQ.
3.2.3 Ta epyaleia xeipdg ATEC Trou éxouv oxediaaTei yia xprion uto kabodiynon pe MRI eivar gupBatd pe v
KOKKIVN utrodoxr e Tnv évoeign «MRI» oTnv kovaoha.
3.3 ZuvdéaTe 10 KaAWSIO e TN PN Talvia aTnv uTrodoxr TG KOVOOAAG e ToV Hadpo SakTUAIO.
3.4 ZuvdéaTe 10 MTTAE €§dpTnpa avappdenang aTnv opifdvTia TTAeupIkA BUpa e Tv Evdeign «PATIENT» (AZOENHZ)
OTO KOTTAKI Tou doxEiou avappoenang.

EIKONA 4: AIATAZEIZ KAl ZYNAEZEIZ TPAMMHZ KENOY AEPOZ KAI EPFAAEIOY XEIPOZ




AoKiy CUCTAPATOG

1.

10. MeTa v ohokArpwan evag emITUXNUEVOU KUKAOU BOKIUAG, TO epyaeio xelpdg ATEC '

EIKONA 5

EvepyotroifaTe 10 gUOTNHA WETAKIVWVTAG TOV TTPACIVO dIAKOTITN «Powery
(loxUg) atnv kovadha atn 6€an «|». EGv umrapyer duaAeitoupyia Tou
OUCTAPATOG KOTA TNV EvepyoTroinan Tng kovaoAag, 6a avayel aTabepd e
KOKKIVO Xpwpa n évoeign «Vacuum Ready» (Kevo agpog £10110).

H Aeimoupyia evepyotroinang r n poeTmiAeypévn Aeitoupyia eivar «Biopsy» (Bioyia).
EmiAéCre Tn Aeimoupyia «Setup» (PUBuion). H Aeimoupyia «Setup» (PUBpion) Ba

TTPOETOINAOEI TO CUGTNHA Kal Ba dnuioupyRaEl Kevo. 2 o @
Orav n kovaoha Bpioketal oTn Acitoupyia «Setup» (PUBUIon), n Auyvia N m)
«Vacuum Ready» (Kevo aépog Etoipo) Ba avayel atabepd pe TPACIvO Xpwpa o)

otav emiteuyBei emapkég kevo (BA. Eikéva 5). EQv dev emiteuyBei emapkég —

Kkevo, n Auyvia «Vacuum Ready» (Kevo aépog toio) 6a avapoofrver e
KOKKIVO XPWHA YI0 VO TTPOEIBOTTOINTEI TOV XPraTn yia Teavd TpoRAnua.
Edv n Auyvia «Vacuum Ready» (Kevd aépog €Toipo) avaBoaprvel, avatpégre
0TV €VOTNTA «AVTIPETWTTION TIPOBANUATWYY YIa TTPOTEIVOMEVA BANATA
diayvwaong kai d16pBwang evog moavou TPoARUaATOG. —
EmaAnBedaTe 6T 10 TUAKA GIAIKOVNG TNS YPAUKAS CWANVWOEWY QUGIOAOYIKOU EIKONA 6: ZYNAEZH

0opou gival guvdedepévo atny euppayuatiki BarBida pe v évoeitn «Saline PV EM®PAIMATIKHE BAABIAAE
(Epopaypartikr aABida euaiohoyikol opol), 6Twg ameikoviletal oy Eikova 6. ®YZIOAOIIKOY OPOY
EmaAnBeuaTe omTikG T por Tou @uaIoAoyikoU opol aTo Gvolyua TG BeAdvag =
(oTbpi0) Kar aTo doxeio GiAtpou 1aToU Tou epyaleiou xelpdg ATEC.

MPOZOXH: Mnv agaipeite Tnv TIPOCTATEUTIKI| Bk OTT6 T0 AKPO Tou EpYaAEiou XEIPAG.

H évdeitn «Vacuum Ready» (Kevo aépog €toiuo) Ba avawer otabepd pe Tpaaivo
XpWwHa yia emReBaiwan OTI Exel EMITEUXOET KEVO.

EmAéSre T Aeitoupyia «Testy (AokiuR).

To epyaheio xe1pdg ATEC Ba ohokAnpwael Tov KUkAo Browiag wg Aeiroupyikr ’
dokiun. Edv n évoeign «Retest Handpiece» (EmravaAnyn 6okiung epyaAeiou Xeipog) /
N «Return to Set up» (EmoTtpo@n otn pUBuion) apxioel va avaBoaPrivel pe KOKKIVO \
XPWua, avarpétre aTnv evotnTa «Avnpuwmor] TPOBANUATWY» yia TIpoTEIVOpEVa
BAuara didyvwang kai d16pbwang evog mlavol TPoPAAUaATog.

emaTpé@el aTo «Biopsy» (Blowia) kai gival €Toipo yia T Ayn 10ToU.

Odnyieg AsiIToupyiag Tou CUCTHNATOG

XpAon Tou cUOCTAMATOG UTTO KaBodrynon pe payvnrikf topoypagia (MRI),
OTEPEOTOKTIKI ATTEIKOVION 1} UTTEPAXOUG

1.

Otav n kovadAa Bpioketal ot Acitoupyia «Biopsy» (Biowiay), 1o TéTnua TOU TTOGOSIAKOTITN EVEPYOTIOIE] TO KEVO Kall TN
Aeitoupyia Tou epyaAeiou xelpdgs. H ammopdkpuvan Tou modiol aag amod Tov TododiakdTm Ba amevepyotoiael i Ba
oTapatioel T0 epyaAeio XeIpOG YETA TNV OAOKARPWaT Tou TPEXOVTOG KUKAOU.

Ortav n kovaoha Bpioketal aTn Acitoupyia «Lavage» (MAUGN), To cUGTNUO KEVOU EvepyoTToiEiTal kal Ba aviARaEl UTIOAOYIKO
0pd Yéow Tou ouaTAPaTog. To Tarnua Tou TododIakOTITN dev EAEyXEI TN POT) TOU PUOIOAOYIKOU 0poU O€ auThv TN AsiToupyia.
Orav n kovadAa pioketar o Acitoupyia «Manual Aspiration» (Mn autduarn avappdenan), 1o TETa Tou Tod0SIaKOTITN
EMTPETTEI OTOV XPAOTN va EAEyXel aveEdpTnTa TNV avappoenan xwpig va AauBavel deiyua 10To0. AuTh n AciToupyia pTropei

va xpnaigotroinBei yia v evepyotroinan kevou fi Tnv avappdenan g koIAGTnTag Ployiag. O guaiohoyikds opdg dev péel

o€ auTAv TN Aeimoupyia.

Aievépyeia Bioyiag utré kaBodnynon Pe payvnTtikn Topoypagia (MRI)
Karé n Sievépyeia Browiag utd kaBodARynan e payvnTikr Topoypagia, amaiteital éva kit ATEC ILS ektdg amd 1o epyaleio xeipdg
ATEC, émwg avagépetal atov Mivaka 4. MNa odnyieg Aeiroupyiag, avarpétre aTig odnyieg xpriong (IFU) Tou ATEC ILS (MRI).

