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1 Important Safety Notice to Users of the MEDRAD® Intego PET
Infusion System

This manual and the equipment it describes are for use only by qualified medical professionals with training and experience
in Nuclear Medicine procedures. It is intended as a guide for using both the MEDRAD® Intego (Intego) PET Infusion System
and dedicated Intego PET Infusion System disposables.

The Intego PET Infusion System contains a gross air detection feature, which is intended to assist qualified medical
professional users/operators during the set up procedure to ensure that all air is out of the system.

The safe and effective use of the Intego PET Infusion System to a large degree depends upon factors solely under the control
of the medical professionals using the system. There is no substitute for a properly trained and vigilant device user. It is
important that the operating instructions and user warnings supplied with the Intego PET Infusion System be read,
understood, and followed.

Before starting any PET infusion procedure, the device user should be trained in the particular procedures to be performed
and should be familiar with the medical literature related to procedures and the potential complications and risks verses the
benefits of utilizing radiopharmaceutical fluid infusion procedures.

This manual is intended as an extension of the user interface of the Intego PET Infusion System to provide procedural and
technical information. Additional Intego training information is available in the following formats:

¢ On-site in-service sessions
+ Service manual
o Package inserts (IFU)
Contact Bayer if any of these resources are needed.

Operating specifications and feature availability may vary by country. Check with your local product representative and
country-specific operating instructions.

NOTE: Contact Bayer for Installation information.
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2 Introduction

2.1 Certifications

The MEDRAD® Intego PET Infusion System is equipped to operate at 100-240 VAC, 50/60Hz, 300 VA. The Intego PET Infusion
System is designed to comply with IEC 60601-1 (2"? and 3" Edition Amendment 1) and IEC 60601-1-2 (2"9, 39, and 4t
Edition) standards, including national differences. Special precautions regarding Electro-magnetic Compatibility (EMC) are
required for installation and use of this system. Detailed EMC information can be found in "Compliance to IEC 60601-1-2 /
2nd, 3rd, and 4th Editions".

2.2 Intended Use

The Intego PET Infusion System is intended to deliver accurate doses of 8F-Fluorodeoxyglucose (X2F-FDG) or 18F-Sodium

Fluoride (*8F-NaF) radiopharmaceuticals and commonly used flushing solutions to patients during molecular imaging
(nuclear medicine) diagnostic procedures. The Intego PET Infusion System is also intended to provide effective radiation

shielding to medical personnel from Fluorine-18 (18F) radiation exposure during nuclear medicine diagnostic procedures.

2.3 Indications for Use

The Intego PET Infusion System is indicated for the administration of 8F-FDG, '8F-NaF, and commonly used flushing
solutions to patients during molecular imaging (nuclear medicine) procedures.

NOTE: The Intego PET Infusion System is intended for use with 18F-FDG or 18F-NaF. Intego PET Infusion System

disposables intended for use with 18F-FDG may be used to deliver 18F-FDG or 18F-NaF. Please contact Bayer
for more information.

2.4 Restricted Sale

The United States Food and Drug Administration (FDA) restricts sale of this system to physicians or those with written
authorization from a physician.

2.5 Disclaimers

External wiring and modifications disclaimers: Bayer disclaims liability for any modifications or interfaces with other
equipment that are not in conformity with the specifications and information contained within this manual.

Anyone who connects additional equipment to the device or configures a medical system is responsible that the system
complies with the relevant requirements of IEC 60601-1. An accessory or equipment connected to the device must be
certified to either IEC 60601-1 (Operator or Patient Environment Use) or, outside the patient environment, the level of safety
must be equivalent to equipment complying with their respective IEC or ISO safety standards, e.g. IEC 62368-1 or IEC 60950-
1 (Operator Environment Use Only), and must comply with the relevant requirements according to IEC 60601-1. Consult
Bayer for any modifications to the equipment.

This manual applies to the Intego PET Infusion System, Catalog Number INT SYS 200. Read all the information contained in
this manual. Understanding this information assists in operating the Intego PET Infusion System in a safe manner.

Screen images in this manual are for illustration purposes only. Actual screens may vary.

2.6 Required Training

This device is intended to be used by individuals with training and experience in nuclear imaging studies.




2.7 Definitions
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The following are definitions of the terms WARNING, CAUTION, and NOTE found throughout this document:

/\CAUTION

Note

2.8 Symbols and Icons

Indicates that the information is a warning. Warnings advise of circumstances that
could result in injury or death to the patient or operator. Read and understand the
warnings before operating the Intego PET Infusion System.

Indicates that the information is a caution. Cautions advise of circumstances that
could result in damage to the system or improper functioning of the system. Read and
understand the cautions before operating the Intego PET Infusion System.

Indicates that the information is a notice. Notices advise you of circumstances that
could result in damage to the device. Read and understand the notices before
operating the Intego PET Infusion System.

Indicates that the information that follows is additional important information, a tip
that helps the clinician to recover from an error, or points to related information
within the manual.

The symbols and icons discussed in the sections below describe the requirements to which the Intego PET Infusion System
conforms, how warnings are displayed in the manual, and the icons used on the equipment and equipment packaging.

Q\}SSIF/%

c us
E353299

c € 0086
IPX1

hi¢

CLASS 1

RP

\Y
O

Medical - General Medical Equipment

As To Electrical Shock, Fire, and Mechanical Hazards Only

In accordance with ANSI/AAMI ES60601-1 (2005) + AMD 1 (2012)
CAN/CSA-C22.2 No. 60601-1 (2014)

Indicates that this system conforms to requirements of the European Medical Device
Directive 93/42/EEC.

IPX1 Code that specifies the degree of protection provided by the enclosure against
vertically falling water drops (IEC 60529).

Indicates separate collection for Electrical and Electronic Equipment per Directive
2002/96/EC. Refer to the following website for additional information:
www.weee.bayer.com

Indicates the Intego PET Infusion System is a Class 1 electrical device as determined
by IEC 60601-1 standards.

Radiopharmaceutical (18F-FDG or 18F-NaF).

Stop button (IEC TR 60878, 5110A)

On/Shutdown/Standby button (IEC TR 60878, 5009)




Operation Manual

Identifies a type BF applied part complying with IEC 60601-1 standards (IEC 60417,
5333)

Fuse rating. See Intego address label for specific fuse rating information.
(IECTR 60878, 5016)

Consult instructions for use. (ISO 15223-1, 5.4.3)

See accompanying documentation. This symbol indicates the user shall refer to the
instructions-for-use to ensure safe operation. (ISO 7010, M002)

This symbol informs the user of the correct manner of use.

This symbol informs the user of the incorrect manner of use.

Label showing the correct and incorrect routing of the Source Administration Sets
(SAS) through the Saline Pump.

Label showing the correct and incorrect insertion of the Saline Spike into the Saline
Container.

Label showing the correct and incorrect routing of the tubing through the RP Pump.
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2.8.1 Warnings
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Label showing the correct and incorrect direction to attach the Needle Cartridge into
the Needle Cartridge Holder.

Label showing the correct and incorrect insertion of the tubing into the Air Detector.

Label showing the correct and incorrect orientation of the T-Connector and the
tubing in each of the Pinch Valves.

Label showing the correct and incorrect method of inserting the tubing into a Pinch
Valve.

Label showing the correct method for installing a Pinch Valve Cover onto a Pinch
Valve.

Indicates Drive Speed Switch is in fast speed range position.

Indicates Drive Speed Switch is in slow speed range position.

Warning: Indicates a pinch or crush hazard. (ISO 7000, W024)

Crush hazard. This symbol indicates there is the potential for crush injury.
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2.8.2 Display Icons
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Warning: Indicates hazardous voltages. (ISO 7010, W012)

Radiation exposure hazard. Both symbols indicate that opening the Shielded Chamber
when there is RP in the Intego PET Infusion System could expose the operator or
patient to radiation. (ISO 7010, W003)

DO NOT place greater than 1000 ml Saline Container on the Saline Hook.

Sitting on the unit is prohibited. (ISO 7010, P018)

Maximum weight of the injector system and accessories during hormal use.
(IS0 7000, 1321B; ISO 15223-1, 5.4.3)

Radiation activity icon:

¢ Not highlighted in yellow- Radioactivity may or may not be present within the Intego PET
Infusion System

¢ Highlighted in yellow - Radioactivity is present within the Dose Calibrator and assay infor-
mation has been entered into the Intego PET Infusion System

Fluid delivery battery status icon:
¢ Not highlighted in yellow — Battery not present or battery is completely depleted.
¢ Highlighted in yellow — Unit is operating on battery power

Plug icon:
& Battery is present but the unit is operating on AC power/charging

Fluid icon:
¢ |If present, fluid is currently being pumped within the Intego PET Infusion System

Wireless status icon:
¢ Not highlighted in yellow - Wireless is not connected

¢ Highlighted in yellow - Wireless is connected

Calendar icon. Touch this icon to enter the desired date.




+ @ O O¥ 0O H

MEDRAD® Intego PET Infusion System

Day selector icon. Toggles between today and yesterday.

Configuration icon. Located on the configuration button; used to open the
Configuration screen.

Reset icon. Located on the reset button. Resets the RP field to the configured default
value or the current scheduled dose and resets the patient infusion process back to
entering patient information.

AM/PM icon. Press this icon to set AM or PM when entering time data.

Approximately icon. Used to identify estimated values.

Attention icon. Used to identify items that require clinician attention.

Partial infusion delivered.

Complete infusion delivered.

Add appointment icon. Located on the ADD APPOINTMENT button. Used to add an
appointment to the schedule.

Import worklist icon. Located on the IMPORT WORKLIST button. Used to import the
worklist.

Import dose plan icon. Located on the IMPORT DOSE PLAN button. Used to import a
dose plan from a USB memory device.

Export history icon. Located on the EXPORT HISTORY button. Used to export infusion
history to a USB memory device.

Clear schedule icon. Located on the CLEAR SCHEDULE button. Used to delete the entire
schedule.

HIDE/UNHIDE appointment button. Used to hide or unhide an appointment from view
on the Dosing screens.
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2.8.3 Status Indicators

Shows how many appointments are hidden.

Transmission in progress icon. Used to indicate secondary captures for the patient are
in transmission to PACS.

Transmission successful icon. Used to indicate secondary captures for the patient
have been successfully transmitted to PACS.

Transmission error icon. Used to indicate an error in the transmission of secondary
captures to PACS for the patient.

The system will retry information transmission three times. There is a 30 second delay
between tries. If the system cannot upload the data after three attempts, this icon will
display.

Transmission not possible icon. Used to indicate transmission of secondary captures
to PACS for the patient is currently not possible.

Transferring to PACS will only be attempted if Patient Name, Patient ID, and Accession
Number are entered. If one of these is not entered, this icon will display.

The following Status Indicators are used on all Intego PET Infusion Systems:

.I__

1R

System Power and Dose Calibrator Status (Green) (IEC TR 60878, 5406)
¢ On - Intego PET Infusion System is On and Dose Calibrator is ready for use
¢ Blinking - Intego PET Infusion System is On and Dose Calibrator is warming up

¢  Off - Intego PET Infusion System is shut down

Fluid Delivery Battery Backup Status (Amber)
On - Intego PET Infusion System is using battery backup

Blinking - Only 5 minutes or less remain on battery before the Intego PET Infusion System
will completely shut down. Connect the Intego PET Infusion System to AC power.

¢  Off - Intego PET Infusion System is not using battery backup

Drive System Status (Blue)
On - Drive System is available for use

Blinking - Low Drive System battery - Approximately 3 minutes or less remain before the
Drive System becomes unavailable for use. Connect the Intego PET Infusion System to AC
power.

¢  Off - Drive System is not available for use
NOTE: The Shielded Chamber Lid must be closed and latched in order to
use the Drive System.

System Battery Charging Status (Violet)

¢ On - Batteries are charging

¢  Off - Batteries are not charging
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2.8.4 Packaging

Catalog Number (ISO 15223-1, 5.1.6)

Serial Number (I1SO 15223-1, 5.1.7)

Attention: Refer to warnings and cautions on Instructions for Use packaged in each

carton. (ISO 15223-1, 5.4.4)

Single use only (I1SO 15223-1, 5.4.2)

For use with one vial of media only

Do not use if package is opened or damaged (ISO 15223-1, 5.2.8)

@ = @> 2 |7

LOT Lot Number (I1SO 15223-1, 5.1.5)

Date of Manufacture (ISO 15223-1, 5.1.3)

Non-pyrogenic Fluid Path (ISO 15223-1: 5.6.2, 5.6.3)

EE

STERILE| R Sterilized using irradiation (ISO 15223-1, 5.2.4)
—_—
Device contains a sterile fluid path that has been sterilized using ethylene oxide (I1SO
STERILE|EO 15223-1,5.2.9)
| —

Use by (ISO 15223-1, 5.1.4)
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Atmospheric pressure range (ISO 15223-1, 5.3.9)

Humidity range (ISO 15223-1, 5.3.8)

Temperature range (I1SO 15223-1, 5.3.7)

e B B

Device contains phthalates (BS EN 15986:2011)

DEHP

Do not stack (IEC TR 60878, 2402)

This side up (ISO 7000, 0623)

Keep dry (ISO 15223-1, 5.3.4)

Fragile, handle with care (ISO 15223-1, 5.3.1)

Manufacturer (ISO 15223-1, 5.1.1)

E =) 3 =

EC |REP Authorized representative in the European community (ISO 15223-1, 5.1.2)




2-12 MEDRAD® Intego PET Infusion System




Operation Manual 3-13

3 System Basics

3.1 System Overview

The Intego PET Infusion System delivers 18F-FDG or 18F-NaF to patients during a PET or PET/CT diagnostic procedure. In

addition, the system provides effective radiation shielding to medical personnel from 8F radiation exposure during nuclear
medicine diagnostic procedures.

The Intego PET Infusion System meets the following clinical needs:

+ Fora typical 555 MBq (15 mCi) infusion per patient, it limits 18F radiation exposure for medical personnel to less
than 60 pSv (6 mRem) finger dose and 3 pSv (0.3 mRem) whole body dose.

o Flexibility to program the required dose either by activity only or by activity per patient weight.

o Ability to deliver 8F-RP within +10% of the prescribed dose and within +2% of the measured dose, excluding Dose

Calibrator calibration factor. (If using Dose Calibrator accuracy of +3%, then able to deliver 18F-RP within +4.7% of
the measured dose.)

« Capability to retain and print infusion history and dispensing records.

The Intego PET Infusion System is a self-contained, self-powered mobile cart. A Multi-Dose Vial of RP (up to 27.75 GBq (750
mCi)) is stored within a Shielded Chamber within the body of the system. A SAS is installed within the Shielded Chamber at
the same time a new Multi-Dose Vial of the RP indicated for use is installed. Just prior to an infusion, the system measures a
dose of RP along with a saline flush in the Dose Calibrator. Once the correct radiation level is achieved, the RP dose and
saline are infused into the patient via a PAS. Rechargeable batteries provide sufficient power to keep the Dose Calibrator
warm so that the system can be unplugged and moved to a new location without having to completely power Off.

The Intego PET Infusion System consists of the following:
¢ RPPump
o Saline Pump
o Dose Calibrator
o Air Detector
+ System Shielding
+ Vial Shielding

NOTE: Radiation shielding performance is achieved by using the Vial Shield designed by Bayer.

3.2 Safety Features

The Intego PET Infusion System incorporates the following safety features to help protect patients and operators while the
system is in use.

NOTE: These features are intended to augment the safety program of a site.

o The RPis stored in a Shielded Chamber within the Intego PET Infusion System. A patient's dose of the RP indicated
for use is created automatically while the dose remains within the Shielded Chamber, greatly reducing the
operator's exposure to radiation. Any waste material left over after an infusion remains within the Shielded
Chamber until time for disposal. By employing a SAS, which is also contained within the Shielded Chamber, it is hot
necessary to replace the tubing set directly connected to the Multi-Dose Vial for each patient.

« Prior to infusing a dose of the RP indicated for use into the patient, the Intego PET Infusion System measures the
dose activity to ensure that the correct dosage will be infused.

+ The Intego PET Infusion System contains a Waste Container within the Shielded Chamber. If it is necessary to
discard a dose of RP, the dose is transferred into this Waste Container to help prevent radiation exposure to the
patient or operator.
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NOTE: Estimates of the amount of activity in the waste container represent a worst-case value. The amount of
activity in the waste container may be lower than the estimate shown on the display.

The Shielded Chamber Lid is secured by a heavy-duty latching system, which reduces the likelihood of
unintentionally opening the Shielded Chamber while radioactivity is contained within. In addition, the Shielded
Chamber Lid can be locked to prevent unauthorized access to the Shielded Chamber.

The Intego PET Infusion System Display can be locked to prevent unauthorized access to the operating system.

The Intego PET Infusion System has a saline test inject feature that may be used to check vein patency prior to an
infusion.

The Intego PET Infusion System features an air detection system that automatically disarms the Intego PET Infusion
System if air is detected in the SAS.

The Intego PET Infusion System PAS features a one-way check valve that prevents backflow of fluids into the SAS.

The Intego PET Infusion System has its own powered Drive System that is controlled by the operator. When the
system is preparing a patient dose or infusing fluid to the patient, the Drive mechanism is automatically disabled to
prevent unintended movement of the Infusion System.
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3.3 Shielded Chamber Components

-15

# Name Description

1 SAS Track ReFessed path used .to .hold the SAS and to prevent it from being damaged as the
Shielded Chamber Lid is opened or closed.

2 Vial Shield Compartment The chamber where the Vial Shield is placed.

3 Needle Insertion Device A tun.gsten shielded lid with a fold-down handle that holds the SAS Needle
Cartridge.

4 RP Pump Precision pump used for RP dose preparation.

5 SAS Confluence Holder Secures the SAS Confluence in the correct location and orientation.

6 T-Connector Holder Secures the SAS T-Connector in the correct location and orientation.

7 Dose Calibrator

8 Waste Pinch Valve Controls fluid flow to the Waste Container.

9 PAS Pinch Valve Controls fluid flow to the PAS.

10 | Waste Storage The area where the SAS Waste Container is placed.

11 | Air Detector Used to detect air in the fluid as it passes from the SAS into the PAS.

12 | Air Detector Holder Secures the SAS within the Air Detector.

13 | Swabbable Valve Holder i:;z{f]z:.he Swabbable Valve in the correct location for joining the PAS and SAS

14 | Saline Tube Holder Holds the Saline Tube in the PAS Compartment.
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# Name Description
1 Displa Color touch screen display used to control the Intego PET Infusion System, view
pray delivery data, and report radioactivity within the system.