Aievépyeia Bloyiag UTTé OTEPEOTAKTIKN KaBodynon

Kara v ektéAeon Blowiag utd aTepeoTakTIkr kaBodAynan, amaiteital évag OTEPEOTAKTIKOS TTPOTOPUOYEAS YIa TN CUYKPATNON
T0U €pyaAeiou XeIpOG OE OTEPEOTAKTIKO GUOTNMAL.

H Hologic mpoo@épel TOAATTAG JoVTEAQ GTEPEOTAKTIKWY TTPOCapHOYEWY Yia To epyaAeio xelpdg ATEC. MNa mpdabeteg 0dnyie,
avarpére aTig 0dnyies xpRong (IFU) Tou otepeotaktikol Tpooappoyéa ATEC kai oTo Mapdptnua A.

la Tn ouokeun Bloyiag Eviva Tpoogépovtal TpoaBeTa PovTéAa aTePEOTAKTIKWY TTpocappoyéwy. Ia TpoaBeTeg 0dnyieg OXETIKA
e TN xprion Twv cuokeuwv Eviva, avatpégre aTig 0dnyieg xpriong (IFU) Twv ouokeuwy Eviva.
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Aievépyeia Bloyiag utré KaBodynon JE UTTEPHXOUS

Aev amaiteital mpdoBeTog eGomAioudg yia Tn dievépyeia Bloyiag.

ZHMEIQZH: lNa aA\eg pebddoug kai eEOTTAITNG amelkdvIong, ETTIKOIVWVATTE HE TOV avTITTPOowTTo fi Tov diavopéa Tng Hologic.

0Odnyigg Asitoupyiag epyalAeiou xeipo6g ATEC

1.

2.

7.
8.
9.

10.

1.

12.

l'a va XopnyAOETE TO TIPOTIUWHEVO avalaBnTiko, cuvdEaTe pia aUpiyya 10 cc pe avaiaBnTikéd ot BaABida Y, xwpig ™
BeAdva. MNa va EekivioeTe TV autdpaTn xoprynon avaigbntikou, eyxUoTe 1-2 cc avaiaBnTikoU xelpokivnTa.

lNa va gekivioete T Ay 10TOU, TTOTAOTE TTPOG Tal KATW TOV TTOOOIAKATITN KaI KPATAGTE TOV TTATNEVO OE OAn TN dIGPKEIa
¢ diadikaaiog Bloyiag. H amopdkpuvon Tou odiol oag amd Tov TododIokdTTTn Ba amevepyoTolfael i Ba aTapatioel T
OUOKEUN YETA TNV OAOKApWON TOU TPEXOVTOG KUKAOU.

l'a va TepIaTpéWETe TO AVoIyUa OTNV EEWTEPIKA KAVOUAQ TOU £pyaAeiou XEIPOG, TIEPIOTPEWTE TO £pyaAEio XeIpOg amd Tn pia
B¢an atnv emdpevn emBupunTr Béon KaBwg n kovadAa nxei péxpr va Anebei deiypa amoé Ty emBuunTr Tepioxn. H Evoeign
T0TTOU poAoyIoU aTo epyaAeio Xelpdg deixvel T BEan Tou avoiyuarog. H kepahn BEAouG TTou eival TuTTwéVN GTO pyaAeio
XeIpog uttodeikviel T Béan wpag 12.

lNa katalovioud kal avappd@nan Tng KOIAGTNTAS Kail aTTaAoIQr Tou 10ToU Tou epyaAeiou xeIpog, EMAEETE Tn Aeiroupyia
«Lavage» (MAUon). Agv gival amapaitnTo va TaTAoETe ToV TOd0BIAKOTIT.

Mo va ekkevaeTe TV KoIAGTNTa 0N Asitoupyia «Lavage» (MAUan), amoouvdéaTe Tov auvdeapo Luer g BaABidag Y yia va
QVOIEeTE TN YPAUUI QUCIOAOYIKOU 0pOU TTIPOG TOV £EAEQITO OTNV ATUOCPAIPA E ATTOTEAETA TN CUVEXT avappdenan TG
KoIhdTnTaG Blroyiag.

EvalakTiKa, yia va ekkevwaeTe TV KoINOTNTa, IAECTE T AsiToupyia «Manual Aspiration» (Mn autouarn avappognan) Kai
TarioTe Tov TododI0KATT. H agaipean Tou Todiol oag amé Tov TododIak6TT 6a amevepyoToIfael 1 6a GTaUaTATE! TO
KEVO aT0 £pyaAeio XeIPOG.

AtoouvdéaTe Tov BANapo IATPOU IO va a@alpéOETe TOUG TTUPAVES I0TOU atrd TO QIATPO 10TOU.

lNa va xpnoipotoifoete évav deikt onpeiou Browiag, avarpégte oTig 0dnyieg xpriong (IFU) Tou deiktn emAoyng g Hologic.
AgaipéaTe Tov deikTn amd Tn BeAdva PETa T xpran.

(Edv xpnoiuotoleite aTepeoTakTiko Tpoaapioyéa ATEC)

PuBuioTe v kovoodha atn Aeitoupyia «Biopsy» (Blowia) yia va kAsioel To Gvolypa Tpiv aTmo Tnv agaipean Tou epyaAeiou
XEIPOG aTmd TNV KOIAGTNTA Blowiag.

ZUpETE TOV TTPOCTAPHOYEQ LE TO EPYOAEiO XeIpOS TTPOC Ta TTIOW.

=eKAEIBWOTE TOV GQIVKTAPA OUYKPATNONG KAl aQaIpEéDTE TO EPYAAEIO XEIPOG ATTO TOV TIPOTAPHOYEQ.

EIKONA 7: EPFAAEIO XEIPOZ ATEC EgwrepIk6 dvolypa kavouAag

To amTIKé ETITTES0 UTTOBEIKVUEI TOV Egwrepikn
TPOCAVATOAICHO TOU EWTEPIKOU KAvouAa

avoiypaTog TNG KAVOUAag l/’T
o AKpo TpoKap

(emimedo = 8éon wpag 12)
Acgikteg Béang «poAoyioU» yia Tov
TPOCAVATOAIGHO TOU £§WTEPIKOU
QAVOiyHATOG TNG KAVOUAQG

Fpapun
puaioAoyikou opouU

BaABida Y —Pp )
K S

-

(9) Ymodoxn
/ @iATpOU I0TWV

Fpappég TveupaTikoU
KivnThpa

0éon wpag 2

o )
=

0éon wpag 12 —’ % L>

0éon wpag 10

:y” Atroyn dkpou epyaAgiou XeIpOg

A@aipeon Tou epyaAgiou XEIPpOG aTTd TNV EEWTEPIKN KAVOUAX
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AvTigeTwtrion TTPoBANUATWY

Autr| n evétnta Tapéxel PorBeia o mBava mpoPAfuaTa Aeiroupyiag tng povadag ATEC Sapphire. ZupBouAeuteite TIg akdAoubeg
TANPoYopicS TTpIv ETIKOIVWVACETE e TV Hologic fy Tov diavopéa aag, yia va BePaiwdeite 611 To TpORANUa dev eivar amoTtéAeapa
€aQaluévng epunveiag g Aeitoupyiag Tou guaTipatog. Edv iate meAdmng tng Hologic aTig Hvwpéveg MoAieieg, aupBouleuteite
TOV QVTITTPOOWTTO TTwAACEwvY TG Hologic 1 emKovwvAaTe Pe TV YToaTpign Mehatwy, edv dev pmopeite va 810pBwaETe Eva
TPOBANa xpnaipoToIwvTag To TTapoV eyxelpidio xpAong. MNa diebveig TTEAATES, TTapaKaAOULE ETTIKOIVWVAOTE aTeuBeiag pe Tov
dlavopéa oag f Tov TOTTIKO avTITTPOoWTTO TTwAAcEWV TG Hologic yia epwThoeig, oxoAia i/kai BépaTa TexvikAG eEUTTNEETNONG.