2 USB Port Provides the operator the capability of importing and exporting data.

3 Shielded Chamber Lead shielded compartment that houses the SAS, RP, and various other system
components.

4 Shielded Chamber Lid A s:lldlng lid that allows access to the components and RP contained in the
Shielded Chamber.

5 Shielded Chamber Lid Latch Used to secure the Shielded Chamber Lid from unintentional opening.

6 PAS Compartment Not Shown - A separate compartment of the Shielded Chamber. Provides shielding

P for the PAS (located under the PAS Compartment Cover)
7 PAS Compartment Cover Hinged cover to access the PAS Compartment.
3 On/Shutdown/Standby Turns the Intego PET Infusion System On and Off. Also used to place the Intego PET
Button Infusion System into and out of Standby. Also used to lock and unlock the system.

Used to stop current operation of the system. (E.g. When infusing a patient,

9 Stop Button pressing the red stop button will pause the infusion. It will not discontinue the

P procedure. When transporting the system, pressing the red stop button will re-set

the motor drive system).

10 | Power Switch Rocker switch used to turn AC power On or Off.

11 | Saline Pump Peristaltic pump used to circulate saline in the SAS.

12 | Saline Hook Used for hanging the Saline Container.

13 Printer Used to print patient-specific infusion records.
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# Name Description

14 | Cable Storage E:Isr':; l:rslgt\j/:gt;)\:/\::ﬁepri]nr?o?:z r;c;\ger cable when the Intego PET Infusion System is
15 | Caster Brakes Used to secure the Intego PET Infusion System from movement when parked.

16 | Drive Controller Thumb wheel to control forward/reverse variable speed.

17 | Drive Engage Switch Used to enable the Drive System

18 | Drive Speed Switch Used to select the speed range of forward movement.

19 | Drive Override Mechanism to override the Drive System.

20 Status Indicators Provides battery, Dose Calibrator, and Drive System status.

3.5 Source Administration Set (SAS) Components
6 7

# Name Description
1 Saline Spike Inserted into the Saline Container.
Saline Tube Section of tube that is placed along the SAS Track and into the Saline Pump.

3 RP Tube Section of tube from the Needle Cartridge to the Confluence that is placed in the RP
Pump.

4 Needle Cartridge Contains the needs used to draw the RP into the SAS.

5 SAS Coil Inse;r'ted into the Dose Calibrator. It holds the RP dose being measured by the Dose
Calibrator.

6 Pre-Coil Tube Section of tube from the Confluence to the SAS Coil.

7 Post-Coil Tube Section of tube from the SAS Coil to the T-connector.

8 Waste Container Collects any discarded fluid.

9 T-Connector Union of Waste Tube, Patient Tube, and Post-Coil Tube.

10 | Waste Tube Section of tube from the T-connector to the Waste Container.

11 | Patient Tube Section of tube from the T-connector to the Swabbable Valve.

12 | Swabbable Valve Enables aseptic connection between the SAS and PAS.

13 | Saline Disconnect Luer Disconnects the Saline Tube from the Saline Container.

14

Confluence

Union of RP Tube, Saline Tube, and Pre-Coil Tube.
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# Name Description
15 | Pinch Valve Cover Aids in proper installation of tubing through pinch valve.

15

T~

3.6 Patient Administration Set (PAS) Components
1 2 3

Name Description

1 Removable Prime Tube Captures excess saline during PAS priming.

The filter may or may not be integrated into the PAS.

PAS without integrated filter (user must manually attach filter):
2 Integrated Filter

One-Way Check Valve Connected to the patient catheter or needle. Prevents fluid backflow.
4 PAS Tubing
Luer Connector Connects the PAS to the SAS Swabbable Valve.
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3.7 Vial Shield Components

# Name Description
. . Multi-dose vial radiation shielding vessel designed to work specifically with the
1 Vial Shield .
Intego PET Infusion System..
2 Vial Cap Removable cap that provides access to the RP vial.
Access Cap Removable cap that provides access to the RP vial septum.
4 Carrying Handle Removable handle for transporting the Vial Shield and removing the Access Cap

NOTE: For more information regarding Vial Shields, refer to “Vials and Vial Shields”.

3.8 Calibration Source Holder

C_—

Name Description
Calibration Source Holder Used to insert calibration sources into the Intego PET Infusion System Dose Calibrator
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3.9 Managing Power States

3.9.1 Powering On the System

To avoid risk of electric shock, this equipment must only be connected to a supply mains with protective earth.

Fire hazard. To avoid an electrical fire, ensure the correct type of fuse is used for replacement. The fuse must be replaced
by qualified personnel only. Refer to Section B.6 for fuse type.

/\CAUTION

Do not use the Intego PET Infusion System immediately after it has been brought indoors from extreme outside
temperature.

¢ Condensation may cause electrical damage to the system. Allow the Intego PET Infusion System to stabilize at room temperature
before use.

1. Plug the Intego PET Infusion System power cable into an AC outlet and move the Power Switch to the On position.

2. Press and hold the ON/SHUTDOWN/STANDBY button until a beep sounds. The Introduction screen will appear.

e —

Air Injection
Ta minimize the possibility of

Radicactive Exposure
Ta minimize the possibility of

injecting a patient with air,
ensure that you have expelled
air from the entire fluid path
prior to connecting to a patient

Inadvertent Aspiration

To minimize the possibility of
inadhvertent aspiration or
injection, ensure that patient is
disconnected from the injector
when purging air fram the fluid
path.

Extravasation

Ta minimize the possibility of
extravasation, follow
commonly accepted good
clinical procedures

unintended radiation exposure
to patient and operatar, follow
safe handling practices
required by your institution,
operating instructions, and
maintenance schedules

Injector Settings
Werify all programmed injectar
settings prior to injecting.

Thoroughly review the
warnings, cautions, and
recommended procedures in
the operation manual

Intego CR15.1.7
Clinical Mode
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3.9.2 Powering Off the System

1. Press the ON/SHUTDOWN/STANDBY button.

2. Adialog box appears on the screen with the message “Intego Power and Security Options.” Press the SHUTDOWN
button.

NOTE: If the Display is not functional, the ON/SHUTDOWN/STANDBY button can be pressed and held for 15
seconds to power Off the Intego PET Infusion System.

3.9.3 Placing the System Into Standby

1. Press the ON/SHUTDOWN/STANDBY button.

2. Adialog box appears on the screen with the message “Intego Power and Security Options.” Press the STANDBY
button.

NOTE: Placing the system into Standby eliminates the need to wait for the Dose Calibrator to warm up and allows
the system to be driven. If the system is Shutdown, the user will need to wait up to 15 minutes to use the
Dose Calibrator and the system cannot be driven.

NOTE: If the Intego PET Infusion System is in Standby and the power cable is not plugged into AC power within 30
minutes, the system will completely power Off.

NOTE: If the power cable is removed from an AC outlet, the Display will remain powered for 60 minutes. After 60
minutes, the system will automatically go into Standby.

3.9.4 Taking the System out of Standby

1. Press the ON/SHUTDOWN/STANDBY button to activate the Intego PET Infusion System.

3.10 Securing the Intego PET Infusion System

The Device Lock feature secures the display and disables the Drive System. A Standard lock can be used to secure the Shielded
Chamber.
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3.10.1 Locking the Device

NOTE: To enable the Device Lock feature, see "System Confiquration".

1. Press the ON/SHUTDOWN/STANDBY button.

2. Adialog box appears on the screen with the message “Intego Power and Security Options.” Press the LOCK button. A
dialog box appears on the screen with the message “Device Locked.

3.10.2 Unlocking the Device

1. If the Intego PET Infusion System is powered Off or in Standby, press the ON/SHUTDOWN/STANDBY button.
2. Inthe “Device Locked” dialog box, enter the four digit lock code and press the ENTER button.

Device Locked.

CIN—

Assay Information

NOTE: The factory set lock code is 7237. It can be used to override any user configured code.
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3.10.3 Locking the Shielded Chamber

A standard lock can be inserted in the mechanism shown below, if locking the Shielded Chamber is desired.

3.11 Navigating the User Interface

This section provides an overview of the main screens the operator will use with the Intego PET Infusion System.

3.11.1 Screen Overview

2 System is ready 7
‘ Schedule f
Requested Activity No Patient Selected 6
Site: --
Flow Rate: --
Operator: --
HAYES, CAROLYN
COLLINS, ELLEN
AUSTIN, ROSE T
RAMIREZ, BEAT...
HALE, BENJAMIN
# Name Description

Located at the top of the screen. It identifies the current screen: System Preparation,

1 Title Bar Schedule, Dosing, or Configuration.

Located below the title bar. Information about the current state during operation is

2 Status Bar displayed here.

Located at the bottom left of the screen. It is used to move among the System
3 Navigation Bar Preparation, Schedule, and Dosing screens. Press the SALINE button or the RP button to
access the System Preparation screen.

4 Configuration Button Located at the bottom center of the screen. It is used to access the Configuration screen.

Appears only on the Dosing screen. Located at the bottom right of the screen. It resets
5 Reset Button the RP field to the configured default value or the current scheduled dose and returns
the user to the Patient Information panel.

6 Status Icons Located at the top right of the screen. Refer to the “Symbols and Icons” section.

Located at the top right of the screen. Indicates the amount of time that the system will

/ Battery Meter operate on battery power.
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3.11.2 System Preparation Screen

This screen enables the user to enter RP assay and saline information. The Multi-Dose Vial data, Saline Container remaining
volume, activity in the SAS tubing, and the volume and activity contained in the Waste Container are monitored from the
System Preparation screen. Daily QC and SAS priming are initiated from this screen.

SAS tubing
Activity (MBg): 120

3.11.3 Schedule Screen

This screen enables the user to add appointments to the schedule, import a dose plan via a USB memory device, export the
patient infusion history via a USB memory device, and clear appointments from the schedule.

The user can wirelessly import the modality worklist from the Schedule screen if the worklist software feature has been
licensed.
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3.11.4 Dosing Screen

This screen enables the user to monitor the patient schedule, prepare and deliver the patient dose using Personalized Dosing
or Manual Dosing, enter patient and operator data, prime the PAS, perform test injections, change the flow rate, and monitor

the RP activity being delivered to the patient.

The user can monitor the transmission status of secondary captures to PACS from the Dosing screen if the PACS software
features have been licensed.

3.11.5 Configuration Screen

This screen enables the user to set preferences, such as language, date and time, units, audio level, default values, lock code,
and Personalized Dosing formulas. Daily QC source assay information is entered on the Configuration screen. Dose
Calibrator quarterly linearity and yearly calibration, and pinch valve calibration are performed from the Configuration
screen.

The user can manage communications for the worklist and PACS from the Configuration screen if software features have
been licensed.

NOTE: The Navigation Bar does not appear on the Configuration screen. To navigate from the Configuration screen, it
is necessary to press the OK button. The user will be returned to the screen being used prior to the
Configuration screen.
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3.12 Moving the Intego PET Infusion System

Injury to patient may occur if system is moved without disconnecting the PAS from the patient.

¢ Disconnect the PAS from the patient prior to moving the Intego PET Infusion System.

Crush hazard. Using the Drive Override disengages the Drive System brakes.

¢  Ensure the Intego PET Infusion System is not on an incline or left unattended when using the Drive Override and re-engage the
Drive Override after moving the system. Engage the Caster Brakes.

Injury or damage to the system may occur if it is moved without the Shielded Chamber Lid secured.

¢ Do not move system unless the Shielded Chamber Lid is latched.

Injury or damage may occur if the Intego PET Infusion System is used on steep inclines.

¢ Do not use the system on a floor with an incline greater than 10 degrees.

Radiation exposure hazard.

¢ Do not move the Intego PET Infusion System unless the Shielded Chamber Lid is latched.

Trip hazard.

¢ Injury may occur. Do not operate Drive System if the power cable is plugged into an AC outlet.

The system is not to be serviced or maintained while in use with a patient.

/\CAUTIONS

Do not plug the Intego PET Infusion System power cable into an extension cord or multi-outlet power strip.

¢  Only use the power cable supplied with the system.

Do not hang clothing or other pieces of equipment from the Intego PET Infusion System.

¢ Hanging clothes or equipment may impair the movement of the system.

Do not move any portion of the Intego PET Infusion System by force without disengaging the caster brakes or
brake release.

Avoid making fast turns or sudden starts and stops.

1. Disconnect the PAS from the patient.
2. Unplug the power cable from the AC outlet and wrap the power cable on the Cable Storage.

NOTE: If the Intego PET Infusion System is not placed in Standby and the power cable is unplugged from the AC
outlet, the Display will remain powered for up to 60 minutes after which the system will go into Standby.

NOTE: If the Intego PET Infusion System is in Standby and the power cable is not plugged into AC power within 30
minutes, the Intego PET Infusion System will completely Shutdown.

3. Disengage the Caster Brakes.

NOTE: The Intego PET Infusion System cannot be moved using the Drive System if the Device Lock feature is
enabled and the Display is locked.
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NOTE: The Intego PET Infusion System cannot be moved using the Drive System unless the Shielded Chamber Lid
is closed and the Shielded Chamber Lid Latch is engaged.

NOTE: The Drive System cannot be engaged when priming the SAS or PAS, performing a test injection, preparing
an RP dose, or delivering an RP dose to the patient or Waste Container.

NOTE: The Intego PET Infusion System must be powered On or in Standby to use the Drive System. If the system is
powered Off, the Drive System will not operate.

NOTE: The battery must be charged for the Drive System to function. The blue Status Indicator will be illuminated
when the Drive System is available for use. If the blue Status Indicator is blinking, plug the Intego PET
Infusion System power cable into an AC outlet to charge the battery.

4. Choose either slow or fast on the Drive Speed Switch.

Firmly grip both of the handles on the Intego PET Infusion System at the Operator Position. Squeeze the Drive
Engage Switch.

6. To move forward, use the thumb of the right hand to slowly rotate the Drive Controller forward while keeping the
Drive Engage Switch pressed. To move backward, use the thumb of the right hand to slowly rotate the Drive
Controller backward while keeping the Drive Engage Switch pressed.

NOTE: If the blue Status Indicator begins blinking while moving the Intego PET Infusion System, there are
approximately 3 minutes remaining before the Drive System will stop functioning. When the blue Status
Indicator begins blinking, move the system to an AC outlet and plug in the power cable.

7. Move the Intego PET Infusion System by carefully pushing the handles to the left and right to steer. The speed can
be varied using the Drive Controller. The further the Drive Controller is rotated from the center position, the faster
the system will move.

NOTE: Use forward motion to cross thresholds while moving the Intego PET Infusion System.

8. Once the Intego PET Infusion System is in its new location, release the Drive Engage Switch or the Drive Controller to
stop.

9. Apply the Caster Brakes.
10. Unwrap the power cable from the Cable Storage and plug into an AC outlet.

NOTE: To ensure that the battery is fully charged and has the maximum capacity, keep the Intego PET Infusion
System connected to AC power at all times except when the system is being moved.

3.12.1 Moving the System Using the Drive Override

NOTE: If the Drive System is not available, the Intego PET Infusion System can be moved by using the Drive
Override.

1. Disconnect PAS from patient.

2. Unplug the power cable from the AC Outlet. Wrap the power cable on the Cable Storage

3. Pull the Drive Override out until it is fully extended (approximately 15 cm [6 inches]).
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Disengage the Caster Brakes.
Firmly grip both handles on the Operator Position of the Intego PET Infusion System.

Move the Intego PET Infusion System using firm, steady force. Avoid making jerking movements or sudden starts
and stops. Leave approximately 1 m (3 ft) per side to complete turns.

Once the Intego PET Infusion System is in its new location, apply the Caster Brakes.

Push the Drive Override in to the normal operating position.

Unwrap the power cable from the Cable Storage and plug into an AC outlet.
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b4 System Configuration

To configure the Intego PET Infusion System, press the CONFIGURATION button on the Navigation Bar.

NOTE: To save configuration changes, press the OK button. To return to the factory settings, press the DEFAULT
button.

4.1 System Settings

On the left side of the Configuration screen, press the SYSTEM button to access the configuration options. Languages, Date/
Time, Units, and Audio tabs will be displayed along the top.

=

1. Press the Languages tab to access the language configuration options.
a. Configure the Intego PET Infusion System by pressing the button with the desired language.

2. Press the Date/Time tab to access the date and time configuration options.

Date { Time

Current Date:
03 March 2015

Current Time:
10:18

a. Configure the date format by pressing the Date Format field. Five date formats will be displayed. Press the
button showing the desired date format.
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b. Configure the time format by pressing the Time Format field. A 12-hour and a 24-hour format will be dis-
played. Press the button showing the desired time format.

c. Configure the current date and time by pressing the EDIT button. The current date is entered by pressing the
Calendar icon. The current time is entered by pressing the Current Time field.

NOTE: The system does not automatically adjust for Daylight Savings Time. The system time must be adjusted
manually.

3. Press the Units tab to access the weight and activity unit configuration options.

a. Configure the weight units by pressing either the POUNDS button or the KILOGRAMS button.
b. Configure the activity units by pressing either the CURIE button or the BECQUEREL button.

4. Press the Audio tab to access the audio configuration options.

a. Configure the audio level by pressing the HIGH button, NORMAL button, or LOW button.
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4.2 Dosing Settings

Injury or death may result from injecting air.

¢ If an additional flush volume is used with extension tubing, the Intego PET Infusion System will not prime the additional tubing
automatically. Air may be injected into the patient if the extension tubing is not primed before use. The additional tubing must be
primed before connecting to the patient by selecting the “Prime PAS” function until all air is purged from the PAS.

On the left side of the Configuration screen, press the DOSING button to access the dosing options. RP, Saline, Case, and
Printing tabs will be displayed along the top.

o 2 5| 555

[
—

1. Press the RP tab to access the RP configuration options.

a. Configure the default dose by pressing the Default Dose field and entering the desired value via the keypad.

NOTE: If a vial schedule is entered using the Schedule screen, the Default Dose will be overridden with the
schedule value. For more information on when the Default Dose is used and how a user may override it,
refer to the "Patient Infusion" section.

b. Configure the Intego PET Infusion System to use Personalized Dosing by default by pressing the Default Setting
ON button.

c. Configure the Intego PET Infusion System to use Manual Dosing by default by pressing the Default Setting OFF
button.

d. Up to five Personalized Dosing formulas can be entered by pressing the EDIT FORMULAS button.