MOANA NMPOBAHMATA NMOY NMPOKYMNMTOYN KATA THN EFTKATAZTAZH TOY ZYZTHMATOZ ATEC
SAPPHIRE ME TO EPIAAEIO XEIPOZ ATEC

MpoéBAnua

Moéavn aitia

Méavn avTIMETWITION

H kovadAa dev evepyoTroigital
f

Xwpic 10%0: O diakéTNg 10%00g 6ev avapel

1. To kaAwdlio 10x00g dev gival
ouvdedepéVo aTnV KovaoAa f/kal aTnv
Tpida.

2. O ao@aAeIodIaKOTITNG £XEI
evepyotroinBei. H Aeukr| Koukkida gival
0paTr aToV AKPOJEKTN ETTAVOPOPASG.

1. ENéygre 10 kaAwdio 10K00¢ yia TN
owaTr gUVOEDT e TNV KOVGOAQ
kai v Tpida.

2. Mpofeite o€ emavagopd Tou
acpaheiodiakomm (BA. Eikéva 2)

H évoeitn «Vacuum Ready» (Kevo aépog
£€1010) avaPel aTABEPA e KOKKIVO XPWHA

1. Auohertoupyia KukAwpatog aigdntipa
kevoU 1) algBnTpa Tieang

1. EmikoivwvAaTe pe v YoaThpi¢n
MeAatwv g Hologic 1 ue Tov
dlavopéa oag.

H évdeign «Vacuum Ready» (Kevo aépog
¢roigo) avaBoaPrivel i dev avapel atn
Aeitoupyia «Setupy (PUBuion)

f

H évdeign «Return to Set up» (EmaTpoor

oTn pUBuion) avapel atn Aeiroupyia «Test»

(Aokipr)

1. H mpoaTateuTikn BrKn Sev KAAUTITEI
TARPWG T0 AKPO TNG KAVOUAag Tou
epyaAeiou XeIpog.

2. To KamaKki Tou doyeiou avappoenang
dev EQappotel aTo doxeio.

3. To doyeio avappdnang éxel payioel.

4. H peydAn 60pa aTo kamdki Tou doxeiou
avappoenang Oev Exel KAAUQOET pe
EYGAO TTOHA.

5. To e§dptnua avappo®nang epyaleiou
XEIPOG OeV eival ouvOEdEEVO PE TO
Kardki Tou doxeiou avappdenang.

6. To e¢dptnua avappo®enang Tou
epyaheiou xeIpog Oev eival ouvdedepEVo
0N owaTr BUpa 070 KATTAKI TOU
doyeiou avappdenang.

7. Hypaypn kevol Tng Kovadhag dev
eival ouvoedepévn e To doxeio

avappoenang.

8. H akida ot owArfvwaon tou epyaieiou
XEIPOG Oev Exel l0ayBei aTOV AOKO
@ualoloyikoU opou.

9. H BaABida Y guaioloyikoU opou gival
aTmOGUVOEDEPEVN.

10. EAattwyariké epyaheio Xe1pog.

1. EmavaromobetiaoTe TV
TPOCTATEUTIKI| BAKN.

2. TomobeTOTE CWATA TO KATTAKI
aTo doxeio.

3. AvTikataoTAaTE e VEO
doyeio avappdenang.

4. KAeiote n peydAn 60pa e
peyd@Ao TTwpa.

5. ZuvdéaTe 10 £§ApTNUA AVaPPOPNANG
aTo doxeio.

6. ZuvdEaTe To EGAPTNUA AVAPPOPNANG
TOU £pYaAEiou XeIPAg aTnv opIfovTIa
Bupa pe v évdeign «PATIENT»
(AZOENHZ) aTo kamdki Tou doygiou
avappdenang.

7. ZUVOEQTE TN YPAWMN KEVOU TNG
kovooAag aTn B0pa pe v vdeign
«VACUUM» (KENO) aTo kamdki Tou
doyeiou avappdenaong.

8. TomoBetAaTE TV OKida OTOV
aoKoO UCIoAoyIKOU 0poU.

9. Emavaouvééate T BaABida Y.

10. Quhacre To epyaheio XeIpdg, kataypayTe
TOV apIBUS TTaPTIdAG KAl ETTIKOIVWVAOTE
pe v YmooTrpién MeAarwv g Hologic
fi Tov dlavopéa oag.
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MpoéBAnpa

Meéavn airia

Méavn avTiNETWITION

H évdeign «Retest Handpiece»
(ETravéAnyn dokipng epyaAeiou xeipog)
avaBer otn Aeiroupyia «Test» (Aokipn)

1.

Ta eapTAUaTa Tou EpyaAeiou XEIPOS
£xouv ouvdeBei AavBaopéva atny
KOVOOAQ.

. EAattwpariké epyaleio xeipoe.

1. ZUVOEOTE TN YPAMKA KE KOKKIVN TaIVia
070 epYaAeio XeIpAg aTnv KATaAANAN
KOkkivn utrodoxr| «MRI» i «STX/US»
0TnV KOVOOAa Kal TN PO HE paipn
TaIvia aTn gaupn umodoxH.

2. QuAagre To epyaleio XeIpog, karaypayTe
ToV apIBPG TTapPTIGAG KAl ETTIKOIVWVATTE
e Tv YmrooTApign meAatwy Tng Hologic
fi Tov diavopéa oag.

Mupriveg Browiag kakAg ToI6TTaG A
kaBoAou TTupAveg

. Meiwpévo i kaBdAou Kevo aTo GKPO TNG

KAvouhag Tou epyaieiou XeIpog.

a. To kaméki Tou doyeiou
avappoenang oev epapudlel
TAfpwS T Ho)E(O.

B. To doyeio avappdenaong
Exel payioel.

y. H peydAn 60pa oTo kamdki Tou
doyeiou avappdenaong dev ExEl
KOAUQBEI e TO peydAo Trpa.

0. To e&apTnua avappdenang
TOU epyaAeiou XeIpdg dev eival
OUVOEDEWEVO IE TO KATTAKI TOU
doyeiou avappoenang.

€. To e€apTnua avappdenaong
TOU €pyaAeiou XeIpog Bev eival
ouvdEdEPEVO 0T owaTr BUpa aTO
KOTTOKI TOU BOXEiou avappoenang.