+ Press the Multiplier field to enter the RP activity per unit weight and then press ENTER on the humeric key-
pad.

e Press the Minimum field to enter the minimum RP activity that can be prepared regardless of the patient
weight and then press ENTER on the numeric keypad.

o Press the Maximum field to enter the maximum RP activity that can be prepared regardless of the patient
weight and then press ENTER on the numeric keypad.

¢ Press the OK button.
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Edit Formulas

NOTE: If more than one formula is created, a formula name must be entered when entering the data. Press a NEW
FORMULA button and enter the formula name via the keypad.

NOTE: At least one formula must be entered to use the Personalized Dosing.

2. Press the Saline tab to access the saline configuration options.

a. Configure the default Saline Container volume by pressing the Default Volume field and entering the desired
value via the keypad.

b. Configure the additional flush volume by pressing the Additional Flush Volume field and entering the desired
value via the keypad.

NOTE: The additional flush volume is added to the fixed 35 ml saline flush used during a patient infusion.

c. Configure the test inject volume by pressing the Test Inject Volume field and entering the desired value via the
keypad.

d. Configure the default flow rate by pressing either the 1.0mL/s or 0.5mL/s button.
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3. Press the Case tab to access the Case configuration options.

a. Configure the Intego PET Infusion System by pressing the button with the desired default infusion site.

NOTE: If a default infusion site is not configured, the user will be given the option to select the infusion site when
entering patient information on the Dosing screen. If a default infusion site is configured, it can be
overridden when entering patient information on the Dosing screen.

4. Press the Printing tab to access the Printing configuration options.

a. Configure the Auto Print by pressing the ON or OFF button.

b. Press the Quantity field and enter the desired number of labels to automatically be printed if the Auto Print
option is set to On.

NOTE: If the Auto Print option is not configured to be On to print labels, the user may still print manually.




4 - 34 MEDRAD® Intego PET Infusion System

4.3 Maintenance Settings

Shock hazard.

¢ The USB port is intended for connection of USB-powered devices, such as memory sticks, having no other electrical power
connections. Connection of devices having other electrical power connections to this port may result in an electrical shock hazard.

1. On the left side of the Configuration screen, press the MAINTENANCE button to access the maintenance options.
Daily QC, Linearity, Calibration, and Service tabs will be displayed along the top.

2. Press the Daily QC tab to access the Daily QC configuration options.

Reference Time: |
03 March 2015 =3

10:00

a. Press the Lot Number field and enter the lot number of the 13/Cs calibration source to be used for Daily QC.

b. Press the Activity field and enter the activity of the 137Cs calibration source to be used for Daily QC.

c. Press the EDIT button to enter the assay date and time.

d. Press the Calendar icon next to the Reference Date and enter the assay date of the 137Cs calibration source to
be used for Daily QC.

NOTE: When reading the date from the 137Cs calibration source assay information, be cognizant of the format.
Some formats are dd/mm/yy and others are mm/dd/yy.

e. Press the Reference Time field and enter the assay time of the 137Cs calibration source to be used for daily QC.
If a time is not included with the assay information, enter 12:00.

NOTE: Pressing the Linearity and Calibration tabs will access these configuration screens. Descriptions on how to
perform linearity testing, pinch valve, and yearly calibration are provided in the Cleaning and Maintenance
Appendix.
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3. Press the Service tab to access the service configuration options.

To configure a Service reminder, press the Calendar icon next to the Reminder Date field and enter the desired
date.

To export log files, insert a USB memory device into the USB Port. Press either the 30 DAYS or ALL LOGS button,
then remove the USB Memory device after the Intego PET Infusion System indicates the export is complete.

c. Bayer contact information is on the Service Configuration screen.

4.4 Security Settings

1. On the left side of the Configuration screen, press the SECURITY button to access the security options. A Manage

Lock Code dialog box will appear.

2. Under Device Lock, press the ON button to enable the Device Lock feature. Press the OFF button to disable the Device

Lock feature.

NOTE: Locking the device prevents unauthorized use or movement of the Intego PET Infusion System and requires
a user to enter the default or a user-specific lock code after powering On.
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To create a unique lock code, enter the current lock code by pressing the Current Code field. The factory set lock
code is 7237. It can be used to override any user configured code. If the current user code is unknown, enter 7237 in

the Current Code field.
4. Press the Enter New Code field. Enter a unique four digit lock code.
Press the Re-enter New Code field. Enter the same four digit lock code.

Press the ENTER button. The OK button will appear. Press OK to accept the new code.

4.5 Communication Settings

NOTE: Software features must be licensed in order to enable configuration options. Access to the configuration
screens is available, but configuration options for unlicensed features are disabled.

NOTE: Users should not make changes to communication settings without the assistance of hospital IT staff.
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On the left side of the Configuration screen, press the COMMUNICATIONS button to access the configuration options.
Overview, Worklist, PACS and Reports will be displayed across the top.

1. Press the Overview tab to access the communications overview configuration options.
a. Configure the AETitle by pressing the Intego AETitle field and entering the desired value on the keyboard.
b. Configure the Institution by pressing the Institution field and entering the desired value on the keyboard.

c. Configure the Department by pressing the Department field and entering the desired value on the keyboard.

INTEGO

‘Communications.

2. Press the Worklist tab to access the worklist configuration options.

a. Enable communication to the Worklist by pressing the ON button. Disable communication by pressing the OFF
button.

b. Configure the AETitle by pressing the AETitle field and entering the desired value on the keyboard.

c. Configure the IP Address or Hostname by pressing either the IP Address or Hosthame field and entering the
desired value on the keyboard.

d. Configure the Port by pressing the Port field and entering the desired value on the keyboard.

e. Configure the Matching Station Name(s) by pressing the Matching Station Name(s) field and entering the
desired value on the keyboard.

f. Select a Modality Filter by pressing one of the Modality buttons or by pressing ALL for no filtering.

NOTE: For Matching Station Name and AETitle, comma separation is required if adding multiple values.
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g. Verify communication to the worklist by pressing the VERIFY button.

h. Configure the Matching AETitle(s) by pressing the Matching AETitle(s) field and entering the desired value on
the keyboard.

192.168.1.104

3. Enable communication to the PACS by pressing the ON button. Disable communication by pressing the OFF button.
a. Configure the PACS by pressing either the ON button or the OFF button.
b. Verify communication to the PACS by pressing the VERIFY button.
c. Configure the AETitle by pressing the AETitle field and entering the desired value on the keyboard.

d. Configure the IP Address or Hostname by pressing the IP Address or Hostname field and entering the desired
value on the keyboard.

e. Configure the Port by pressing the Port field and entering the desired value on the keyboard.

4. Press the Reports tab to access the Reports configuration options.

a. Configure the secondary capture reports that will be send to PACS by pressing the INFUSION RESULTS REPORT
button, RADIATION DOSE REPORT button, or BOTH button.
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5 Daily Setup

Patient injury could result from using improper components.

¢ Use only components and options provided by Bayer designed for Intego PET Infusion System.

Explosion hazard. DO NOT use the Intego PET Infusion System when flammable gases are present.

¢ Patient injury could result from using the system in the presence of flammable gases (such as anesthetics).

Trip hazard.

¢ Injury may occur. Do not operate Drive System if the power cable is plugged into an AC outlet.

No modification of this equipment is allowed.

Do not use the Intego PET Infusion System in an oxygen rich environment.

¢  Environment in which the concentration of oxygen is greater than 25% for ambient pressures up to 110kpa.

5.1 Placing the System into Clinical Mode
1. Power On the Intego PET Infusion System.

NOTE: If the Device Lock feature has been enabled, the Intego PET Infusion System will prompt the user to enter
the Lock Code. Press ENTER when complete.

2. The Introduction screen appears. Press the CLINICAL button

NOTE: The screen displays the current mode in the lower right corner of the Introduction screen.

Training

Air Injection

Tao minimize the possibility of
injecting a patient with air,
ensure that you have expelled
air fram the entire fluid path
prior to connecting to @ patient.

Inadvertent Aspiration

To minirize the possibility of
inadvertent aspiration or
injection, ensure that patient is
disconnected from the injector
when purging air from the fluid
path

Extravasation

Tao minimize the possibility of
extravasation, follow
camrmonly accepted good
clinical procedures

Radicactive Exposure

Tao minimize the possibility of
unintended radiation exposure
to patient and operator, follow
safe handling practices
required by your institution,
operating instructions, and
maintenance schedules

Injector Settings
Verify all programmed injector
settings prior to injecting

Thoraughly review the
wiamings, cautions, and
recommended procedures in
the operation manual

A WARNINGS A “
|

Intego CR15.1.7
Clinical Mode
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3. If the Intego PET Infusion System was in Training Mode, the system will display the message “Changing from
Training Mode to Clinical Mode requires a restart. Continue?” Press OK to proceed.

A WARNINGS

Air Injection

Ta minimize the
injecting a patient]
ensure that you h
air from the entirg
prior to connectin|

Inadvertent Asp)
To minimize the g
inadvertent aspirg
injection, ensure |
disconnected fro
wihien purging air
path

Extravasation

Ta minimize the
extravasation, foll
commonly accep)
clinical procedurd]

Intego CR15.1.7
Training Mode

4. The Intego PET Infusion System will display a progress bar while switching to Clinical Mode. When complete, the
system will display a message prompting the user to restart. Press the RESTART button to Restart the system.

5. At the Introduction screen, press the CLINICAL button.

NOTE: Only screens for 18F-FDG are shown here. When using 18F-NaF, the text “FDG” changes to “NaF” and RP-
specific screen elements change from orange to green (e.g., the RP button on the Navigation Bar).
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6. When the System Preparation screen appears, press the OK button to proceed. Allow up to 15 minutes for the Dose
Calibrator to warm up before proceeding; the Status Bar indicates the warm-up time remaining.

5.2 Using the Schedule

To access the Schedule screen, press the SCHEDULE button on the Navigation Bar. The schedule can either be entered
manually or imported via the USB Port. The user may edit the schedule as it changes throughout the day.

Schedule appointments can also be imported as a modality worklist through the network interface if the worklist software
feature has been licensed.

NOTE: The Intego PET Infusion System may highlight scheduled RP infusions. Refer to the "Monitoring the Vial"
section of this document for more information.
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5.2.1 Manually Entering Schedule Information

N o a e

NOTE: The Patient ID, Patient Name, and Accession Number Fields are optional, but they are required to send
Infusion Results or Radiation Dose reports to the PACS. If any of these fields are not specified, the
Transmission Not Possible icon will be shown in the Schedule Monitor

Press the ADD APPOINTMENT button or a blank row in the schedule.

Press the Patient Name field to enter the patient name.

NOTE: The Patient Name should be just the last name or entered as LAST NAME, FIRST NAME.
Press the Patient ID field to enter the patient ID.

Press the Time field to enter the planned infusion time.

Press the Requested Activity field to enter the planned dose activity.

Press the Accession Number field to enter the accession number.

Repeat steps 1 through 6 until schedule entry is complete.

NOTE: More than five appointments can be added. Use the scroll bar to view appointments not on the Schedule
screen.

5.2.2 Importing the Schedule Information via the USB Port

2,

NOTE: Importing a schedule replaces the existing schedule.

Create an electronic version of the schedule named “schedule.csv” and copy it to a USB memory device. There are
three ways to create an electronic schedule:

a. Bayer's MVP software tool (Recommended).
b. Select third party nuclear medicine management software packages.
c. Using a spreadsheet program or text editor.

NOTE: Please contact Bayer for more information about creating an electronic schedule.

Insert the USB memory device into the USB Port on the Display.
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3. Press the IMPORT DOSE PLAN button. The time, activity, and patient information automatically populate for all
scheduled RP infusions

NOTE: Patient Names and Patient IDs that are imported from a dose plan may not be edited.

5.2.3 Importing the Schedule from the Modality Worklist

NOTE: This option is only available when users have licensed the worklist software feature.
NOTE: If the wireless connection is lost, the user will not be able to wirelessly import the worklist.

1. Press the IMPORT SCHEDULE button. The time, activity, and patient information automatically populate for all
scheduled RP infusions.

NOTE: For worklist imports, all activity values are set to the system configured default activity.

-43
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5.2.4 Editing the Schedule

1.

To edit a scheduled RP infusion, press the button with the patient name, ID, requested activity, and time to bring up
the edit window.

a. Press the Patient field to edit the Patient Name.
NOTE: The Patient Name should be just the last name or entered as LAST NAME, FIRST NAME.

b. Press the Patient ID field to edit the Patient ID.

c. Press the Time field to edit the planned infusion time.

d. Press the Requested Activity field to edit the planned dose activity.
e

Press the Accession Number field to edit the accession number.

NOTE: The Intego PET Infusion System automatically sorts the schedule by infusion time. Editing infusion time
may reorder the schedule.

NOTE: If users have licensed the software features and imported the schedule from a worklist, the Patient, Patient
ID, and Accession Number fields are not editable.

To hide a scheduled infusion, press the HIDE/UNHIDE APPOINTMENT button. The button will then display the
HIDDEN APPOINTMENT icon to indicate that the appointment has been hidden on the Dosing screens.

To unhide a hidden appointment, press the HIDE/UNHIDE APPOINTMENT button again. The button will then display
the UNHIDDEN APPOINTMENT icon to indicate that the appointment is not hidden on the Dosing screens.

NOTE: When a scheduled infusion is hidden or unhidden, the number following the HIDDEN APPOINTMENT icon
at the top of the list updates to show the current number of hidden appointments on the schedule.

NOTE: Hiding a scheduled infusion will not remove the infusion from the Schedule screens. It will only remove the
infusion from the Dosing screens. A hidden infusion is signified on the Schedule screen by the HIDDEN
APPOINTMENT icon on the HIDE/UNHIDE APPOINTMENT button.

To remove the entire schedule, press the CLEAR SCHEDULE button.
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5.2.5 Exporting the Infusion History

The Intego PET Infusion System creates an infusion history as each infusion is completed. The infusion history consists of a
.csv file for each of the last 31 days the Intego PET Infusion System was used.

1.

To export the infusion history, insert a USB memory device in the USB Port and press the EXPORT HISTORY button.
2.

Remove the USB memory device when the system indicates the export has been completed.

5.3 Performing Daily QC

Using the Intego PET Infusion System without performing the necessary QC processes could result in the
patient receiving an incorrect dosage of the RP indicated for use.

¢ Be certain to perform all necessary QC checks at the recommended intervals.

The Daily QC confirms proper operation of the Dose Calibrator. Daily QC can only be performed without a Multi-Dose Vial or
SAS installed. It is possible to perform RP infusions without valid Daily QC results, but this is not recommended. An Attention
icon is displayed on the DAILY QC button when the system is being used without valid Daily QC results.

1.

Access the System Preparation screen by pressing the SALINE button or RP button on the Navigation Bar.
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2. Press the DAILY QC button.

Volume
(LU

Total Activity
(GBg) -

Assay Information ! =
i i =
Date - SAS tubing

i - Activiry (MBa) —

Volume jmi) o T ——

Activity
[MBqg): 0

NOTE: Nearby radiation sources may cause the zero adjustment to fail. Remove any nearby radiation sources
before starting daily QC.

3. Press the START button. The Intego PET Infusion System will automatically proceed with all listed Daily QC tests and
check the box next to each test as it completes.

NOTE: The Bias Adjustment may compensate for a failed Zero Adjustment. The Daily QC is valid if the Zero
Adjustment fails but the Bias Adjustment is successful.

4. |Ifthe Zero Adjustment fails, check for and remove any nearby sources of radiation and repeat the Daily QC test from
Step 3.
5. Daily QC will pause at the Constancy/Accuracy test and produce the prompt shown below.

a. Ifthe 137Cs calibration source is not available, press the SKIP button to bypass the Constancy/Accuracy test and
proceed to step 10.

b. If the 137Cs calibration source is available but the displayed assay information is incorrect, press the EDIT but-
ton, update the assay information, and proceed to step 6.
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NOTE: When the 137Cs calibration source lot number is changed, the Constancy check will establish a new
reference activity for future Constancy checks instead of testing Constancy against the previous reference.

O @@ 60:00

- Isotope: Cs-137

- Lot #: 111

- Date: 03 March 2015
- Time: 10:00

- Activity: 10.00 MBq

6. Grasp the Shielded Chamber Lid Latch to release it, and open the Shielded Chamber Lid to gain access to the
Shielded Chamber.

7. Place the 137Cs calibration source into the Dose Calibrator using the Calibration Source Holder.

Close the Shielded Chamber Lid until the Shielded Chamber Lid Latch engages, then press the OK button.

When prompted, open the Shielded Chamber Lid, remove the test source from the Dose Calibrator, slide the Shielded
Chamber Lid closed until the Shielded Chamber Lid Latch engages, then press the OK button.

10. At the conclusion of the Daily QC, the Intego PET Infusion System displays a summary screen. Print this screen to
keep with the system's records.
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11. Press the SUMMARY button to return to the main System Preparation screen.

System setup must be completed @ @® 60:00
Summary: 03 March 2015 13:18
Chamber Serial # 20509-5008-08  Softwara Version V2,02

Zero Check Bias Adjustment

Preamp Gain: 3933 Bias Current (0.05 - 0.15 pA): 0.10 pA

lioUb; 3688 Bias Value (1-88): 50

| Background Check E Constancy/Accuracy Test

Isolope: F-18 Isatope: ©s-137

Activity: 0.0 MBa Measured Activity: 0.97 MBg

Bias Current (0.05 - 0.15 pA) 010 pA Reference Activily: 1.00 MBg
Reference Time:

03 March 2015 10:00

Accuracy Value (0.0 - 10.0%): 3.0%
Constancy Value (0.0 - 5.0%) 96.1%

Battery

Vollage; 145V

5.4 Entering RP Assay and Saline Information

Radiation exposure hazard.
¢ Do not insert more than 27.75 GBq (750 mCi) into the Intego PET Infusion System.

NOTE: Entering RP Assay and Saline Information may be performed before or after Installing the SAS or Installing
the Multi-Dose Vial.

1. Access the System Preparation screen by pressing the SALINE or RP buttons on the Navigation Bar.

2. If a Multi-Dose Vial is loaded in the Intego PET Infusion System, remove the Vial Shield and SAS, then press the
REMOVE button.