. H eowrepikn kGvouha Topng dev

eivar arxunpen.

. To @iATpO 10TOU amogpacaeTal

amo aiya.

. H ypauur eualohoyikol opou dev £xel

eloayBei oV epppayuatikr faApioa.

. YmepBoAikA ouptriean Tou pacTol

Kot T SIAPKEIQ UIAg OTEPEOTAKTIKAG
diadikaaiag.

—_

. AmrokataoTAOTE TO KEVO OTNV GKPN TG
KGvouAag Tou epyaAeiou XeIpOg PE Ta
akoéhouba BAuara:

a. TomroBeTAOTE CWOTA TO KATTAIKI
aTo doxeio.

B. AvTikataoThoTE TO SoYEio
avappdenang.

y. KAeioTe T peydAn B0pa aTo kamdki
TOU doxeiou pe TO pey@Ao TTwya.

0. ZuvdEaTe To ¢ApTNUa avappoenang
0Tn BUpa agBevolg pe TV Evaeign
«PATIENT» (AXOENHZ) oT0 KaTaKI.

™

. ZUvdEaTE To €ApTNUa avappdenang
TOU €pYaAEiou XeIpog (UTTAE) aTn
BUpa aoBevoug pe Ty Evoeitn
«PATIENT» (ALOENHZ) oTo kamdki
kar ouvdéaTe TN dIATAgN YPOUKAS
kevou Tng kovaoAag atn BUpa kevou
pe v €vdeign « VACUUM» (KENO)
OTO KATTAKI.

2. AVTIKOTOOTAOTE pE €val VEO
epyaAeio XeIpog.

3. AvrikataoThaTe Je éva véo epyaleio
XEIPOG.

4. TomoBetAaTE TN YPAUUA GUGIOAOYIKOU
opoU aTnV euppayuaTikr BaABida.

5. Meiwate T oupTiean oTtov pacTo.

Aev Trapanpeital por) uaiohoyikol opou.

H Auyvia «Vacuum Ready» (Kevo aépog
¢to1yo) eival aTaBepd TPAGIvN.

—_

. H diaran ypappng kevou (Vacuum

Line Assembly, VLA) éxer ppacer amo
uypagcia

2. Ehartwpariké @payuévo doxeio

. H owAjvwan Tou epyaheiou xeIpdg

eivar aTpePAwpévn

. H owMvwan Tou epyaleiou xeIpog

eival ray1deupévn KATw amé Tov Tpoxd

. EAartwpariké epyaeio xeipdg

1. AvtikaraoThoTe T didragn VLA

2. AvtikataoThaTe 10 doxEio

3. ENéyGre n ypapph owAvwong amé 1o
epyaAeio xelpog péxpr 1o doyeio doxeio
yia oTpeBAWOEIG

4. AmouakpUveTe TN cwAvwan amé Tov
TPOXO KATW OO TNV KOVaOA

5. AvTIKaTaoTAGTE TO €PYOAEIO XEIPOS
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Eyyunon

Egpdoov dev avagépeTal pntd KATI dI0QOPETIKG 0N Zup@uvia: i) yia Tov EEomAIopo6 TTou kataokeuadetal amé v Hologic
TrapéxeTal eyyonan mpog Tov apxikd MeAdm 611 6a amodidel ouciwdwg GUUPWVA LE TIG ONPOTIEULEVES TTPODIYPAPEG TOU
TPOIBVTOG yia €va (1) €T0G ApXAS YeEVOUEVNG aTrd Ty nueEpoUnvia amoaToARS f, av aTaITeiTal EykaTaaTaon, amo Ty nUepounvia
eykaraaTaong («Mepiodog eyyunangy), ii) yia 11g Auxvieg aktivwy X wn@IokAG HOoTOypagiag amelkoviong TapéxeTal eyyunan
yia gikoo1 TE00EPIG (24) prveg, dIACTNUA KATA TO 0TT0i0 TTAPEXETAI TTARPNG €yyUNON YIa TIG Auvieg akTivwy X yia Toug

TpwToug dwdeka (12) pAveg kai eyyunan Kar eubeiav avahoyia katd tn didpkeia Twv unvav 13-24, i) yia 1a aviaAAaKTIKG
€CapTAKATA KAl TA AVOKATAOKEUATUEVA OTOIXEID TIAPEXETAI £yyUNON yia To uTdAoITo TG Mepiddou eyyinang 1 yia evevivra (90)
NUEPES amd v amoaTolr, oo diIdaTnua ival PeyahlTepo, iv) yia Ta avaAwalpa aTolxeia Tapéxetal yyunan o1l Ba
OUHHOPQWVOVTaI LE TIG ONUOTIEUPEVES TIPODIYPAPES YIa Wia TIEPiodo TTou Arjyel KaTd TV nuepounvia Ajgng n otmoia epgavideral
OTIG QVTIOTOIXEG GUOKEUAOTIEG, V) I TO TTAPEXOUEVO HE ABEIO XPARONG AOYIGUIKG TIApEXETAI EyyUnan OTi Ba AciToupyei ouPQwva
ME TIG BnpoaIEUpéVES TTPOBIAYPAPES, Vi) yial TIG YTINPETiES TTapéxeTal eyyunan 61 Ba TTapéxovTal e amodoTikd TpdTo, Vii) yia Tov
E¢omAioud Tmou bev karaokeuadetal amd my Hologic Tapéxeral eyyinaon péow Tou KATAOKEUADTH TOU Kal Ol £V AGyw EyYUNOEIG
KOTAOKEUAOTWY Ba emmekTeivovTal TIPOG Toug TrEAGTeS TG Hologic oTov BaBuo TTou ETTITPETTETAI OTTO TOV KATATKEUADTH TOU
avtigToixou E¢omrAiopoU Trou dev kataokeualetar a6 v Hologic. H Hologic dev eyyudrai 611 n xprion twv Mpoidviwy Ba eival
adidkot 1 xwpig a@dAuara A 611 Ta Mpoidvta Ba AciToupyouv pe un e¢ouaiodotuéva amé v Hologic TpoiovTa TpiTwy PePWV.

ESutrnpéTnon Kai cuvtipnon

H Hologic mpoc@épel pia oikiAia ETIAOYWY EKTETOPEVNG TTPOCTATIAG UTIPETIWY KAl TIPOANTITIKAG guvTApnong. MNa
TEPIOOOTEPES TTANPOYOPIES, ETMIOKEPOEiTE TV 10TO0EAID TNG Hologic aTn dicBuvan www.hologic.com i ETIKOIVWVACTE e TOV
avTITTPOOWTTO TTWARGEWY, TNV YToaTApI¢n MeAatwy A Tov diavopéa aag.

Mapdtrova yia TrpoidvTa Kal ava@opd TTEPICTATIKWYV

AvagépeTe TUXOV TTApATIOVa i TTPOBAAUATA WG TIPOG TNV TTOIGTNTA, TV agloTmiaTia, TNy agedAeia fi Tnv amédoan autou
ToU TTPOidvTOg aTnv Hologic. E@v n guokeur TpokaAeae 1) auvéBahe o TpaupaTioud aoBevolg, avagEpETe aPEoWS TO
TEPIOTATIKG OTOV E€0UCI0B0TNUEVO aVTITTPOCWTTO TG Hologic kar oTnv appddia apyr Tou avTiaTolxou KPAToug PEAOUG A
Xwpag. O1 appodIEG apXEG yIa Ta 1aTPOTEXVOAOYIKA TTPOidVTa gival oUVABWG Ta YTToupyeia Yyeiag Twy eMPEPOUS KpaTWV
peAwV 1 évag opyaviopog eviog Tou Youpyeiou Yyeiag.

MNa mep1oocoTePEg TTANPOPOpPIES
[ TTANPoQopiES TEXVIKAG UTTOATAPIENG 1) avepodiaapol aTig Hvwpéveg MoATeies, TapakahoUpe ETTIKOIVWVATTE LE:
Hologic, Inc.
250 Campus Drive
Marlborough, MA 01752 HITA
TnAéowvo: 1-877-371-4372
www.hologic.com
Edv gioTe meAaTeG 08 AMEG XWPES, ETTIKOIVWVATTE [ TOV diavopéa aag ) Tov TOTTIKG avTITTpéowTo TwAAcewv ¢ Hologic
oTn dieubuvaon:
European Representative
Hologic BV
Da Vincilaan 5
1930 Zaventem
BéAyio
TnA.: +32 2 711 46 80
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ZYNIZTOMENO XPONOAIATPAMMA ZYNTHPHZHZ

ApaoTtnpioTnTa ZuxvoTnTa Evépyeia

EmBewpnan tng didragng ypauung kevol | ERSopadiaiwg EAéyCre omrTikd yia uypd A uypaaia aTov

ATEC OWAAVa 1 Y10 TUXOV ATTOXPWHATIONO
NG AEUKAG TTAEUPAG TOU EVOWHATWHEVOU
udpOPoRoU PiATpou.

Em6ewpnaon Tou kaAwdiou Tou Tpiunviaiwg BeBaiwbeite 611 T0 KAAWDIO TOU

T1000d10KOTITN TrododIakdTITN €ival TUAIypévo

apIaTepOaTPOPA YUpW atrd TV TTAGKA
diayeipiong kaAwdiou. EmBewprioTe omTIKA
yia TOPEG Kall {nuIgg.

EmiBewpnan Tou kaAwdiou 1GxU0G Tpipnviaiwg EAéyCre omrTikd yia TopéG kai CnUIEG OTO
€CWTEPIKO KAAUPPA Kal TNV EKTOVWOT) TAONG.

Aok d1apporg peluaTog Emaiwg BeBaiwbeite 611 n diappon pelparog givai
pikpoTepn amd 300 microamp.

Aokiun avrioTaong kaAwdiou 10y00G Emnoiwg BeBaiwbeite 611 n avrioTaon Tou kaAwdiou
10%U0G €ival PikpoTepn amé 500 milliohm.

MpoAnTTikr guvtipnaon Zuvigtarar Kabe 18 prjveg Na exteAeiTar pdvo amo Tig TEXVIKEG
Ymmpeaieg TG Hologic fi amé
TMOTOTIOINKEVO TEXVIKO TNG Hologic.
EmikoivwvroTe pe v Texvikr Ymoatipién
yia AETITOPEPEIEG OXETIKG PE TV TTPOANTITIKA
ouvThENaN H/kal T PIoiaTPIKA eKTTaidEUDN.

H povéda ATEC Sapphire mepidapBavel 81a@opa eCwrepikd eGapTAuara mou umopolv va avrikaracTabolv aTto Tedio.
Autd Ta e¢wtepikd eaptrhuara epIAapBavouy:

1. Aiaraén mododiakdmtn ATEC

2. AiGragn ypapung avappoenang kevol ATEC

3. Kahwdio 10x00o¢ ATEC

O1 TTapakdTw ewToypagieg A Ta diaypAPHATA TIPOTPEPOUV TUYKEKPILEVES 0ONYiEC AVTIKATATAONG VIO TO ECWTEPIKA ECOPTAKATA
NG povadag kovadAag TTOU avapEPOVTAl TTAPATIAVW.
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ANTAAAAZIMA ZTOIXEIA MEAIOY

ZT0IXEiO

0Odnyieg

ZUykpdTNUa TT080dIAKOTITN

Miow pépog T
KOVOOAag

Aoaipeon (pe TV KOVOOAQ ATTEVEPYOTIOINUEVN)

1. =ZeTuAigre TARpwG Kal apaipéaTe To KAAWDIO TOU TTOBOBIAKOTIT OO TNV TTAGKA
dlaxeipiong kaAwdiou

2. MepiaTpéyte T peTAANIK pARdO EKTOVWONG TAONG OPICTEPOOTPOPA TOUALYIOTOV
3 oTpoég. AToguvdEaTe Tov GUVOETHO TTIAVOVTAG TO TIEPIBANUA TOU GUVOETHOU
kal TpapwvTag Tov Kar' eubeiav Tpog Ta £5w.

3. AmoouvdéaTe Tov gUvOETO Tou TT0d0dIAKOTIT. MOAIG TOV aTTOgUVOEDETE, KAAEDTE
v Texvikn Ymnpeaia Tng Hologic yia odnyieg EMIOTPOPS TOU TTPOIGVTOG.

Eykar@oTaon véag d1atagng mododiakoTrn (Ue Tnv KovoOAa aTrevepyoTToinpévn)

1. ZuvdéaTe TOV OUVOETHO TOU TTOBOBIOKATITN £T01 WOTE TO KAAWDIO va deixVel TTPOG TO
oW PEPOS TG KOVOOAAG.

2. TuAi€re 10 KaAAWSIO APITTEPATTPOPA YUPW aTIO TO OTEAEXOG TNG PARDOU EKTOVWANG Kall
BaATe To 0TV €001 OTTWG PaiveTal aTnv €IKOva. MepioTpéyTe T PARdO EKTOVWONG
180N¢ degi6aTPOPa PEXPI Va £pBEI OTO 1010 ETTITTEDO WE TNV ETTIPAVEIQ TG KOVOOAAG.

3. TuAigre Tov TT0d0dIaKATITN apICTEPOOTPOPA YUPW OTTE TNV TTAAKA diaxeipiong kaAwdiou.

EmaARBeuaon g eykaréiaTaong

1. EvepyotroinoTe TNV KOVOOAQ.

2. H kovodha Ba ekmréuyel éva nxnTikG aripa Kal aTn guvéxela Ba petapei o
Aeimoupyia Broyiag.

3. KaAUyte T ypappr elcaywyng kevou pe Tov avTixelpa f GAAo dayTulo.

4. Me mv kovadha ae Aeiroupyia «Biopsy» (Biowia), TTarioTe kal kpatiaTe TTATNPEVO
T0 TIEVTAA TOU TT0D0DIOKOTIT.

5. EAéyére av n Auyvia «Vacuum Ready» (Kevé aépog €Toigo) avaBel otabepd oe
TTPACIVO XPWHA, N KOVOOAQ EKTTIENTTEI Eva NXNTIKO GTua aTo TEAOG KGBE KUKAOU Kal
kOkAou Aeimoupyiag TG epepaypaTikig BaABidag.