3. Press the NEW button to enter RP Assay information.

Volume

(LU

Total Activity

o =

SAS tubing
Acthiny (MBa) —

Assay Information

Waste
0
mi
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4. The Vial Assay Information screen appears. Press the respective fields to enter the Lot Number, Date, Reference
Time, RP Type, Activity at Reference Time, and Volume. When all data is entered, press the OK button.

® @@ 60:00

e 700.000

NOTE: If the level of radioactivity in the Multi-Dose Vial exceeds 27.75 GBq (750 mCi), the Intego PET Infusion
System displays the message “Vial activity exceeds safe shielding level. Immediately return vial to
protective container.” If this message appears, remove the Vial Shield from the system and return to hot
lab or other storage capable of providing adequate shielding for the contained activity.

5. The System Preparation screen reappears with the usable activity in the Multi-Dose Vial displayed within the vial
symbol. The total Multi-Dose Vial volume and activity are displayed to the right of the vial symbol.
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6. Press the REPLACE button in the Saline section.

Assay Information .
Lot Number 4Gy [

Dass.

Time:

Wiokime (i)
Acsity (GBa)

m e
33 MBq): 113

SAS tubing

Activity (MBqg): 129

7. Enter the volume of the Saline Container using the keypad.

NOTE: The minimum recommended Saline Container volume is 750 ml.

5.5 Installing the SAS

Do not use the SAS with more than one multi-dose vial.

¢  Using the SAS with more than one multi-dose vial could result in injury to the patient or operator.

Severe operator injury can occur if care is not taken when opening or closing the Shielded Chamber Lid or the
PAS Compartment Cover.

¢ Becertain that all fingers are clear before opening or closing the Shielded Chamber Lid or the PAS Compartment Cover.

Do not use if sterile package is opened or damaged.

¢  Patient or operator injury may result if package is opened or damaged, or if damaged components are used. Visually inspect
contents and package before each use.

Patient Infection may result from the use of non-sterile components.

¢  Maintain sterility of all disposable components using aseptic techniques.

Only the fluid path of the set is sterile and non-pyrogenic.

¢ Do not use in a sterile or aseptic area without proper precautions.

Puncture hazard. The SAS contains needles.

¢ To prevent injury, take care when handling the SAS to control the needles. Dispose of the needles per individual facility guidelines.

Improper injection dosage or radiation spillage may result if the Shielded Chamber Lid is closed onto the tubing
set.

¢  Ensure that the tubing set and all administration set components are properly installed before closing the Shielded Chamber Lid.
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Incorrect installation of the SAS may result in improper functioning of the Intego PET Infusion System.

NOTE: Always install a new SAS before installing a hew Multi-Dose Vial.

NOTE: The Intego PET Infusion System is intended for use with 18F-FDG and 8F-NaF. Intego PET Infusion System

disposables intended for use with 18F-FDG may be used to deliver 18F-FDG or 18F-NaF. Please contact Bayer
for more information.

NOTE: Installing the SAS or installing the Multi-Dose Vial may be performed before or after entering RP Assay and
Saline Information.

NOTE: In the following steps, it will be helpful to refer to the diagrams of the Intego Infusion System
Components, Intego Shielded Chamber Components, and the SAS Components.

1. Place the Saline Container onto the Saline Hook at the rear of the cart.
2. Open the PAS Compartment Cover.

Grasp the Shielded Chamber Lid Latch to release it, and slide the Shielded Chamber Lid towards the front of the cart
to gain access to the Shielded Chamber.

Open the SAS Disposable Package.

Insert the Saline Spike into the Saline Container. Verify the Saline Spike is fully inserted into the container as
illustrated below.

V| X
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6. Open the Saline Pump door, install the Saline Tube, then close the Saline Pump door.

a. Center the Saline Tube on the Saline Pump rollers. The Saline Pump will not pump fluid properly if the tubing
falls below the rollers.

é ;:‘;:
A

b. Ensure the Saline Disconnect Luer rests against the edge of the Saline Pump.

c. Center the Saline Tube in the Saline Pump door to prevent the tubing from being pinched when the door is
closed.
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7. Route the Saline Tube along the SAS Track, starting at the SAS Confluence Holder and moving towards the Saline
Pump. Be sure to press the tubing firmly into the SAS Track.

9. Load the Needle Cartridge into the Vial Shield Compartment:
a. Grasp the Needle Insertion Device’s handle and lift the Needle Insertion Device straight up until it stops.

b. Rotate the Needle Insertion Device counter-clockwise until it stops. Release the handle. The Needle Insertion
Device will remain in position.

c. Lift the hinged Needle Insertion Device cover to access the Needle Cartridge Holder.
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10.
1.
12

13.

14.
15.
16.

17.
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d. Insert the Needle Cartridge into the holder so the RP Tube exits the cartridge away from the holder.

e. Stow the needles safely in the Vial Compartment until ready to install the Multi-Dose Vial by lowering the Nee-
dle Insertion Device cover, rotating the Needle Insertion Device clockwise until it stops, then pushing down on
the Needle Insertion Device until it is back in its original position.

Insert the Confluence into the SAS Confluence Holder.
Verify that the dose calibrator is empty before installing the coil.

Insert the SAS Coil into the Dose Calibrator. Be sure the Pre-Coil Tube enters and the Post-Coil Tube exits on top of
the SAS Coil and the SAS Coil is placed at the bottom of the Dose Calibrator.

Route the Pre-Coil Tube into the SAS track between the SAS confluence holder and the Dose Calibrator. Be sure to
press the tubing firmly into the SAS track.

Unroll the Waste Container and insert it into the Waste Storage.
Place the T-Connector into the T-Connector Holder.

Place Waste Tube into the SAS track between the Waste Pinch Valve and Waste Storage. Be sure to press the tubing
firmly into the SAS track.

Install the Waste Tube into the Waste Pinch Valve. Install the Patient Tube into the PAS Pinch Valve.
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NOTE: To install tubing in a Pinch Valve, open the valve by pressing the button on the top. While holding the
valve open and grasping the tubing on either side of the valve, pull the tubing in from the side. The tubing
must be inserted completely as shown in the left panel below. Release the button on the valve to pinch the
tubing in place.

@ RY#

v X

.

18. Install the Waste Pinch Valve cover (if available) on the Waste Pinch Valve. Install the PAS Pinch Valve cover (if
available) on the PAS Pinch Valve.

AP

NOTE: The left panel in the picture below shows the correct layout of the SAS when the tubing has been properly
installed into the SAS T-Connector Holder, Waste Pinch Valve, and PAS Pinch Valve.

19. Firmly press the Patient Tube exiting the PAS Pinch Valve into the Air Detector Holder and Air Detector. Insert the
Swabbable Valve into the Swabbable Valve Holder.
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NOTE: Make certain the tubing is fully inserted into the Air Detector as illustrated below.

v X

20. Insert RP Tube in the RP Pump:
a. Open the RP Pump door.

b. Insert the RP Tube into the RP Pump as shown in the left panel below. For proper installation, the tubing collar
must rest immediately outside the RP Pump on the side closest to the Vial Shield Compartment.

V[ || X

c. Close the RP Pump door.

21. Once the SAS has been installed, ensure all components are laying flat prior to closing the lid.
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5.6 Installing the Multi-Dose Vial

DO NOT use any RP other than 8F-FDG or 8F-NaF with the Intego PET Infusion System.

¢ Use of radiopharmaceuticals other than 18E-FDG or 18F-NaF may cause inaccurate dose measurement and/or excessive radioactive
exposure..

Radiation exposure hazard. 8F-FDG or 18F-NaF emit gamma radiation. Operator should exercise extreme
caution when handling radiopharmaceuticals.
¢ Doses may exceed maximum permissible dose if appropriate precautions are not properly exercised. Follow all individual facility

guidelines for the handling and disposal of radioactive materials. DO NOT open the Shielded Chamber without first taking
radiation precautions per facility procedures.

Severe operator injury can occur if care is not taken when opening or closing the Shielded Chamber Lid or the
PAS Compartment Cover.

¢ Becertain that all fingers are clear before opening or closing the Shielded Chamber Lid or the PAS Compartment Cover.

Radiation exposure hazard. Using the Shielded Chamber Lid as a work space may expose the operator to excess
radiation.
¢ Do not use the Shielded Chamber Lid as a work space while there are radioactive materials present within the Intego PET Infusion

System. Using the Shielded Chamber Lid as a work space or placing items on the Shielded Chamber Lid while it is open may damage
the Shielded Chamber Lid, hampering its ability to provide an adequate radiation shield.

Radiation exposure hazard.
¢ Do not insert more than 27.75 GBq (750 mCi) into the Intego PET Infusion System.

Puncture hazard. The SAS contains needles.

¢ To prevent injury, take care when handling the SAS to control the needles. Dispose of the needles per individual facility guidelines.

Radiation exposure hazard.

¢ Radiation activity exposure is increased once the Access Cap is removed. The user should avoid working directly over the open Vial
Shield to minimize exposure.

¢ Once RP priming commences, RP is in the SAS and no longer contained within the Vial Shield. To minimize radiation exposure, opening
the Shielded Chamber Lid should be avoided once RP priming commences.

Biological contamination may occur if aseptic techniques are not followed.

¢ Follow facility guidelines to disinfect the vial septum.

NOTE: Entering RP Assay and Saline Information may be completed before or after installing the Multi-Dose Vial.
Installing the SAS should be completed prior to installing the Multi-Dose Vial.

NOTE: In the following steps, it will be helpful to refer to the diagrams of the Intego Infusion System
Components, Intego Shielded Chamber Components, and the SAS Components.

1. Grasp the Needle Insertion Device’s handle, lift straight up until it stops, then rotate counter-clockwise until it
stops. Release the handle; the Needle Insertion Device will remain in position providing access to the Vial Shield
Compartment.

2. Insert the Vial Shield containing a Multi-Dose Vial of RP into the Vial Shield Compartment. DO NOT remove the Vial
Shield’s Access Cap. Leave the carrying handle on the Vial Shield until ready to insert the SAS Needles into the vial.

3.  When ready to insert the SAS Needles into the Multi-Dose Vial, remove the Access Cap: grasp the Vial Shield Carrying
Handle and simultaneously push down and rotate counter-clockwise 1/8 of a turn. After completing the turn, lift
the handle straight up. The Access Cap will lift from the Vial Shield, providing access to the Multi-Dose Vial septum.
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4. Insert SAS Needles into the Multi-Dose Vial:

a. Grasp the Needle Insertion Device's handle and rotate it clockwise until it stops; the SAS Needles should be
oriented over the Multi-Dose Vial septum.

b. Press down on the Needle Insertion Device's handle until the Needle Insertion Device is in its original closed
position as shown in the Intego Shielded Chamber Components diagram. The SAS Needles will penetrate the
Multi-Dose Vial as the Needle Insertion Device is lowered.

c. Lower the Needle Insertion Device handle to rest on the cover.

5. Close the Shielded Chamber Lid until the Shielded Chamber Lid Latch engages and close the PAS Compartment
Cover over the PAS Compartment.

The Vial Shield is keyed such that it can be properly inserted into the Vial Shield Compartment only one way. The
posts in the Vial Shield Compartment must rest in the keyed areas located on one flat surface of the Vial Shield.

5.7 Installing the PAS

Biological contamination can result from reusing the PAS or failure to follow sterile technique.

¢ DO NOT reuse or attempt to resterilize. Properly discard disposable items after use. If there is any possibility that contamination
may have occurred during set-up or use, disassemble and set-up a new sterile product.

This product contains DEHP, a chemical known to the state of California to cause birth defects or other
reproductive harm.

¢  Please visit www.medrad.com/DEHP for more information regarding DEHP in Bayer products.

Do not use if sterile package is opened or damaged.

¢ Patient or operator injury may result if package is opened or damaged, or if damaged components are used. Visually inspect
contents and package before each use.

For devices labeled for single use, please note: This product is intended for single use only. Do not resterilize,
reprocess or reuse. The disposable devices have been designed and validated for single use only.
¢ Re-use of the single use disposable devices pose risks of device failure and risks to the patient. Potential device failure includes

significant component deterioration with extended use, component malfunction, and system failure. Potential risks to the patient
include injury due to device malfunction or infection as the device has not been validated to be cleaned or re-sterilized.

Patient infection may result from the use of non-sterile components.

¢ Maintain sterility of all disposable components using aseptic techniques.

Component damage may occur if not installed properly.

¢ Ensure all connections are secure. Do not over-tighten.
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Severe operator injury can occur if care is not taken when opening or closing the Shielded Chamber Lid or the
PAS Compartment Cover.

¢ Becertain that all fingers are clear before opening or closing the Shielded Chamber Lid or the PAS Compartment Cover.

NOTE: A PAS must be installed to prime the SAS and to infuse a patient. A new PAS must be installed for each
patient. The PAS installed to prime the SAS may be used for the first patient after SAS priming.

NOTE: In the following steps, it will be helpful to refer to the diagrams of the Intego Infusion System
Components, Intego Shielded Chamber Components, and the SAS Components.

Open the PAS Compartment Cover to expose the Swabbable Valve.

Clean the SAS Swabbable Valve following aseptic techniques described in facility guidelines.
Open the PAS disposable package, being sure not to remove the Removable Prime Tube.
Attach the PAS Luer Connector to the SAS Swabbable Valve.

Route the PAS from the PAS Compartment.

o H 0 bd =

NOTE: Route the PAS out the left, right, or rear of the PAS Compartment, whichever is most convenient for
connecting the PAS to the patient.

6. Close the PAS Compartment Cover back over the PAS Compartment. Make sure the PAS Compartment Cover does
not pinch the PAS.

5.8 Priming the SAS

NOTE: Entering RP Assay and Saline Information, Installing the SAS, Installing the Multi-Dose Vial, and Installing
a PAS must be completed prior to Priming the SAS. To prime the SAS:

1. Access the System Preparation screen by pressing the SALINE or RP buttons on the Navigation Bar.

Volume
(w204
Total Activity

2. Press the PRIME SAS button.

SAS tubing
Activity (MBg): 128

—

m paceting
33 {MBqg)

3. Adialog box appears with the following message: “Ensure that a PAS is connected to the SAS. Continue?” Install a
PAS if necessary, then press the YES button.

4. SAS priming proceeds in three phases.
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a. Priming Saline - The Intego PET Infusion System fills the Saline Tube, Pre-Coil Tube, SAS Coil, Post-Coil Tube,
Waste Tube, and Patient Tube with saline. All RP is still contained within the Vial Shield at this point, allowing
safe correction of SAS installation errors detected during this phase.

b. Priming RP - The Intego PET Infusion System fills the SAS Needles and RP Tube with RP.

c. Verifying Concentration - The Intego PET Infusion System measures RP activity concentration to ensure RP
assay information has been entered accurately.

NOTE: During each phase of SAS priming, the Status Bar indicates the phase being performed and displays a
progress bar showing progress to completion.

When SAS Priming is complete, the Intego PET Infusion System will beep and the Status Bar will state “System is
Ready.”

NOTE: The attached PAS is not primed during this process; it is primed when preparing for the first patient
infusion. Excess fluid used during SAS priming is collected within the Waste Container inside the Shielded
Chamber.

NOTE: To resolve priming issues, refer to the "Troubleshooting Tips" section of this manual.
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6 Patient Infusion

Explosion hazard. DO NOT use the Intego PET Infusion System when flammable gases are present.

¢ Patient injury could result from using the system in the presence of flammable gases (such as anesthetics).

6.1 Adding a Patient / Editing Patient Information

If a schedule has not been loaded into the system, the user may add a patient to the system from the Dosing screen. This
adds that patient to the schedule and automatically selects that patient for dosing. If a patient has already been selected,
the user may edit the selected patient’s information until a dose has been extracted. To add a patient or edit patient
information, do the following:

1. Press the DOSING button on the Navigation Bar to go to the Dosing screen.

2. To enter patient information, press the ADD button located on the Patient Information panel.

NOTE: If a patient has not been selected, the Patient Information panel will show an ADD button. Press the ADD
button to add a patient and have them automatically selected. If a patient has already been selected, the
Patient Information panel will show an EDIT button. Press the EDIT button to edit the patient information
for the selected patient.

System is ready ®@® 60:00

Schedule
‘ Requested Activity Case ID

|
A-I-t Case ID
LANE, RICKY o‘;ualor D
| 1e: owavezvioa Infusion Site
GUTIERREZ, CU... -
HUGHES, BRYAN b 425
ARNOLD, SARAH .—
| 1553 WRIGHT, GILBERT

LITTLE, VIVIAN

ELLIS, EUGENE

- ~1
| | eae
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3. A patient information entry screen will appear.

NOTE: The patient information entry screen may appear with some or all patient information populated with
valid data. Pre-populated patient information can be provided with an imported Multi-Dose Vial schedule
or if retrying a patient for which patient information was already entered. Pre-populating patient
information is a convenience feature to reduce the amount of hand-entry a user must perform.

NOTE: The Intego PET Infusion System will prevent initiation of a patient infusion with less than three minutes
remaining on the battery meter.

[ Patient Information

Patient Name Date of Birth
AUSTIN, CHARLOTTE | | 19 April 1947
Patient ID Gender
‘ 10YBXA5QSDY84 | | Female
Accession Number Infusion Site
| ‘ 881689992 | Left
| Blood Glucose Flow Rate Left Hand
ngldL 39 mUsec 1 .o Left Forearm
Operator ID Left Foot
OPIDA Access Port
Detail: | -

Enter patient and operator information and update any information that is incorrect from the patient information
entry screen.

a. Toenter a Patient Name, Date of Birth, Patient ID, Accession Number, or Operator ID, touch the corresponding
data field and an on-screen keyboard will appear.

b. To enter a Gender, press the appropriate FEMALE or MALE button.

c. Toenter an Infusion Site, press the button associated with the desired Infusion Site. If "Other" is entered for the
Infusion Site, the operator can add additional detail in the Detail field by touching the data field and using the
on-screen keyboard.

d. To enter a Blood Glucose, press the corresponding data field and an on-screen numeric keypad will appear.

e. Toenter a Flow Rate, press the corresponding data field and press the desired 1.0 ML/SEC or the 0.5 ML/SEC but-
ton.

f. Press OK when finished entering patient information.

NOTE: The Intego PET Infusion System requires confirmation that the Patient Entry field has been reviewed, even
if information was not entered. To proceed without entering information, press ADD, then press OK.

6.2 Selecting a Patient from the Schedule

If a schedule has been added by manually adding appointments, importing a dose plan, or importing a worklist through the
worklist software, the user should select the patient to dose from the schedule as follows:

1.