6. AmeAeuBepwaTe T0 TTEVTAA TOU TTOO0dIAKOTITN Kal BePaiwbeite 6T n aTaBEPN
mpdiaivn vdeign atn Auyvia kevol affvel kai n KUKAIKA Asitoupyia aTapatd. To Kevo
ameAeuBepveTal ammd Tov avixelpa.

Aiaragn ypappng Kevou

MaUpn BAon aKpOBEKTN
MaUpog akpodEKTNG
Aidragn ypappng kevou

ZUvdeopOg
YPAUUAG KEVOU

Agaipean (pe TNV kKovoOAa aTrevepyoTToINpéVN)

1. EvromioTe 10 Aeuk6 TepIAQilIo ao@AAiong 0To anueEio GTTOU TO GUYKPOTNUA YPAUHAS
KEVOU GUVOEETAI [E TNV KOVOOAQL.

2. AvaonkwaTe 10 OUYKPOTNHA TNG YPAPMAS KEVOU KaTd Trepitrou 3 mm (éva 6ydoo TG
ivigag), atrokaAUTITOVTaG £val KeVO ETACU ToU AeukoU TrEpIAQiIoU Kal TG papng
Baang Tou akpodEKT.

3. Eioayayete éva pikpd aulakwtd karaapidl aTo Kevo TTou dnuioupyeiTal Kal, o
OUVEXEID, TTIEQTE KOl KPATAOTE TIATNWEVO TO AEUKO TTEPIAQipIO.

4. Kparwvrag marnuévo 1o Aeukd repiAaipio, TpaBrgre T d1GTagn ypappng Kevou Tpog
0 ETAVW Kal £Ew a6 TOV GUVOETHO TOU GUYKPOTAWATOS YPAMMAS KEVOU.

Eykar@oTaon (pe TV KovaoAa atmevepyoTroInuévn)
1. MiéaTe T véa didmagn ypaupng kevol aTov gUVOETHO TNG DIATAGNS YPAWMAG KevOoU.

2. Tpapnrére mpog Ta emmdévw yia va BeBaiwBeite 6TI Exel acpalioel aTov gUVOETHO.
H d1aragn e ypauung kevou Ba kiveitar eAa@pwg karakdpuga, aAd dev Ba Tpéel
va amoouvdebei a6 Tov aUvdeapo. Znpeiwan: Mnv ouaTpé@ete TV TTaPOXH KABWG
TPABATE TTPOG TA ETTAVW.

EmaARBeuan Tng eykatéiaTaong

1. EvepyotroinaTe v KovooOAa.

2. Oa akoUoeTe T0 NXNTIKG GARA TG KOVOOAAG, N OTToia 0T GUVEXEID Ba WeTapE aTn
Aeiroupyia Broyiag.

3. ZopayioTe 10 AKPOo TG dIATALNG YPAMUAG KEVOU e ToV avTixelpa f GAAO SAxTUAO.

4. TMamote 10 koupTi «Setup» (PUBuION) 0TV KOVOOAQ.

5. BeBaiwbeite 611 n evdeIkTIKA Auvia eT01MOTNTAG KEVOU avafel aTaBepd pe TPATIVO
XPWHa, UTTodEIKVUOVTAG 6T TO OUTNUA AEITOUPYEI CWOTA.

6. AmevepyotroInaTe TNV KovadAa.
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ZT1oIXEiO

Odnyieg

KaAwdio 1ox00g

MAdka diaxeipiong
KaAwdiou

KaAwdio
1o0x00G

Aaipeon (He TV KOVOOAQ ATTEVEPYOTIOINUEVN)
1. AmoouvdéaTe 10 kaAwdio 10XU0¢ TG KovaoAag amd Tnv Tipida.

2. ZeTuhigre TApWG Kal a@alpéaTe To KAAWSIO 10XU0G a6 TV TTAGKa Blayeipiong
kaAwdiou.

3. Me 10 karaapidl #1 Phillips, xahapwaTe Tov gUvOETHO TTOU BPITKETAI OTO KATW WEPOG
TOU Bpayiova ouykpdmnang.

4. AmoguvoEaTe To QIG Tou KaAwdiou 10x00g ammd Tnv uTrodoxr| peluaTog.

Eykar@oTaon (pe Tv KovaoAa ammevepyoTroInuévn)
1. MiéaTe 10 vEO KaAwDIO 10XU0G aTNV UTIOB0XH Tou KaAwdiou.

2. Me 10 karaaBidl #1 Phillips, cuc@igre Tov gUvdeapo TTou BpigKeTal GTO KATW PEPOS
TOU Bpayiova ouykpdnong.

EmaARBeuon Tng eykaraaTaong
1. ZuvdéaTe 10 KaAwdI0 10X U0G OTNV TTPICa.

2. EvepyommoioTe TV kovaoAa.
3. EmaAnBeuaTe 611 n KovoOAa evepyoTTolgiTal, KOUYETAI N NXNTIKA £vOEIgN Kai TiBeTal

07N Aeimoupyia Bloyiag.

4. AtmevepyoTroIoTe TNV KOVOOAQ.
5. AmoouvdéaTe 10 KaAwdIo 10%00G aTd TV Teida kai TUAICTE To 8e€16aTpOPa YUpw aTTd

TNV TAGKa dlayeipiang KaAwdiou.

54



Odnyieg kabapiopou

f AuT) n evotnTa TTapéxEl 0dnyieg yia Tov TPOTTO KaBapIopoU Twv KUpIwv eEaptnuaTwy Tng povadag ATEC Sapphire.

MPOEIAONMOIHZH: Ta avaAwoiya €idn yia évav agbevry 6ev TpoopiovTal yia ETavaypnaIhoTioinan Kai dev TREEl
va kaBapidovTal 1 va ETTAVATTOOTEIQWVOVTAL.

20oTtnua Broyiag Kal eKTopng paotou ATEC: Movdada Sapphire

MPOEIAOMOIHZH: Mpiv a6 Tov kaBapioud, n kovodAa TpéTel va amoouvoedei ammd v TnyA NAEKTPIKAG

A evEPYEIQG. Ze avTiBetn TrepiTTwaon umopei va mpokAnBei nAektpommAngia kai Bdvarog. INa va kabapioete TNV KOVOOAQ,
amoouvdEaTe TNV Kovadha amé Ty TTyA NAekTPIKAG evépyelag. KabBapilete repiodika Tnv KOVGOAA XpnaIUOTTOIWVTAG Eva
HaAQKG, uypod TTavi Kal ATTIO ATTOPPUTTAVTIKO. ZKOUTTIOTE £WG Va OTEYVWOEL.