2
3.
4

Press the DOSING button on the Navigation Bar to go to the Dosing screen.
Press the SELECT button located on the Patient Information panel. A patient schedule will appear.

Search for the desired patient in the list. If the patient appears in the list, go to step 6.

If the patient does not appear in the list, press the REFRESH button to update the list from the worklist. If the
patient appears in the list, go to step 6.




Operation Manual 6-63

5. |If after pressing the REFRESH button the desired patient still doesn’t appear in the list, press the ADD PATIENT
button. Proceed to step 3 in the “Adding a Patient/Editing Patient Information” on page 71.

6. Press the PATIENT button to select the desired patient. A patient information screen will appear.

NOTE: Patient and operator information is used for dose infusion record-keeping. All patient and operator
information is optional. However, to send images to the PACS, the Patient Name, Patient ID, and Accession
Number must be defined. Fields that are not entered are left blank in the final dose infusion record.

NOTE: Patient information fields will be populated with information that was manually entered via the schedule

screen, imported from a dose plan, or imported from the worklist if the user has licensed the worklist
software feature.

NOTE: Patient Name, Patient ID, Date of Birth, Gender, and Accession Number fields will not be editable if users
have imported the schedule from the worklist or dose plan.

7. Users can enter any of the remaining patient information from this screen by following the steps in "Selecting a
Patient from the Schedule".

8. Press OK. The selected patient is highlighted in the Schedule Monitor.

6.3 Priming the PAS

Air embolism hazard. Injury or death can result from infusing air.

¢ Ensure air is expelled from the disposable sets before beginning infusion.

Biological contamination can result from reusing the PAS or failure to follow sterile technique.

¢ DO NOT reuse or attempt to resterilize. Properly discard disposable items after use. If there is any possibility that contamination
may have occurred during set-up or use, disassemble and set-up a new sterile product.

Patient infection may result from the use of non-sterile components.

¢ Maintain sterility of all disposable components using aseptic techniques.

Radiation exposure hazard. Higher residual radiation may occur when using an extension tube or additional
tubing between the catheter and the PAS.

¢ The flush volume needs to be increased to account for additional tubing.

Injury to patient may occur if system is moved without disconnecting the PAS from the patient.

¢ Disconnect the PAS from the patient prior to moving the Intego PET Infusion System.

The system is not to be serviced or maintained while in use with a patient.

/\CAUTION

Catheters no more restrictive than 24 gauge x 0.75 inches (19 mm) long, and steel needles no more restrictive
than 23 gauge x 0.5 inches (12 mm) long, should be used with the Intego PET Infusion System.

¢ The system performance may not be achievable if more restrictive catheters or needles are used.

Only use the Intego PET Infusion System PAS to connect to the patient catheter or needle.

¢ The system performance may not be achievable if tubing extension sets, additional tubing, or tubing other than an Intego PET
Infusion System PAS is used.

1. Install a PAS, if not already installed.
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2. Hold the Removable Prime Tube on the PAS vertically so that the filter (white tip) is pointed upward.
3. Press the PRIME button.

NOTE: The Intego PET Infusion System will prevent priming with less than three minutes remaining on the battery
meter.

Dose monitor disabled: Multiple patients are past due.

4. When priming is complete, the Intego PET Infusion System will beep. Confirm that fluid is in the Removable Prime
Tube and visually inspect the PAS for air.

NOTE: If airis present within the tubing set after PAS priming is complete, evaluate the risk to the patient and
reprime as needed by pressing the PRIME button. Repriming the PAS may overflow the Removable Prime
Tube. Before repriming the PAS, remove the Removable Prime Tube and place the end of the PAS in an
appropriate container for the excess fluid. If such a reservoir is not available, replace the PAS with a new
one. A dialog box is displayed stating that PAS priming is already complete and asks whether the clinician
wishes to prime again. Press the YES button.

Remove the Removable Prime Tube from the end of the PAS and discard.

Connect the PAS to the patient.

6.4 Selecting the Flow Rate

1. The currently configured flow rate is displayed. If this flow rate is not the desired flow rate, press the button and
select the desired flow rate from the displayed list.

D@ 6000

2. The selected flow rate will be displayed.
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6.5 Performing a Saline Test Injection

Patient injury could result from not following standard extravasation minimizing techniques.

¢ To reduce the risks of extravasation conditions, follow all standard extravasation risk minimizing techniques.

NOTE: The Test Inject is optional.

NOTE: The Intego PET Infusion System will prevent a Saline Test Inject with less than three minutes remaining on
the battery meter.

1. On the Dosing screen, press the TEST INJECT button.

Regquested Activity

2. The Intego PET Infusion System displays a message asking the user to confirm that a check for air has been
completed. Inspect the PAS Tubing for air.

a. If the PAS contains air, press NO. Disconnect the PAS from the patient and return to the "Priming the PAS"
section of the manual.

b. If the PAS does not contain air, press YES. The Intego PET Infusion System will infuse the patient with a small,
preset volume of saline. See "System Configuration".

System is ready @ @ @ 60:00

Schedule

B

o
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6.6 Entering the Requested Dose Activity

The requested patient dose is displayed in the Requested Activity field. The requested patient dose may be entered by using a
personalized dosing formula or manually.

6.6.1 Personalized Dose Entry

To select Personalized Dose Entry, press the dosing method button until it reads "Dosing: Personal." The requested patient
dose is then established as follows:

1.

The FORMULA button displays the currently selected formula. If this formula is not the desired formula, press the
button and select the desired formula from the displayed list.

NOTE: See "System Configuration" to create formulas.

Press the Patient Weight field, enter the patient’s weight on the keypad, and then press ENTER.

The Intego PET Infusion System automatically calculates the requested patient dose using the entered weight and
selected formula.

System is ready ® @ & 860:00

‘ Schedule ‘

Requested Activity

T
15:30 El aul, MBQ 65
e e - (87 - 925)

16:00 Sam Paul, _
- oo
16:15  Sam Paul, 0 925

B B

Formula

| FDG Dose
Patient Weight .
_—
‘ kg 70

TN RS | = | N ||

6.6.2 Manual Dose Entry

To select Manual Dose Entry, press the dosing method button until it reads “Dosing: Manual.” The requested patient dose is
established via one of the following:

*

Default Dose: When there are no scheduled RP infusions, the requested patient dose is automatically set to the
default value when initiating dosing for a new patient or when the RESET button is pressed.

Scheduled Dose: If there are scheduled RP infusions, the requested patient dose is automatically set to the current
scheduled patient dose when initiating dosing for that patient or when the RESET button is pressed.

Direct Entry: Direct entry may be used to override either a default patient dose or a scheduled patient dose. Press the
Requested Activity field and use the keypad to enter the activity value. The Intego PET Infusion System will only
accept a value within the displayed Valid Range (the range of patient doses the system is capable of delivering at
the time).
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System is ready @G @& 6000

Schedule

Requested Activity

15:30
15:45
16:00

16:15  Sam Paul, _. 0
Formula

Patient Weight

6.6.3 Requested Activity and the Activity Bar

Once the requested patient dose is established, it is displayed graphically on the Activity Bar below the Requested Activity
field. The Activity Bar shows the requested patient dose, valid dosing range, and personalized dosing limits defined by the
user selected formula within the total patient dosing range of the Intego PET Infusion System.

NOTE: The filled color portion covers the valid range of doses the Intego PET Infusion System can deliver under
current conditions.

NOTE: The white dashed lines and pointers mark the upper and lower dosing limits imposed by the currently
selected formula (only visible when using Personalized Dose Entry).

System is ready ®@@® 60:00

Schedule o
Requested Activity

15:30  Sam Paul, _
15:45  Sam Paul, _:

16:00  Sam Paul, _:

16:15  Sam Paul, _. p
Formula

Patient Weight

NOTE: If the requested dose activity is within the valid range, it is marked with a black line and pointer.

NOTE: If the requested dose activity is not within the valid range, it is marked with a yellow line and pointer. The
valid range is also displayed within the Requested Activity field under the requested dose activity value.
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6.7 Preparing an RP Dose

Radiation exposure hazard. 8F-FDG or 18F-NaF emit gamma radiation. Operator should exercise extreme
caution when handling radiopharmaceuticals.
¢ Doses may exceed maximum permissible dose if appropriate precautions are not properly exercised. Follow all individual facility
guidelines for the handling and disposal of radioactive materials. DO NOT open the Shielded Chamber without first taking
radiation precautions per facility procedures.

NOTE: When operating on battery power, the Intego PET Infusion System will prevent Preparing an RP Dose with
less than three minutes remaining on the battery meter.

1. Press the PREPARE button to prepare the dose of RP to be infused.

2. If atestinjection was not already performed, the Intego PET Infusion System displays a message asking the user to
confirm that the PAS has been inspected for air (see the "Performing a Saline Test Injection" section). Inspect the PAS
Tubing for air:

a. If the PAS contains air, press NO, disconnect the PAS from the patient, and return to the "Priming the PAS"
section of the manual.

b. If the PAS does not contain air, press YES. The Intego PET Infusion System will prepare the requested dose.

System is ready ®@@® 60:00

Schedule o
Requested Activity

T

Sam Paul, _1 MBq 65
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Formula
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|
NOTE: Once a patient dose is prepared, the Requested Activity field displays the patient dose’s actual activity as
measured by the Dose Calibrator. The Activity Bar changes to show the percent deviation of the measured
dose with respect to the requested dose on a scale of +/- 10%. If the measured dose is beyond +/- 10% of
the requested dose, the Intego PET Infusion System notifies the user by displaying the triangle at the end of

the Activity Bar as color-filled. The Requested Activity field and Activity Bar continuously update as the
prepared dose decays.
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6.8 Infusing or Discarding the Dose

After the dose is prepared, the user may infuse the patient with the dose or discard the dose to the Waste Container.

If the wireless feature is enabled, the following transmission status icons will appear on the dosing screen to alert the user of
the status of the wireless transmission:

0805  MCKINNEY, PHY

Transmission in progress icon. Used to indicate secondary captures for the patient are
in transmission to PACS.

Transmission successful icon. Used to indicate secondary captures for the patient
have been successfully transmitted to PACS.

Transmission error icon. Used to indicate an error in the transmission of secondary
captures to PACS for the patient.

The system will retry information transmission three times. There is a 30 second delay
between tries. If the system cannot upload the data after three attempts, this icon will
display.

Transmission not possible icon. Used to indicate transmission of secondary captures
to PACS for the patient is currently not possible.

Transferring to PACS will only be attempted if Patient Name, Patient ID, and Accession
Number are entered. If one of these is not entered, this icon will display.
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6.8.1 Start and Monitor Infusion

In case of occlusion, do not disconnect disposables before discarding dose, as liquid leakage can occur.

NOTE: When operating on battery power, the Intego PET Infusion System will prevent Infusing or Discarding the
Dose with less than three minutes remaining on the battery meter.

1. To infuse the dose, press the INFUSE button. To discard the dose, press the DISCARD button.

Schedule
Measured Activity

2. While infusing or discarding the dose, the Intego PET Infusion System displays a graph showing the percentage of
the prepared dose activity remaining in the Dose Calibrator over the infusion or discard. The graph indicates
whether activity is moving as expected or if there is a possible occlusion restricting the activity being delivered to
the patient or Waste Container.

Measured Activity

LANE, RICKY

3 ELLIS, EUGENE

NOTE: The Intego PET Infusion System may detect an occluded line to the patient during an infusion. Appendix C,
PAS Recovery, provides instructions for handling occlusions detected during an infusion.
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6.8.2 Infusion Completion

After an infusion completes, the Intego PET Infusion System displays a summary screen that shows the amount of RP
delivered (both volume and activity), total fluid volume delivered, and any patient information provided.

1. Press the PRINT button to print this summary.

2. Press the OK button to update the infusion history and close the summary window.
NOTE: The Intego PET Infusion System should not be put in Standby before pressing the OK button.
NOTE: The printed label does not have all the information included on the Display.

NOTE: After the infusion completes, disconnect the PAS from the patient and Intego PET Infusion System.
Although PAS residuals are negligible for infusions without occlusions, the PAS should be disposed of using
the facility procedure for disposal of radioactive material.

NOTE: After pressing the OK button, the main Dosing screen appeats.

System is ready @G @& 6000

Schedule
S Requested Activity Case ID

Alt. Case ID
LANE, RICKY Operator ID
CHAVEZ, VIOLA Il;;uslnn Site

GUTIERREZ, CU...

HUGHES, BRYAN ::,l,
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COLE, MARILYN 'w

WRIGHT, GILBERT

LITTLE, VIVIAN

ELLIS, EUGENE

NOTE: The Schedule Monitor will replace the last RP infusion schedule information with the actual infusion
results and marked with a Complete Infusion Delivered icon to indicate a completed infusion.
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NOTE: The Schedule Monitor on the left side of the screen will have moved its highlight to the next RP infusion in
the Multi-Dose Vial schedule.

NOTE: On the right side, only the patient information panel is visible. To start the next patient, install a PAS, then
proceed with "Adding a Patient / Editing Patient Information".

6.8.3 Discard Completion

After a discard completes, the Intego PET Infusion System displays a summary screen that shows the RP activity delivered, RP
activity discarded, and any patient information provided.

1.

To retry infusing the same patient, press the RETRY button. The main Dosing screen appears with the patient
information panel visible on the right side. To start dosing the patient, install a PAS, then proceed with entering the
patient information (all information will be pre-populated with previously entered patient information).

If the patient must be rescheduled or removed from the Multi-Dose Vial schedule, press the RESCHEDULE button.
The Schedule screen appears, from which the scheduled infusion time can be changed or the RP infusion can be
deleted.

a. Todelete a scheduled infusion, press the X button.
b. To edit a scheduled RP infusion, press the Time field or Activity field and enter the new value.

To start the next patient, install a PAS, go to the Dosing screen, and proceed with ""Adding a Patient / Editing
Patient Information""

6.9 Sending Secondary Capture Images to PACS

NOTE: This option is only available if users have licensed the PACS software features.

If users have licensed the Infusions Results Report and have enabled the report in the configuration settings, a
secondary capture of the infusion results will be transmitted to PACS after each patient infusion.

If users have licensed the Radiation Dose Report and have enabled the report in the configuration settings, a
secondary capture of the radiation dose information will be transmitted to PACS after each patient infusion.
Radiation dose report provides estimated radiation dose by organ, as well as the estimated total effective dose
calculated using NUREG/CR-6345.
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6.10 Monitoring the Vial

The Intego PET Infusion System continuously analyzes if the activity and volume of the currently loaded Multi-Dose Vial is
sufficient to meet the dosing requirements of the Multi-Dose Vial schedule. When the Multi-Dose Vial schedule cannot be
satisfied with the Multi-Dose Vial, the system alerts the user as follows:

NOTE: Hidden items are not considered in these calculations. Users should hide any patients they do not want to
be considered in the vial monitoring.

1. On the Dosing screen: By displaying an Attention icon and message in the Status Bar, by displaying an Attention
icon at the top of the Schedule Monitor, and by highlighting the unachievable RP infusions in yellow.

2. On the Schedule screen: By displaying an Attention icon and message in the Status Bar, by highlighting the
unachievable RP infusions in yellow, and by displaying the valid dose range under the planned dose for the first
unachievable RP infusions in the schedule.

(1) Patient dose plan may not be achievable. @@ @ 60:00

11:52  MASON, ROSS
1321 MEDINA, AMY
14:30  GIBSON, GLORIA
16:10  BURTON, NELLEE
17:48  LEE, LOUIS
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While the Multi-Dose Vial is intended to meet the original Multi-Dose Vial schedule, there are several reasons a schedule
may become unachievable:

o Scheduled infusions were delayed.
o More activity is used per RP infusion than originally planned.
¢ Unplanned RP infusions are added during the day.

Users may temporarily enter schedule changes under consideration to determine if sufficient RP activity is in the Multi-Dose
Vial to support the new plan. Users should only commit to schedule changes if the Vial Monitor does not raise an alert. If
changes that create an unachievable schedule cannot be avoided, the Vial Monitoring early warning alerts seek to provide
information and time for the clinician to plan for the potential Multi-Dose Vial activity shortfall.

6.11 Replacing the Saline Bag

Air embolism hazard. Injury or death may result from infusing air.

¢ Ensure that air is expelled from the disposable sets before beginning infusion.

Biological contamination can result from reusing the PAS or failure to follow sterile technique.

¢ Do not reuse or attempt to re-sterilize. Properly discard disposable items after use. If there is any possibility that contamination
may have occurred during set up or use, disassemble and setup a new sterile product.

NOTE: Follow your institution’s policy for saline administration and aseptic technique.
NOTE: Good clinical practice must be exercised at all time when using the device.

1. Select the Saline tab to go to the System Preparation screen.

2. Press the Replace button.
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3. Remove the used saline bag from the hook.

NOTE: To minimize the introduction of air, perform steps 4 and 5 while holding the used saline bag and spike at a
level below the saline pump.

4. Remove the SAS spike from the used saline bag.

Insert the SAS spike into the new saline bag.
NOTE: If airis introduced into the line, re-prime the SAS.

6. Place the saline bag onto the hook at the rear of the cart.

Enter the volume of the saline bag using the keypad on the display.

8. Press the Dosing button to return to the Dosing page.
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7 Vial Shield and SAS Removal

Radiation exposure hazard. 8F-FDG or 18F-NaF emit gamma radiation. Operator should exercise extreme
caution when handling radiopharmaceuticals.
¢ Doses may exceed maximum permissible dose if appropriate precautions are not properly exercised. Follow all individual facility
guidelines for the handling and disposal of radioactive materials. DO NOT open the Shielded Chamber without first taking
radiation precautions per facility procedures.

Puncture hazard. The SAS contains needles.
& To prevent injury, take care when handling the SAS to control the needles. Dispose of the needles per individual facility guidelines.

Puncture hazard.

¢ Do not attempt to recap needles.

Radiation exposure hazard. The Intego PET Infusion System may contain radioactive materials.

¢ Do not reach under cart while the system contains activity. Do not remove access panels while the system contains activity.

Severe operator injury can occur if care is not taken when opening or closing the lids over the Shielded Chamber
or the Patient Administration Set compartment.
¢ Becertain that all fingers are clear before opening or closing the Shielded Chamber Lid or the PAS Compartment Cover.

Both the SAS and the Multi-Dose Vial may contain radiation even after the end-of-the-use period. If possible, allow the used
SAS and Multi-Dose Vial to decay to background levels (at least 10 half-lives) before removing. If removal of the used SAS is
required before decay to background has been achieved, take radiation precautions per facility radiation safety procedures.

NOTE: The Multi-Dose Vial and used SAS may be left within the Shielded Chamber until the radiation level has
decayed sufficiently for safe removal.

7.1 Vial Shield and SAS Removal

1. Remove the Saline Tube from the Saline Pump and disconnect SAS from the Saline Container. The Saline Container
and/or the Saline Tube may leak when disconnected. Take precautions to prevent spills.
Remove the Swabbable Valve and the Patient Tube from the Swabbable Valve Holder and Air Detector.

3. Open the PAS Compartment Cover. Release the Shielded Chamber Lid Latch and slide the Shielded Chamber Lid
towards the front of the cart far enough to expose the two Pinch Valves.

4. Remove the pinch valve covers from the pinch valves.

Remove the Waste Tube from the Waste Pinch Valve and the Patient Tube from the PAS Pinch Valve. Press the
button on top of the Pinch Valve and pull the SAS out.

6. Completely open the Shielded Chamber Lid and remove the RP Tube from the RP Pump.

7. To remove the SAS Needles from the Multi-Dose Vial, grasp the Needle Insertion Device’s handle, lift straight up
until it stops, then rotate counter-clockwise until it stops. Release the handle and the Needle Insertion Device will
remain in position.

8. Using the Vial Shield Carrying Handle, insert and attach the Vial Shield Access Cap by pushing down and rotating
clockwise. Ensure that the Access Cap is fully engaged with the Vial Shield. Do not remove the Vial Shield at this
time.

9. Lift the hinged Needle Insertion Device cover to access the Needle Cartridge holder. Remove the Needle Cartridge
from the Needle Insertion Device.
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10.
1.
12
13.
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Remove the SAS Coil from the Dose Calibrator.
Using tongs, lift the Waste Container from the Waste Storage and remove the SAS from the Shielded Chamber.

Discard the SAS in a designated hot waste disposal container per facility guidelines.

Using the Carrying Handle, remove the capped Vial Shield from the Shielded Chamber and return it to the hot lab or
radiopharmacy.
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8 Training Mode

Radiation exposure hazard. DO NOT install RP into the Intego PET Infusion System while in Training Mode.

¢ If the system detects radiation in the Dose Calibrator while operating in Training Mode, it will indicate an error and operation will
stop.

Explosion hazard. DO NOT use the Intego PET Infusion System when flammable gases are present.

¢ Patient injury could result from using the system in the presence of flammable gases (such as anesthetics).

While in Training Mode, the Intego PET Infusion System should only be used for training purposes.

¢ Do not use the system to infuse fluid into a patient.

NOTE: The Intego PET Infusion System will simulate hormal functionality in Training Mode. The user can perform
all of the tasks detailed in the "Daily Setup" and "Patient Infusion" chapters of this manual. Saline or other
non-radioactive fluid must be substituted for an RP to simulate an infusion.

NOTE: The Intego PET Infusion System cannot perform the Daily QC Constancy and Accuracy Test, Dose Calibrator
Check, Linearity check, or Dose Calibrator Calibration while in Training Mode. Bayer recommends that the
user performs these tasks prior to using the system in Training Mode.

NOTE: In Training Mode, the pinch valve calibration is simulated and not stored when the system is powered Off.

NOTE: The Intego PET Infusion System cannot simulate occlusions in Training Mode.

8.1 Training Mode

1. Power on the Intego PET Infusion System.

2. The Introduction screen appears. Press the TRAINING button.

Air Injection

To minimize the possibility of
injecting a patient with air,
ensure that you have expelled
air from the entire fluid path
prior to connecting to a patient

Inadvertent Aspiration

Tao minimize the possibility of
inacvertent aspiration or
injection, ensure that patient is

disconnected from the injectar
when purging air from the fluid
path

Extravasation

To minimize the possibility of
extravasation, follow
commonly accepted good
clinical procedures

Radioactive Exposure

To minimize the possibility of
unintended radiation exposure
to patient and operator, follow
safe handling practices
required by your institution,
operating instructions, and
maintenance schedules

Injector Settings
Werify all prograrmed injector
settings prior to injecting

Thoroughly review the
warnings, cautions, and
recormmended procedures in
the operation manual

TN =

Training

Intego CR15.1.7
Clinical Mode

NOTE: The screen displays the current mode in the lower right corner of the Introduction screen.
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3. IftheIntego PET Infusion System was in Clinical Mode, the system will display the message “Changing from Clinical
Mode to Training Mode requires a restart. Continue?” Press OK to proceed.

A WARNINGS

Air Injection

Ta minimize the
injecting a patient]
ensure that you h

air from the entirg
prior to connectin|

Inadvertent Asp)
To minimize the g
inadvertent aspirg
injection, ensure |
disconnected fro
wihien purging air
path

Extravasation

Ta minimize the
extravasation, foll
commonly accep)
clinical procedurd]

Intego CR15.1.7
Clinical Mode

4. The Intego PET Infusion System will display a progress bar while switching to Training Mode. When complete, the
system will display a message prompting the user to restart. Press the RESTART button to Restart the system.
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5. Atthe Introduction screen, press the TRAINING button.

NOTE: When the Intego PET Infusion System is in Training Mode, the Title Bar is colored red and the word
“Training” is displayed.

Volume

(i} 250

Total Activity

o -

Assay Information
Lt Nusmbes 2340 i

Date 03 March 2015 SAS tubing
Vot s Activity (MBaq): 0
Viokume imij 30 -

Aty (GBak 50

6. Atthe conclusion of the training exercise, return the Intego PET Infusion System to Clinical Mode (See "Daily Setup").
Remove and discard the used disposable sets per site guidelines.
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A Cleaning and Maintenance

Shock hazard. Patient or operator injury could result from worn cabling or unit disassembly.

¢ To avoid exposure to potentially hazardous voltages, DO NOT disassemble the Intego PET Infusion System in any way. Worn
cabling also creates hazards. If any worn or damaged cables are detected, DO NOT use the system. Contact Bayer for service or
replacement.

Severe operator injury can occur if care is not taken when opening or closing the lids over the Shielded Chamber
or the Patient Administration Set compartment.

¢ Becertain that all fingers are clear before opening or closing the Shielded Chamber Lid or the PAS Compartment Cover.

Radiation exposure hazard. The Intego PET Infusion System may contain radioactive materials.

¢ Do not reach under cart while the system contains activity. Do not remove access panels while system contains activity.

Radiation exposure hazard. Radiation activity exposure is increased once the Access Cap is removed.

¢ The user should avoid working directly over the open Vial Shield Access Cap to minimize exposure.

Radiation exposure hazard. Using the Shielded Chamber Lid as a work space may expose the operator to excess
radiation.

¢ Do not use the Shielded Chamber Lid as a work space while there are radioactive materials present within the Intego PET Infusion
System. Using the Shielded Chamber Lid as a work space or placing items on the Shielded Chamber Lid while it is open may
damage the Shielded Chamber Lid, hampering its ability to provide an adequate radiation shield.

Radiation exposure hazard. 8F-FDG or 18F-NaF emit gamma radiation. Operator should exercise extreme
caution when handling radiopharmaceuticals.
¢ Doses may exceed maximum permissible dose if appropriate precautions are not properly exercised. Follow all individual facility

guidelines for the handling and disposal of radioactive materials. DO NOT open the Shielded Chamber without first taking
radiation precautions per facility procedures.

Puncture hazard. The SAS contains needles.

¢ To prevent injury, take care when handling the SAS to control the needles. Dispose of the needles per individual facility guidelines.

Operator injury. Batteries are not user replaceable and must be replaced by Bayer personnel.

¢  Contact Bayer.

/\CAUTION

Do not remove any covers or disassemble the Intego PET Infusion System.

¢ Periodically inspect for loose or frayed cables, loose covers, cracks, dents, or loose hardware. Contact Bayer for repairs.
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A.1 Cleaning Guidelines
/\CAUTIONS

Do not use strong cleaning agents and solvents.

¢ Warm water and a mild soap solution are all that are required to clean the Intego PET Infusion System. Allow all components to dry
thoroughly before using.

DO NOT soak or immerse any part of the Intego PET Infusion System or expose to excessive amounts of water or
cleaning solutions while cleaning.

¢ Avoid allowing any fluids to leak inside system components. Improper or careless cleaning methods may result in equipment
damage. Wipe components with a gauze pad dampened with a mild soap and water solution.

NOTE: Follow facility guidelines for the clean-up of spilled radioactive pharmaceuticals.

NOTE: For all body fluid spills, follow institutional decontamination procedures. If fluid has leaked inside any
component of the Intego PET Infusion System, the affected subassembly should be disassembled and
cleaned by Bayer personnel or returned to Bayer.

NOTE: In the event of fluid ingress or spillage on the injection system ensure all equipment and accessory
connections are removed, dried, and inspected. Follow hospital policies and procedures or contact Bayer for
performing appropriate electrical safety and operational checks prior to use.

Before beginning, disconnect the Intego PET Infusion System from AC power. If necessary, remove the SAS and the Multi-Dose
Vial from the system by following the instructions outlined in the "Vial Shield and SAS Removal" section of the manual.

Equipment Cleaning Guidelines Cleaning Tools

Interior of the Shielded Wipe clean and dry thoroughly. A soﬁ cloth or paper towel dampened with mild

Chamber cleaning solution.

Exterior of the Cart Wipe clean and dry thoroughly. A SOft. cloth or paper towel dampened with mild
cleaning solution.

Touch Screen Wipe clean. A soft, non-abrasive cloth or paper towel

dampened with cleaning solution.

Wipe clean and dry thoroughly.
Vial Shield Ensure the vial shield exterior is
free from debris.

A soft cloth or paper towel dampened with
cleaning solution or warm water.

Ensure that the needle insertion | A soft cloth or paper towel dampened with

Needle Insertion Guide guide is free from debris. cleaning solution or warm water.

A.2 Recommended Maintenance Schedule

Using the Intego PET Infusion System without performing the necessary QC processes could result in the
patient receiving an incorrect dosage of the RP indicated for use.

¢ Becertain to perform all necessary QC checks at the recommended intervals.
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/\CAUTION

Intego PET Infusion System malfunction may be caused by failure to perform regular maintenance.

¢ Regular preventive maintenance is recommended to ensure that the system functions properly. Refer to this manual or contact
Bayer for additional information.
NOTE: Remove all radioactive fluids from the Intego PET Infusion System in preparation for a service call.

NOTE: Any problems detected during these or any other procedure should be corrected before using the Intego
PET Infusion System in patient procedures.

NOTE: Local regulations or hospital protocol may require electrical leakage checks at more frequent intervals. If
this applies, local regulations for leakage must be followed.

NOTE: Failures that occur due to lack of proper maintenance or abuse are not covered under warranty.
NOTE: Bayer makes on-site consulting or consulting references available upon request.

The Intego PET Infusion System must be properly maintained to ensure that it is meeting product requirements. The
individual maintenance system and schedule depends upon how each system is used, the type of procedures performed, and
the frequency of use. The following maintenance schedule is recommended for the system.

Frequency Guidelines
1. Perform the Daily QC procedure before the first use of the day. Refer to the "Daily Setup"
chapter of this manual.
2. With the Intego PET Infusion System powered Off, check that the Forward/Reverse drive
Dail controller and drive engage switch are not broken or damaged and that they return to the
y rest position when pushed and released for both the forward and reverse directions. If
there is a problem, contact Bayer.
3. Thoroughly inspect the Intego PET Infusion System for any external damage, which could
indicate damage to the radiation shielding. If severe damage is found, contact Bayer.
With the Intego PET Infusion System powered Off, put the Drive Controller to the full-speed forward
Weekly position and power On the system. The system should not move. If the system moves, contact
Bayer.
Perform the Dose Calibrator Linearity check. Refer to the "Dose Calibrator Linearity Check" section
Quarterly .
of this manual.
As part of an annual maintenance program performed by Bayer or an authorized dealer, Bayer
recommends that the following checks and procedures be performed.
1. Perform the Electrical Leakage check.
2. Perform the Ground Continuity check.
Annually
3. Perform the Dose Calibrator Calibration check (Refer to the "Dose Calibrator Calibration"
section of this manual).
4. Calibrate the Display.
5. Perform a complete system performance checkout. Contact Bayer for complete details.
As Needed Perform Pinch Valve calibration. Refer to the "Calibrating the Pinch Valves" section of this manual.

A.3 Dose Calibrator Linearity Check

NOTE: The Dose Calibrator Linearity check is a required procedure to be performed during the quarterly
maintenance schedule.
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NOTE: Use 8F to perform the Dose Calibrator Linearity check. The activity should be higher than 925 MBq (25
mCi) to ensure the full range of programmable doses are checked.

NOTE: The Linearity check proceeds until the 18 activity decays to 3.7 MBq (100 pCi). If required, this limit can be
configured by Bayer to be as low as 370 kBq (10 pCi).

NOTE: If the lower limit on the Linearity check is set to less than 3.7 MBq (100 pCi), the decay time will increase.

To perform the Dose Calibrator Linearity Check, follow these steps:

1. Press the CONFIGURATION button on the Navigation Bar to access the Configuration screen.

2. The Configuration screen appears. Press the MAINTENANCE button and then press the Linearity tab.

Previous Results: 07 March 2015 15:57

Maximum Error Reference Source
07 March 2015 13:45
F-18

0.008 GBg
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3. Press the NEW MEASUREMENT button to begin a new Linearity check.

Previous Results: 07 March 2015 15:57

Maintenance Maximum Error Reference Source
07 March 2015 13:45
% F-18
0 . 4 0.008 GBq

4. Enter the activity.

NOTE: The Intego PET Infusion System automatically measures the activity level. If the clinician enters a value for
activity, that value will be retained for future reference and reporting.

a. Press the Activity field.

b. Using the keypad, enter the activity and reference time from the assay information. Press the ENTER button
when complete.

Linearity Measurement

Isotope

__F18

Activity Reference Date

Reference Time

5. Using the Calibration Source Holder, place vial of 18F into the Dose Calibrator and close the Shielded Chamber Lid.
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6. Press the BEGIN MEASUREMENT button.

Linearity Measurement

Isotope

Activity

Reference Date

GBq 0.002 Today E

Reference Time

14:00

7. While the check is in progress, the Intego PET Infusion System provides a progress screen. To stop the Linearity check
before it is complete, press the ABORT button.

Linearity Measurement

Isotope Maximum Error

. F18 [+ -] G000

Activity

Current Error
s 0.00] [+ -

Calculated Activity

NOTE: During the Linearity check, the system displays the measured activity every 10 minutes.
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8. When the check is complete, the Intego PET Infusion System displays a summary screen (the screen shown is an
example). Press the PRINT button for a hard copy of the results. Press the DONE button to exit.

Linearity Measurement o
Done

Isotope Maximum Error

 F-18 | [> 0.4] comee

9. Toexport the Linearity data, insert a USB memory device into the USB Port on the rear of the Display and then press
the EXPORT button.

Previous Results: 07 March 2015 15:57

Maximum Error Reference Source
07 March 2015 13:45
F-18
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A.4 Dose Calibrator Calibration

Using the Intego PET Infusion System without performing the necessary QC processes could result in the
patient receiving an incorrect dosage of the RP indicated for use.

¢ Becertain to perform all necessary QC checks at the recommended intervals.

NOTE: Dose Calibrator calibration requires >’Co and 13/Cs sources.

NOTE: DO NOT use a rod calibration source to calibrate the system. Only a vial source should be used to calibrate
the Dose Calibrator.

NOTE: Bayer recommends that the calibration source is greater than 3.7 MBq (100 pCi) with a 3% source
uncertainty. If a 3% or better source is not available, contact Bayer.

1. Press the CONFIGURATION button on the Navigation Bar to access the Configuration screen.
2. The Configuration screen appears. Press the MAINTENANCE button and then press the Calibration tab.

Gain

3. Press the BEGIN CALIBRATION button.

Previous Results

Error Error
Gain Gain

[ ] co57 [ ] cs137
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4. The Intego PET Infusion System displays a dialog box prompting the clinician to insert the °’Co source into the Dose

Calibrator. Using the Calibration Source Holder, insert the 57Co source into the Dose Calibrator and close the
Shielded Chamber Lid.

5. Confirm the assay information listed for the first source is correct. If it is not, press the EDIT button to make
changes. Once the information is correct, press the OK button.

- Isotope: Co-57
- Lot #: 456
- Date: 25 February 2015

- Time: 15:00
- Activity: 10.00 MBq
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The Intego PET Infusion System measures the source and displays a status window for the °’Co. Adjust the gain to
achieve an error less than 1% by clicking in the GAIN cell and entering the desired value using the keypad or by
pressing the + and - buttons. The system will re-measure the source. Continue to adjust the gain until an
acceptable (<1%) error is achieved.

NOTE: Bayer recommends using the factory calibration gain located on the Dose Calibrator certificate as the
initial gain value.

I Calibration

Remove the >/Co source.
Press the Cs-137 tab.

The Intego PET Infusion System then displays a dialog box prompting the user to insert the 137Cs source into the

Dose Calibrator. Using the Calibration Source Holder, insert the 137Cs source into the Dose Calibrator. Confirm the
assay information listed for the second source is correct. Press the EDIT button to make changes. Once the
information is correct, press the OK button.

- Isotope: Cs-137

- Lot #: 123

- Date: 25 February 2015
- Time: 15:00

- Activity: 30.00 MBq
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10. The Intego PET Infusion System measures the source and displays a status window for the 137Cs source. Adjust the
gain to achieve an error less than 1% by clicking in the GAIN field and entering the desired value using the keypad
or by pressing the + and - buttons. The system will re-measure the source. Continue to adjust the gain until an
acceptable (<1%) error is achieved.

NOTE: Bayer recommends using the factory calibration gain located on the Dose Calibrator certificate as the
initial gain value.

I Calibration

11. If gain adjustments were made on either source, the user must re-measure both sources by performing the previous
steps until no gain adjustments are needed to achieve errors of less than 1% for both sources.

12. Once no gain adjustments are needed on either source, press DONE to complete and exit the calibration.
A.5 Geometry Check
Acceptable geometry testing was demonstrated for the Intego Dose Calibrator in accordance with IEC61145: Calibration and

Usage of Dose Chamber Systems for Assay of Radionuclides, and NRC Information Notice No. 93-10: Dose Calibrator Quality
Control, Section 4.