MPOEIAOMOIHZH: Mnv euBarrrilete TV Kovaooha o€ vepo. H euBamTion oTo vepd Ba mpokaAéael BAGRN aTnv Kovaooha
kal utropei va mpokaAéael nAektpotrAngia 1y Bavaro.

MododiakomrTng ATEC

KaBapiaTe kaha Tov mododiakdmm ATEC e ATTio amoppuTravTikd Kal gkouTriaTe Tov éwg 6Tou aTeyvwael. MPOEIAOMOIHZH:
Mnv epBaicete Tov T000dI0KOTITN O€ vepd. H epPAmTIon 010 vePd pmropei va Tpokaréael BAGRN oTov TododIaKoT.

Apxeio I810KTATN

ZuoTtnua Broyiag kai eKTopg paotou ATEC: Movada Sapphire

O oeipiakds apiBudg TG povadag Tou ouaTApaTog Blowiag kai ektoprg paatol ATEC: Sapphire Tou diabétete BpiokeTal gTov
Trivaka otnv apioTtepn TAeupd TnG KovaoAag. KataypayTe auTév Tov apiBd aTov TTapakatw Xwpo. AvarpéxeTe o€ autov Tov
oeipiakd apiBuo kGbe popd Trou emiKoIvwveite Pe TV YmooTtipién Mehatwy g Hologic A Tov diavouéa oag OxeTIKA e T Jovada
ATEC Sapphire.

Ap16u6g povtéhou: ATEC Sapphire

@ ZeIpIakog apiBuog:
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Mpodiaypagég

Z0oTtnua Broyiag Kal eKTopng paotou ATEC: Movdada Sapphire

KovooAa ATEC Sapphire

ATEC Sapphire 100

ATEC Sapphire 200

[MAdrog 25 in. (63 cm)

[MAdrog 25 in. (63 cm)

MéyeBog Ywog 37 in. (93 cm) Ywog 37 in. (93 cm)
BaBog 21 in. (53 cm) BaBog 21 in. (53 cm)

ATotUTwya 525in. (3.400 cm) 525in. (3.400 cm)

Bapog 110 Ibs (50 kg) 110 Ibs (50 kg)

Ac@aAég goprio epyaaiog 22 Ibs (10 kg) 22 Ibs (10 kg)

Méyiotn 10x0g 1.265 W 1150 W

Téon 100-115 VAC 220-230 VAC

Zuyvotnta 50-60 Hz 50-60 Hz

MéyioTo pelpa 1"MA 5A

AopdAeia

12 A, aopaAeiodiakoTng

6 A, aopaAeiodiakdTTng

Mnkog kaAwdiou 10xU0g

15 ft. (5 m)

15 ft. (5 m)

Mapaydpevo kevd

~28"Hg (71 cmHg) oTo emimedo g 6GAacoag

~28"Hg (71 cmHg) oTo emimedo g 6GAacoag

ATEC" Sapphire
Broast Bopsy Systom

(93 cm)

21in.
(53 cm)
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Mpodiaypagég

Z0oTtnua Broyiag Kal eKTopng paotou ATEC: Movdada Sapphire

H kovadha ATEC Sapphire €ival éva nAeKTpIKG TPOQOOOTOUPEVO UNXAVNUA TTOU TTaPEXE! TTiean OId
TTETTIECPEVOU O€Pa Kal KEVO a€POg yia Tn Aeitoupyia TnG ouokeung Bioyiag ATEC kai EVIVA. Agv
TTapEXel TN duvaToTnTa TTPOCSRacNnG o€ diKTUa TTANPOPOPIKNG. H duvatdTnTa EQAPUOYAG HETPWV
TTpoaTaciag atrd 10UG Kal TNG KuBepvoao@aAeiag dev 1I0XU0UV yIa QUTHAV TNV KOVOOAQ.

Mododiakdé1rTnGg ATEC — MRI UTT6 OUVORKEG

MéyeBog 4,06 in. (10,3 cm) prikog x 2,87 in. (7,3 cm) Admog x 1,14 in. (2,9 cm) Uwog
Bapog 0,9 Ibs. (0,4 kg)
Agiktng IPX IPX6
MAKog KaAwdiou 20 ft. (6 m)
EpyaAcgio xe1p6g ATEC
MéyeBog epyaeiou xepog 1,66 in. (4,22 cm) diduetpog x 10,56 in. (26,83 cm) WrAkog
Bapog 7,26 0z (204 g)
MnKog BeAdvag 3,57 in. (9 cm) 4,72in. (12 cm) 5,50 in. (14 cm)
Aidperpog equrepikig 129 — 0,111 in. (2,82 mm) 99 —0,148in. (3,76 mm)
Kavouhag
RidpeTpog e0WTERIKG 12 g— 0,084 in. (2,13 mm) 99— 0,118in. (3 mm)
KGvouhag
Mnkog avoiyuarog 0,787 in. (20 mm) 0,472in. (12 mm)
Mnkog OeT CWANVWOEWY 12 ft. (3,66 m) yia 10 epyaleio xeipog US/ISTX 20 ft. (6,10 m) yia 10 epyaAeio xeipds MRI
MéBodog amoaTeipwang AxTivoBoAia

EpyaAegio xe1p6g Eviva

MéyeBog epyaheiou xeIpog 1,81 in. (4,60 cm) Owog x 1,48 in. (3,76 cm) TAdTog x 8,17 in. (20,75 cm) urikog
Bdpog 129—9,0 0z (255,1 g) éwg 9 g — 9,2 0z (260,8 g)

Mnkog BeAdvag 3,93in. (10 cm) 511in. (13 cm)

Aidperpog eqwrepIkng 12— 0,111 in. (2,82 mm) 99— 0,148 in. (3,76 mm)
KavouAag

Ridperpog eoWTERIKG 12 g— 0,080 n. (2,03 mm) 9g—0,1181n. (3 mm)
KGvouhag

Mnkog avoiyuarog 0,787 in. (20 mm) 0,472in. (12 mm)

Mnkog OeT CWANVWOEWY 12 ft. (3,66 m) yia 10 epyaleio xeipog STX

MéBodog ammoaTeipwang AxTivoBoAia
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MepIBaAAoVTIKEG OUVONKES ATTOBRKEUONG KAl HETOAPOPAG
+60 °C
. /ﬂ/ Oeppokpaaia mepIBaAovTog amd —29 °C £wg +60 °C (-20 °F £wg +140 °F)
85%
EUpog oxetikng uypaaiog amé 30% Ewg 85%, Xwpig auptrikvwon
30%
MepiBaAAovTikéG ouvOnRKeG AsiToupyiag Tou £§OTTAIGHOU
+40°C
/ﬂ/ Oeppokpaaia mepIBAAovTog amd +15 °C Ewg +40 °C. (+59 °F éwg +104 °F)
+15°C
75%
EUpog axetikAg uypaaiag amd 30% Ewg 75%
30%
1.014 hPa
Eupog atpoooaipikig mieons 812 hPa éwg 1.014 hPa
812 hPa

Yyopetpo Asitoupyiag: HikpdTepo A ico pe 1.828 pétpa (6.000 ft.) amo 1o emimedo g Bahacoag
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HAeKTPOHAYVNTIKEG EKTTOUTTEG

KAGOAHIHzZH KAI AHAQXH KATAZKEYAXTH — HAEKTPOMAINHTIKEZ EKMOMMEZX
H kovaoAa ATEC Sapphire Tpoopietar yia xpAan oTo nhektpopayvntikd mepidAlov ou kabopiletal rapakatw. O meAdmg i o
XPAOTNG TnG kovaoAag ATEC Sapphire mpémel va diac@alilel 611 To gUOTNHA XpNaIoTToIETal 0TO TTEPIBAAOV TTOU TIEPIYPAPETAL.