The test report indicates that the licensee need not repeat geometry testing due to the following:
e Theintended use of the Intego Dose Calibrator is for a single isotope: 18F.

e The location of the isotope in the Dose Calibrator is fixed based on the design of the Intego SAS.

A.6 Calibrating the Pinch Valves

1. Press the CONFIGURATION button on the Navigation Bar to access the Configuration Screen.
2. Press the MAINTENANCE button and then press the Calibration tab.
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3. Press the VALVE CALIBRATION button.

Calibration

Previous Results

[ ] co-57 [ ] cs-137

i i
Gain Gain

4. The system displays a message prompting the user to remove all tubing from the Pinch Valves. Ensure that the
tubing has been removed and Press OK.
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5. When the calibration procedure is complete the system will display a message that calibration is complete. Press
oK.

. e g

A.7 Replacing the Printer Paper

1. Depress the two locking catches on the sides of the printer (one on either side) and pull the printer cover away from
the cart. The cover pivots forward and downward. Spread the two arms holding the roll of paper and remove the
spent roll.

2. Place the new roll onto the arms so that the loose end of the paper rolls from on top.
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3. Insert the loose end of the roll into the paper guide.

4. Close the printer cover by pressing the release catch while lifting the printer cover back into place. The buttons on
either side of the printer cover should both snap back into place.

A.8 Battery Maintenance and System Storage

For optimal battery life, keep the Intego PET Infusion System batteries fully charged by plugging the system into AC power
whenever possible. This would include the following:

+ Plug the system into AC power overnight.
+ Plug the system into AC power immediately after it is driven every time.
o Plug the system into AC power immediately if the Drive System Status (Blue) Status Indicator begins flashing.

e Only drive the cart if the Drive System Status Indicator (Blue) is illuminated continuously.

NOTE: If the Intego PET Infusion System will not be used and cannot be powered for more than 1 week, the user
should contact Bayer to prepare the system for storage.
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A.9 Disposal of Equipment

When the Intego PET Infusion System is at the end of its usable life cycle, certain precautions should be taken prior to the
removal of the system:

*

L 4

Ensure that all calibration sources have been removed and properly stored.

Interior and exterior wipe tests and area surveys should be performed, using the appropriate radiation detectors to
determine any possible contamination of radioactive materials.

The Dose Calibrator should be removed from the system and disposed of per manufacturer’s instructions.

Lead is used as the primary shielding material for the Intego PET Infusion System. Lead is a hazardous waste
regulated by the U.S. Environmental Protection Agency (EPA) and cannot be discarded in the regular trash or with
the radioactive waste. Disposal should be made in accordance with federal, state, and local regulations. Bayer
recommends end of life units be sent to reputable firms for electronic recycling in lieu of disposal.

For equipment disposal information in accordance with European WEEE directives, please visit
www.weee.bayer.com

Remember to wear gloves when handling potentially contaminated items and wash hands thoroughly after
handling lead items.

Contact facility manager for instructions on proper removal or recycling of lead items and batteries.
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Specifications

B.1 Mechanical

51.44"
(130.7 cm)

13.66"

18.04"
(45.8 cm)

Operator "
38.46°

ope - a7z
Position (97.7cm)

(80.6 cm)

27.24"
(69.2 cm)

2 I < 2 |
{50.8 em) (82.5 cm)

Nominal Value
Weight, INT SYS 200 355 kg (783 Lb)
Weight, Vial Shield 8 kg (18lb)

B.2 Power Cable Specifications

The specifications required by the MEDRAD® Intego PET Infusion System relative to the power cable (plug, receptacle, and
cord) are:

*

L 4

*

*

L 4

L 4

Operating Temperature: 60° C minimum
Receptacle Type: IEC-60320 C13

Normal Cord Voltage: 300 VAC minimum

Wire Gauge: 1.00 mm? minimum
Cord Type: IEC 60245-1, Annex A, Designation 53, or IEC 60227-1, Annex A, Designation 53 Certified

Cord Length: 3 m maximum

The power cable must meet applicable plug, cord, and receptacle specifications including type, voltage, current, and safety
approval markings for the country in which the power cable is being used.
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B.3 MEDRAD® Intego PET Infusion System to IT Network Connections

Connecting the system to an IT-Network that includes other equipment could result in unidentified risks to patients,
operators, or third parties.

The organization responsible for managing the network should identify, analyze, evaluate, and control risks associated with
connecting the equipment to the IT-Network.

Subsequent changes to the IT-Network could introduce new risks and require additional analysis. For example:
+ Changes in the IT-network configuration
¢ Connecting additional items to the IT-Network
o Disconnecting items from the IT-Network
¢ Updating equipment connected to the IT-Network

o Upgrading equipment connected to the IT-Network

B.4 Radiation Shielding Profile

B.4.1 Vial Shield Radiation Profile

Exposure Rate at the surface with 27.75 GBg (750 mCi) in 30 ml saline in the vial.

6.7 mSv/hr (672 mrem/hr)

2.3 mSv/hr (228 mrem/hr)

B.4.2 Radiation Exposure Reduction Specification and Testing Results

Meets the NRC Code of Federal Regulations for Public Exposure, which limits radiation exposure to 0.02mSv (2mrem) in any
one hour period. With the maximum activity loaded, the maximum radiation exposure at the front, rear, left, right, and top
of the cart does not exceed 0.02mSv/hr (2mrem/hr) when the system is idle. The maximum radiation exposure at the front,
rear, left, right, and top of the cart does not exceed 0.05mSv/hr (5mrem/hr) while holding a prepared dose prior to delivery to
the patient.

Measured Exposure:

e Peak rate equal to or less than 0.014 mSv/hr (1.4 mRem/hr) at 30.5 cm (12 in) from any surface of the cart with
27.75 GBq (750 mCi) in the vial.

e Peak rate less than 0.001 mSv/hr (0.1 mRem/hr) at 30.5 cm (12 in) from the surface in the Operator Position with
27.75 GBq (750 mCi) in the vial.
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Operator Exposure:

Intego Radiation Exposure Reduction*
Product Specification & Test Results

! Verification
| Testing Results

Sp:::?hq:.;tioni Body Finger

- 0%

S

g -20% [

- S

e

3 -80%

Q

g -80%

L

* -100% |

*Source: Bayer V&V Data
B.5 Environmental
| Nominal Value Notes

Non-Operating Conditions
Temperature, maximum ambient 60°C (140°F) --
Temperature, minimum ambient -20°C (-4°F) --
Humidity, maximum 100% R.H. Non-condensing
Humidity, minimum 5% R.H. Non-condensing
Pressure, maximum barometric 57 kPa (8 psi) --
Pressure, minimum barometric 106 kPa (15 psi) --
Vial Shield Temperature, maximum ambient 70°C (158°F) --
Vial Shield Temperature, minimum ambient -40°C (-40°F) --
Operating Instructions
Temperature, maximum ambient 40°C (104°F) --
Temperature, minimum ambient 10°C (50°F) -
Humidity, maximum 90% R.H. --
Humidity, minimum 20% R.H. --
Pressure, maximum barometric 70 kPa (10 psi) -
Pressure, minimum barometric 106 kPa (15 psi) -
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B.6 Electrical

Nominal Value Notes
Mains Power Connection
Mains supply voltage, maximum 240 VAC --
Mains supply voltage, minimum 100 VAC --
Mains supply frequency, maximum 60 Hz --
Mains supply frequency, minimum 50 Hz --
Power consumption, maximum 300 VA --

3.0A, 250V

AC Power Line Fuse 5X20MM, [EC TYPE T, HIGH

Safety

<500 pA (Normal
Condition)

<100 pA (Normal
Condition)

<100 pA, a.c.
(Normal Condition)

Electrical leakage current, earth See note below

Electrical leakage current, chassis (touch) See note below

Electrical leakage current, patient connection See note below

Measured from power cable
ground terminal to the system
power and grounding points. See
note below.

Ground continuity <0.2 Ohms

NOTE: Per IEC 60601-1, the Intego PET Infusion System is designated as a Class 1 medical device with a type
BF applied part.

B.6.1 Protection Against the Ingress of Fluids
Per IEC 60529, the Intego PET Infusion System has been classified as drip proof. This is indicated by the IPX1 designation.

NOTE: In the event of fluid ingress or spillage on the injection system ensure all equipment and accessory
connections are removed, dried, and inspected. Follow hospital policies and procedures or contact Bayer for
performing appropriate electrical safety and operational checks prior to use.

B.6.2 Mode of Operation

Per IEC 60601-1, the mode of operation for the Intego PET Infusion System is continuous operation. The system is capable of
operation under normal load for an unlimited period, without excessive temperature being developed.
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B.7 Fluid Delivery

Nominal Value Notes
RP Vial
Maximum vial activity for shielding effectiveness | 27.8 Gbg (750 mCi) --

. . - . . System will not move fluid if vial
Maximum vial activity for dose preparation 25.9 GBq (700 mCi) activity exceeds this level
Maximum RP vial volume 30 ml 30H vial. See note below.
Unextractable RP volume 0.64 ml 30H vial

Based on 25.9 GBq (700 mCi) in
) . vial, 555 MBq (15 mCi) patient
Patient doses/vial 1 doses and 30 minute interval
between doses.

NOTE: A wide variety of vials from 10 ml to 30 ml are compatible with the system, with use of one of six different vial
shields. See "Vials and Vial Shields"..

Concentration
Maximum RP concentration 3.7 GBg/ml (100mCi/ml) --
Minimum RP concentrations 12.3 MBg/ml (0.33mCi/ml) See note below
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Concentration-Based Dose Limits
valid doses within shaded area
30.0
25.0 T
__ 200
S 150 7
g o
2 100 |
5.0
0.0 — - - —_— -
SS8IREBFEISFeeTrgreoevu
- Concentration (mCi/ml)
‘ Nominal Value ‘ Notes
Dose Activity
Maximum Dose Activity is reduced for RP concentrations <
Maximum dose activity 925 MBq (25 mCi) | 308 MBg/ml (8.3 mCi/ml). See Concentration-Based Dose
limits graph.
Minimum Dose Activity is increased for RP concentrations
Minimum dose activity 37 MBq (1 mCi) > 296 MBg/ml (8 mCi/ml). See Concentration-Based Dose

limits graph.

Exclusive of Dose Calibrator calibration factor (if using

Dose activity accuracy +2% Dose Calibrator accuracy of + 3%, then able to deliver 18F-
RP within + 4.7% of the measured dose). See note below.

Half-life (*3F) 109.74 min Value used for all decay calculations.

Dose Volume

Maximum RP dose volume 3.0 ml -

Minimum RP dose volume 0.125 ml -

Minimum dose fluid volume 35 ml Includes RP and saline flush. Additional Flush volume is

added to this value. See note below.

Test Injections - Optional and user configurable

Minimum saline volume 5 ml --

Maximum saline volume 30 ml --

Additional Flush - Optional and user configurable

Minimum saline volume 0 ml -

Maximum saline volume 30 ml -
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‘ Nominal Value Notes
Fluid to Patient
Flow rate 0.5 ml/s See note below.
1.0 ml/s See note below.

NOTE: Dose activity and fluid delivery accuracies are only guaranteed if Intego PET Infusion System disposables are used
and if the patient connection uses no attachment more restrictive than a 24 gauge x 0.75 inch (19 mm) long catheter or
a 23 gauge x 0.5 inch (12 mm) long steel needle. Use of more restrictive catheters or needles will affect flow rate and
delivered volume and may affect delivered dose activity.

PAS

Extended length ‘ 155 cm (60 in.) ‘ Approximate length
SAS

Waste container fluid capacity 375 ml --

Waste container activity capacity 3.7 GBqg (100 mCi) --

B.8 Mobility

Nominal Value Notes
Speed, maximum forward, high range 0.67 m/s (2.2 ft/s) --
Speed, maximum forward, low range 0.4 m/s (1.3 ft/s) --
Speed, maximum reverse 0.4 m/s (1.3 ft/s) --
Recharging time 8h See note below.
Braking Automatic electric Brakes are a.pplled by the mobility controller
when the driver controls are released.
. Pulling the handle releases the drives,
Manual Override -- :
allowing the system to be moved manually.
Caster Brakes Manual User-applied to maintain position.

NOTE: Mobility battery recharge time is approximately 3x the discharge time. Users are advised to connect the Intego
PET Infusion System to mains power whenever it is not moving.
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B.9 MEDRAD® Intego Wireless Connection Feature

The wireless connection feature on the system (INT SYS 200 with POC 127) provides a connection to a hospital network for
the purposes of:

*

L 4

importing a schedule from a modality worklist

providing infusion results in the form of a graphic into a PACS system

/\CAUTIONS

Connection of the MEDRAD® Intego system to an IT network that includes equipment other than what has been
validated could result in a previously unidentified risk to patients, operators, and/or third parties.

*

The hospital IT department responsible for the network should identify, analyze, evaluate, and control these risks. (IEC 80001-
1:2010 provides guidance to address these.)

Any subsequent changes to the IT network may introduce new risks and require additional analysis. Such
changes may include:

*

*
*
L 4

Network configuration changes
Connection of additional products or items to the network
Disconnecting items from the network

Updating and/or upgrading equipment connected to the network

Failure to adhere to the identified network standards may lead to data corruption while transferring dose
infusion records or dose absorption reports from MEDRAD® Intego to PACS, resulting in incorrect patient records.

B.9.1 Required Characteristics

In order for the system’s wireless connection feature to operate, the hospital IT hetwork must have the following

characte
1.

ristics:
A wireless network conforming to 802.11 b/g specifications
NOTE: Default support is for 2.4 GHz band with an option to enable 5 GHz band.

A network incorporating wireless security based on WPA and WPA2 encryptions

a. Itis recommended that the MEDRAD® Intego wireless communication is operated over a secure, NOT open,
network.

b. Recommended wireless security measures:
o WPA2 PSK - AES
o WPA PSK - TKIP
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B.9.2 Required Configuration
The configuration of the system into the hospital network is managed by the hospital IT staff. A wireless router must be
configured by the hospital IT staff to allow connection of the MEDRAD® Intego system. The system must have configured

license files and appropriate network settings to allow interoperability on the network connection. Proper network security
must be employed. (See “Required Characteristics” on page B - 106. for details.)

Worklist Hospital
Provider —_— Network —_— PACs
Infrastructure

Modality Dose Infusion
Worklist Record
Dose Absorption
Report

MEDRAD®
Intego

o Modality Worklist: This enables a piece of imaging equipment (a modality) to obtain details of patients and
scheduled examinations electronically.

(«

.)))

B.9.3 Intended Information Flow

o PACS: Picture archiving and communication system (PACS) is a medical imaging technology that provides
economical storage and convenient access to images from multiple modalities. Electronic images and reports are
transmitted digitally via PACS, eliminating the need to manually file, retrieve, or transport film jackets.

+ DICOM: Digital Imaging and Communications in Medicine (DICOM) is a standard for handling, storing, printing, and
transmitting information in medical imaging. It includes a file format definition and a network communications
protocol. The communication protocol is an application protocol that uses TCP/IP to communicate between
systems. DICOM files can be exchanged between two entities that are capable of receiving image and patient data
in DICOM format.
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B.9.4 Network Communication Technical Specifications

The wireless radio specifications used in MEDRAD® Intego are:

IEEE 802.11 b/g/n Standard
Standard & Supports 2.4 GHz by default
¢ Ifenabled, can support 5 GHz band
IEEE 802.11b/g, 802.11g/n HT20: 2412MHZ ~ 2472 MHz
IEEE 802.11g/n HT40: 2422MHz ~ 2462 MHz
IEEE 802.11b: 12.38 dBm
Transmit Power IEEE 802.11g: 12.78 dBm
(EIRP) IEEE 802.11g/n HT20: 16.65 dBm
IEEE 802.11g/n HT40: 16.42 dBm
IEEE 802.11b/g, 802.11g/h HT20: 13 channels
IEEE 802.11g/h HT40: 9 channels
WPA PSK- TKIP
WPA?2 PSK - AES (Recommended)

Frequency Range

Channel Number

Security

B.9.5 FCC RF Radiation Exposure Statement

1. This Transmitter must not be co-located or operating in conjunction with any other antenna or transmitter.

2. This equipment complies with FCC RF radiation exposure limits set forth for an uncontrolled environment. This
equipment should be installed and operated with a minimum distance of 20 centimeters between the radiator and
your body.
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C Compliance to IEC 60601-1-2 / 2nd, 3rd, and 4th Editions

US: The Intego PET Infusion System, although exempt per 47CFR15.103(c)(e), has been verified to conform to the
requirements of 47CFR15 as a Class B digital device.

EU: The Intego PET Infusion System has been verified to conform to the requirements of the Medical Device Directive (93/42/
EEC).

The MEDRAD® Intego PET Infusion System complies with the requirements of:

IEC 60601-1-2: Medical electrical equipment — Part 1-2: General requirements for basic safety and essential performance —
Collateral standard: Electromagnetic compatibility — Requirements and tests

CISPR 11: Industrial, scientific and medical (ISM) radio-frequency equipment- Electromagnetic disturbance characteristics —
Limits and methods of measurement

IEC 61000-3-2: Electromaghnetic compatibility (EMC) — Part 3-2: Limits — Limits for harmonic current emissions (equipment
input current < 16 A per phase) (This does not apply to Class A equipment.)

IEC 61000-3-3: Electromagnetic compatibility (EMC)- Part 3-3: Limits - Limitation of voltage changes, voltage fluctuations
and flicker in public low-voltage supply systems, for equipment with rated current < 16 A per phase and not subject to
conditional connections) (This does not apply to Class A equipment.)

IEC 61000-4-2: Electromagnetic compatibility (EMC) — Part 4-2: Testing and measurement techniques — Electrostatic
discharge immunity test

IEC 61000-4-3: Electromagnetic compatibility (EMC) — Part 4-3: Testing and measurement techniques — Radiated, radio-
frequency, electromagnetic field immunity test

IEC 61000-4-4: Electromagnetic compatibility (EMC) — Part 4-4: Testing and measurement techniques — Electrical fast
transient/burst immunity test

IEC 61000-4-5: Electromagnetic compatibility (EMC) — Part 4-5: Testing and measurement techniques — Surge immunity test

IEC 61000-4-6: Electromagnetic compatibility (EMC) — Part 4-6: Testing and measurement techniques — Immunity to
conducted disturbances, induced by radio frequency fields

IEC 61000-4-8: Electromagnetic compatibility (EMC) — Part 4-8: Testing and measurement techniques — Power frequency
magnetic field immunity tests

IEC 61000-4-11: Electromagnetic compatibility (EMC) — Part 4-11: Testing and measurement techniques — Voltage dips,
short interruptions and voltage variations immunity tests

This system is in compliance to IEC-60601-1-2 / 2nd, 3rd, and 4th edition standards. Special precautions regarding
Electromagnetic Compatibility (EMC), are required for installation and use of this system. Detailed EMC information
contained in this addendum is intended to reflect conformance to IEC-60601-1-2 / 2nd, 3rd, and 4th edition standards.