MNINAKAZ 6: HAEKTPOMAINHTIKEZ EKINMOMIEZ

AoKIPN EKTTOPTTWV ZuppopOwon Ezg':apﬁ?:]%v:n"m T

EKTTOUTIEG PAdIOTUXVOTATWY Opada 1 H kovaoAa ATEC Sapphire xpnaipotolei

CISPR 11 EVEPYEIQ POBIOCUXVOTHTWY ATTOKAEIOTIKA
I TNV EGWTEPIKI AEITOUPYIa TOU. ZUVETTWG,
0l EKTTOUTTEG POBIOTUXVOTATWY TOU Eival
TOAU XapnAég kai Sev eival mBavov va
TpokaAéoouv TTapeuBolég o€ TTapakeipevo
NAEKTPIKO EEOTTAIGUO.

EkmopTéG padioouyvoTATWY Kamyopia B H kovooAa ATEC Sapphire givar karéAAnAn

CISPR 11 yia xpAon o€ OAEG TIG EYKATATTATEIG,

- - - OUUTTEPIAOUBAVOUEVWY TWV OIKIOKWY
EKTTOTIE aippOVIKWY Aev 100l EYKATOOTATEWY KAl EKEIVWV TTOU GUVOEOVTAI
IEC 61000-3-2 ameuBeiag aTo dnudalo BikTuo TTAPOXNS

. . . . . EVEPYEIOG XapNANG TAONG TO OTT0i0 TPOPOJOTET
ﬁ;gl(g:i&\)/ggg3T00ng/£Knopnsg avaAauTTwv Aev 10y Vel KTi‘% nguxnggog?(owglgvl 0 OIKI aKr']px;;pr']crn.

MNINAKAZ 7: HAEKTPOMAINHTIKH ATPQZIA

Aoxkipn arpwaoiag

Emimedo dokipng
EN/IEC 60601

Emiredo ocuppopewong

HAekTpopayvnTiké
TepIBdAAov — KaBodriynon

HAexTpoaTariki ekkévwan (ESD)
EN/IEC 61000-4-2

6 kV yéow emagng
+8 kV péow aépa

16 kV péow emagng
+8 kV péow aépa

AuTh n KatdaTaon PIopei va
TpokaAéael TTpoawpIvi dIAKOTTA
aTov KUkAo Bioyiag Tng kovadhag
ATEC Sapphire, ahda Ba
€TavEADEl aTmd poévn TG,

To damedo mpéel va gival amd
€0Ao, oKUPODEUA 1) KEPAUIKA
mAakidia. Av 1o damedo
kaAOTITETQI ATTO GUVOETIKO UAIKO,
N OXETIKA Uypagia TpETTEl va
eivar TouhayioTov 30%.

HAekTpikd ypriyopa petaparikd
QAIVOUEVA/QTTOTOWES EKPOPTITEIS

+2 kV yia ypappég
NAEKTPOBOTNONG

+2 kV yia ypappég
NAEKTPOBOTNONG

H mro16TnTa TG KEVTPIKAG
TIOPOXNS PEUHATOC TIPETTE!

EN/IEC 61000-4-5

ypappn(-)
+2 kV ypapui(-€5) Tpog yeiwan

(€9)
+2 kV ypappn(-€) Tpog yeiwan

EN/IEC 61000-4-4 +1 kV yia ypappég e10650u/ va eivai autiy evog TuTmkos
¢odou EUTTOPIKOU F) VOGOKOEIOKOU
miepIBaAAovTOG.
Ymépraon +1 kV ypapui(-€5) Tpog +1 kV ypapui(-€g) mpog ypauprn | H moiétnTa TG KEVIPIKAG

TIOPOXAS PEUHATOC TIPETIEI
val Eival auTr| VoG TUTTIKOU
EUTTOPIKOU F) VOGOKOEIOKOU
miepIBaAAovTOG.

Bubioeig tong/Zivropn diakoTh
EN/IEC 61000-4-11

>95% Bubion
yia 0,5 kUkAho

60% BuBIoN
yia 5 kUkAoug

30% Bubion
yia 25 kUkhoug

>95% BuBIoN
yia 5 deutepOAeTITal

>95% BuBion
yia 0,5 kUkho

60% BUBIoN
yia 5 kUkhoug

30% Bubion
yia 25 kUkhoug

>95% BUBIoN
yia 5 SeutepoAeTITal

AuTA n KatdoTaon TPOKAAE
QTTEVEPYOTIOINOT TNG KOVOOAQG
ATEC Sapphire kai Tn guvéxeia
€MOTPOP 0N A€ITOUpYia
«Biopsy» (Bloyia).

H mro16TnTa TG KEVTPIKAG
TIOPOXNG PEUHATOG TIPETTEI

val Eival auTr| VoG TUTTIKOU
EUTTOPIKOU I) VOGOKOEIOKOU
mrepIBaAAovTog. Av 0 XpraTng
NG Kovadhag ATEC Sapphire
amaitei guvexn Asitoupyia
KaTa T SIGPKEID DIOKOTIWV TNG
NAEKTPOBOTNONG, GUVICTATAI

n TPo@odoaia G KovaoAag
ATEC Sapphire armd adiGAeITn
TIapoxr 10XU0G A pTratapia.
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Eitredo dokiyng HAekTpopayvnTiké

ST IS EN/IEC 60601 Emimedo ouppdpewons | . 8aAov — KoBoBiynon
ZuyvotnTa 10X00g 3A/m 3A/m Ta payvnrika media guxvotnTag
50/60 Hz pelpaTog Ba Tpémel va gTavouv
o 0Ta XapaKTNPIoTIKG ETTITTEdQ
Mayvnriko Tedio o€ éval TUTTIKO ENTTOPIKG
EN/IEC 61000-4-8 VOOOKOEIOKS TTepIBAAAOY.
PadioguyvéTnteg 81d aywyng 3 Vrms 3 Vrms O @opnT6G Kal KIvATOG
IEC 61000-4-6 150 kHz éwg 80 MHz eomhiopdc emkovuwviag
péow padloguyvoTATwy OV
TIETTEI v XPNOILOTIOlETal
Padioouyvomreg dia 3Vim 3Vim g;g 'gﬁgﬁ%’]#g‘é"?gﬂ :
axvoBoNieg 80 MHz éug 25 GHz ouoohag ATEC Sapphie,
IEC 61000-4-3 OUPTIEPIAUBAVOUEVWY TV

kaAwdiwv, a6 TN C