For proper operation, use only accessories and options provided by Bayer that are designed specifically for the
system. Other non-Bayer approved accessories or options may cause equipment damage or may result in increased
emissions or decreased immunity of the system. System accessories listed in the operation manual comply with the
requirements of electromagnetic emissions and immunity standards IEC-60601-1-2 / 2nd, 3rd, and 4th edition.

Do not use system adjacent to or stacked with other equipment. Use of this equipment adjacent to or stacked with
other equipment should be avoided because it could result in improper operation. If adjacent or stacked use is
necessary, the system and the other equipment should be observed to verify hormal operation in the configuration in
which it will be used.

Portable RF communications equipment (including peripherals such as antenna cables and external antennas)
should be used no closer than 30 cm (12 inches) to any part of the injector system unless a greater separation
distance is required as indicated by the equation. Otherwise, degradation of the performance of this equipment
could result.
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/\CAUTION

System may disarm or fail to operate when exposed to high magnetic fields. Portable and mobile RF
communications equipment can affect the system.

Recommended separation distances between portable and mobile RF communications equipment and the system

The System is intended for use in an electromagnetic environment in which radiated RF disturbances are controlled. The customer or the user of
the system can help prevent electromagnetic interference by maintaining a minimum distance between portable and mobile RF
communications equipment (transmitters) and the system as recommended below, according to the maximum output power of the
communications equipment.

Separation distance according to frequency of transmitter (m)

sritﬁgmf‘?;éirf?vl;;" output powerof | 150 KHz to 80 MHz 80 MHz to 800 MHz 800 MHz to 2.7 GHz
d=[35N1] \Jp d=[35Nq] \Jp d=[7N41 \[p

0.01 0.12 0.12 0.23

0.1 0.37 0.37 0.74

1 117 1.17 2.33

10 3.69 3.69 7.38

100 11.67 11.67 23.33

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 applies.

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

THE SYSTEM REQUIRES SPECIAL PRECAUTIONS REGARDING EMC. Install and put into service according to the EMC
information provided below:

Guidance and manufacturer's declaration - electromagnetic emissions

The system is intended for use in the electromagnetic environment specified below. The customer or user of the system should assure that it is
used in such an environment.

Emissions test Compliance Electromagnetic environment - guidance

N The System uses RF energy only for its internal function. Therefore, its
RF emissions o . .
CISPR 11 Group 1 RF emissions are very loyv and are not likely to cause any interference
in nearby electronic equipment.

RF emissions Class A

CISPR 11 The emission characteristics of this system make it suitable for use in
Harmonic emissions industrial areas and hospitals (CISPR 11 Class A). If the system is used

Not applicable in a residential environment (for which CISPR 11 Class B is normally
IEC 61000-3-2 - ] . - .
required), this equipment might not offer adequate protection to

Voltage fluctuations / flicker radio-frequency communication services. The user might need to take
emissions Not applicable mitigation measures, such as relocating or reorienting the equipment.

IEC 61000-3-3
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Guidance and manufacturer's declaration - electromagnetic immunity

The system is intended for use in the electromagnetic environment specified below. The customer or user of the system should assure that it is

used in such an environment.

Immunity test

IEC 60601 Test Compliance Level

Electromagnetic environment - guidance

Electrostatic discharge (ESD)
IEC 61000-4-2

+8 kV contact
+2, £4, 8, £15 kV air

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

Electrical fast transient/burst
IEC 61000-4-4

+2 kV for a.c. mains
+1 kV for 1/O ports

Mains power quality should be that of a typical
commercial or hospital environment.

Surge
IEC 61000-4-5

+-0.5kV, £ -1kV, £ -2 kV line to ground
+-0.5 kV, £ -1 kV line to line

Mains power quality should be that of a typical
commercial or hospital environment.

Voltage dips
IEC 61000-4-11

100% Vac for 0.5 cycles at 0°, 45°, 90°,135°,180°,
225°,270°, 315

100% Vac for 1.0 cycles at 0°

30% Vac for 30 cycles at 0°

100% Vac for 250 (50Hz) cycles or 300 (60Hz)
cycles at 0°

Voltage interruptions
IEC 61000-4-11

0% a.c. 250(50 Hz) or 300(60 Hz) at 0°

Mains power quality should be that of a typical
commercial or hospital environment. If the user of the
system requires continuous operation during power
mains interruptions, it is recommended the system be
powered from an uninterruptible power supply or
battery.

Power frequency
(50/60 Hz) magnetic field
IEC 61000-4-8

30 A/m

Power frequency magnetic fields should be at levels
characteristic of a typical location in a typical
commercial or hospital environment.
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Guidance and manufacturer's declaration - electromagnetic immunity

The system is intended for use in the electromagnetic environment specified below. The customer or user of the system should assure that it is
used in such an environment.

Immunity test IEC 60601 Test Compliance Level Electromagnetic environment - guidance
3Vrms from 150kHz to 80 MHz at 80% AM 1kHz WARNING: Portable RF communications
6Vrm, 80% AM 1kHz at ISM frequencies listed below: equipment (including peripherals such as
antenna cables and external antennas) should
Frequency Test Level be used no closer than 30 cm (12 inches) to any
(MHz-ISM List) (Vrms) part of the injector system unless a greater
1.8-2.0 6 separation distance is required as indicated by
35-40 6 the equation. Otherwise, degradation of the
T3t 5 performance of this equipment could result.
6.765- 6795 6 Recommended separation distance
7.0-73 6 \/_
d=1.17
10.1- 10.15 6 p
Conducted RF
|EC 61000-4-6 13.553 - 13.567 6
14.0 - 14.2 6
18.07 - 18.17 6
21.0-21.4 6
24.89 - 24.99 6
26.957 - 27.283 6
28.0-29.7 6
40.66 - 40.70 6
50.0 - 54.0 6
3Vrms from 80 MHz to 2.7 GHz at 80% AM 1kHz
and specific ISM bands listed below: d=117 +/p 80 MHz to 800 MHz
Frequency Modulation Modulation Field
Strength
(MHz) Type Frequency | \yoits/meter) d=233 \/p 800 MHzto 2.7 GHz
385 Pulse 18 Hz 27
450 Pulse 18 Hz 28 Where p is the maximum output power rating of
710 Pulse 17 Hz 5 the trar}sm|tter in watts (W) acco.rdmg to the
transmitter manufacturer and d is the
745 Pulse 217 Hz 9 recommended separation distance in meters (m).
. 780 Pulse 217 Hz 9
FEacdgllthoRz ; 310 Pulse 18 Hz 28 Field strengths from fixed RF transmitters, as
870 Pulse 18 Hz 28 determined by an electromagnetic site survey,?
930 Pulse 18 Hz 28 should be less than the compliance level in each
b
1720 Pulse 217 Hz 28 frequency range.
1845 Pulse 217 Hz 28 Interference may occur in the vicinity of
1970 Pulse 217 Hz 28 equipment marked with the following symbol:
2450 Pulse 217 Hz 28
5240 Pulse 217 Hz 9 Non-ionizing Radiation Symbol (IEC
Q)
5500 Pulse 217 Hz 9 (( ) TR 60878, 5140)
5785 Pulse 217 Hz 9 ‘

NOTE1 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.

a. 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 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 system is used
exceeds the applicable RF compliance level above, the system should be observed to verify normal operation. If abnormal performance is
observed, additional measures may be necessary, such as reorienting or relocating the system.

b. Over the frequency range 150 kHz to 80 MHz, field strengths should be less than 3 V/m.
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D Troubleshooting Tips

D.1 Recovering from Priming Issues

Radiation exposure hazard. 8F-FDG or 18F-NaF emit gamma radiation. Operator should exercise extreme
caution when handling radiopharmaceuticals.
¢ Doses may exceed maximum permissible dose if appropriate precautions are not properly exercised. Follow all individual facility
guidelines for the handling and disposal of radioactive materials. DO NOT open the Shielded Chamber without first taking
radiation precautions per facility procedures.

/\CAUTION

Incorrect installation of the SAS may result in improper functioning of the Intego PET Infusion System.

o Ensure the Saline Container is sufficiently spiked.

o Confirm the tubing is placed correctly in the Saline Pump.

o Confirm the tubing is oriented on the Saline Pump rollers properly.

e Ensure the tubing is not pinched in the Saline Pump door.

e Ensure the Saline Disconnect Luer is against the Saline Pump.

+ Confirm that the Needle Cartridge Clip is inserted with proper orientation into the Needle Insertion Device.
o Confirm the collar on the tubing is positioned properly in the RP Pump.

o Confirm the tubing is inserted into the Pinch Valves correctly.

e Confirm the tubing is fully inserted into the Air Detector.

e Confirm the RP Pump is closed and the tubing is in the pump.

+ Confirm that all tubing is laying flat and not being pinched by the lid.

D.2 Recovering from Activation of Air Detector

Radiation exposure hazard. 8F-FDG or 18F-NaF emit gamma radiation. Operator should exercise extreme
caution when handling radiopharmaceuticals.
¢ Doses may exceed maximum permissible dose if appropriate precautions are not properly exercised. Follow all individual facility

guidelines for the handling and disposal of radioactive materials. DO NOT open the Shielded Chamber without first taking
radiation precautions per facility procedures.

D.2.1 During Priming

1. Confirm that the SAS is properly inserted into the Air Detector. If necessary, slide the Shielded Chamber Lid open to
expose the Air Detector and properly insert the SAS.

2. Re-prime the system.

3. The Display displays a message stating that the SAS has already been primed. Press the YES button to continue.




D-114 MEDRAD® Intego PET Infusion System

D.2.2 During a Saline Test Inject

1. Confirm that the SAS is properly inserted into the Air Detector. If necessary, slide the Shielded Chamber Lid open to
expose the Air Detector and properly insert the SAS.

2. Check the PAS for air, including the connection points with the patient catheter and the SAS.
If an air pocket is detected, disconnect the PAS from the patient catheter and prime the tubing set again.

Reconnect the PAS to the patient catheter and initiate the saline test infusion.

D.2.3 During an Infusion

1. Confirm that the SAS is properly inserted into the Air Detector. If necessary, slide the lid to the Shielded Chamber
open only far enough to expose the Air Detector and properly insert the SAS.

Check the PAS for air, including the connection points with the patient catheter and the SAS.
If an air pocket is detected disconnect the PAS from the patient catheter and discard.

Press the DISCARD button, which discards the current dose.

Attach a new PAS.

Prime the new PAS.

N o o 0N

Resume normal operation.

D.3 Recovering a Dose Due to a System Failure

Radiation exposure hazard. 8F-FDG or 18F-NaF emit gamma radiation. Operator should exercise extreme
caution when handling radiopharmaceuticals.
¢ Doses may exceed maximum permissible dose if appropriate precautions are not properly exercised. Follow all individual facility
guidelines for the handling and disposal of radioactive materials. DO NOT open the Shielded Chamber without first taking
radiation precautions per facility procedures.

D.3.1 With a Dose of RP in the Dose Calibrator

1. Restart the system. If the error condition does not persist, proceed with the infusion as hormal.
2. If the error condition persists after the restart, the dose in the Dose Calibrator can be infused manually.

a. Open the Saline Pump and remove the tubing from the pump.

b. Disconnect the Saline Container from the SAS at the Saline Disconnect Luer adjacent to the Saline Pump.
c. Insert the Saline Container tubing set into the Saline Pump to prevent saline from leaking onto the floor.
d

Open the Shielded Chamber Lid only far enough to expose the PAS Pinch Valve and remove the SAS from the
Pinch Valve.

Close the Shielded Chamber Lid.

e

f. Connect a syringe filled with 40 ml of saline to the free end of the SAS.

g. Manually infuse the 40 ml of saline into the SAS using the syringe to push the RP dose through the system and
into the patient.

h. After the infusion, disconnect the patient from the tubing set.

i. If necessary, remove the SAS and the Multi-Dose Vial from the Shielded Chamber following the instructions
found in the "Vial Shield and SAS Removal" section.

j. Secure the Intego PET Infusion System and contact Bayer.
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D.3.2 With RP in the Vial Shield
/\CAUTION

Puncture hazard. The SAS contains needles.

¢ To prevent injury, take care when handling the SAS to control the needles. Dispose of the needs per individual facility guidelines.

1. Restart the system. If the error condition does not persist, proceed with the infusion as normal.
2. If the error condition persists after the restart, the RP in the Vial Shield can be used for hand injection.
Hand Injection Method - Option 1
Make certain that the Vial Access Cap is ready to be reinstalled onto the Vial Shield.
b. Open the Shielded Chamber Lid.

c. Using the handle of the Needle Insertion Device, immediately pull the needles directly out of the Vial Shield. DO
NOT raise the shield lid over the Needle Insertion Device.

d. Rotate the Needle Insertion Device counter-clockwise and immediately insert the Vial Access Cap onto the Vial
Shield using the handle.

e. Remove the Vial Shield from the Vial Shield Compartment using the Vial Shield handle.
f. Rotate the Needle Insertion Device clockwise and lower it into place. Close the Shielded Chamber Lid.

d. Return the Vial Shield containing the RP directly to the facility hot lab where individual patient doses can be
prepared.

Hand Injection Method - Option 2

a. Remove the PAS from the SAS and discard in the appropriate receptacle.

Clean the Swabbable Valve on the exposed end of the SAS using proper sterile technique.
Attach a sterile 10 ml syringe in a syringe shield to the Swabbable Valve.

Open the Shielded Chamber Lid.

® 2 o T

Clamp off the Saline Line directly before the confluence using a slide clamp. (Some examples of appropriate
slide clamps are Qosina 12053 and Qosina 12044).

Remove the tubing from the RP Pump and close the RP Pump lid.
Remove the tubing from the PAS Pinch Valve.
Close the Shielded Chamber Lid.

> @ =

Using the syringe, extract 7 ml from the SAS. Assay the syringe. It should have only very low activity. Discard
the syringe according to site policy. If the measured activity exceeds 740 MBq (20 mCi), skip to step m.
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j. Load an empty, sterile 10 ml syringe into a syringe shield. Wipe the Swabbable Valve, connect the shielded 10
ml syringe to the Swabbable Valve, and extract an additional 7 ml. Assay the syringe. If the measured activity
exceeded 740 MBq (20 mCi), skip to step m. Otherwise, discard the syringe according to site policy.

k. Load an empty, sterile 10 ml syringe into a syringe shield. Wipe the Swabbable Valve, connect the shielded 10
ml syringe to the Swabbable Valve, and extract 0.5 ml. (If it is not possible to measure 0.5 ml accurately near
the start of the syringe, preload 5 ml of saline or WFI into the syringe before attaching to the Swabbable Valve.)
Assay the syringe. If the measured activity exceeded 740 MBq (20 mCi), skip to step m. Otherwise, discard the
syringe according to site policy.

. Repeat step k. up to 3 more times (for a total of 4 x 0.5 ml). If significant activity has not been measured in an
assay, there is a problem with the SAS or with the needles in the Multi-Dose Vial. In this instance, revert to
“Hand Injection Method - Option 1."

m. Once significant activity has been detected, individual doses of RP can be extracted by hand. Attach a shielded,
sterile syringe to the Swabbable Valve.

n. Extract the desired volume of RP and remove the syringe. Assay the syringe in a separate Dose Calibrator before
injection.

o. Clean the Swabbable Valve and repeat steps m and n as necessary.

D.4 PAS Occlusion Recovery

Radiation exposure hazard. 8F-FDG or 18F-NaF emit gamma radiation. Operator should exercise extreme
caution when handling radiopharmaceuticals.

¢ Doses may exceed maximum permissible dose if appropriate precautions are not properly exercised. Follow all individual facility
guidelines for the handling and disposal of radioactive materials. DO NOT open the Shielded Chamber without first taking
radiation precautions per facility procedures.

In case of occlusion, do not disconnect disposables before discarding dose, as liquid leakage can occur.

This section describes how to identify a potential occlusion and details the method to recover from an occluded PAS during
an infusion.

1. Atthe end of the infusion, if more than 2% of the dose activity remains in the Dose Calibrator, the system will allow
the user to resume the infusion or discard the dose. Bayer recommends that the user check the lines for occlusions
(clamped tubing, kinked crushed tubing, or high-gauge needles or catheters, closed valves between the PAS and the
patient) prior to resuming.

Check patient line for obstruction
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NOTE: During PAS Occlusion Recovery, the system will allow the clinician to attempt to infuse the remaining RP a
total of 4 times. If the activity remains in the Dose Calibrator following 4 attempts to infuse, the RP will be

discarded.

If the user selects the DISCARD option or if activity remains in the Dose Calibrator after all attempts to resume, the
remaining activity will be discarded into the Waste Container. The status bar will display any messages relating to

the infusion.

3. The history will update and an icon will appear, indicating a partial infusion.

4,

If the occlusion remains after the user attempts to resume the infusion or discard the dose, the user should check
for occlusions in the Saline Container or Saline Line.

D.5 System Messages

The following is a list of messages the Intego PET Infusion System could display and possible corrections:

NOTE: Follow the error instructions on the display and/or contact Bayer for further support.

D.5.1 Critical Error Messages

NOTE: These errors require the system to be restarted.

Code Error Message Explanation
¢ Confirm that the assay information was entered correctly. Re-
enter if needed.
. ¢ Confirm that the assay information provided by the pharmacist
The measured concentration does is correct. Re-enter if needed.
not match the ex Y%
E1000 Otth a;Eg lt f Z Iggcted alue based & Ifthe assay corrections do not correct the problem, replace the
,On e ,e ecte > assay Multi-Dose Vial.
information.
¢ If problem persists, recalibrate the Dose Calibrator.
¢ If the problem continues, record the error message and contact
Bayer.
¢  Remove activity from the Dose Calibrator and restart the Intego
E1055 Activity detected while in Training PET Infusion System in Training Mode.

Mode.

¢ If the problem continues, record the error message and contact
Bayer.
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Code Error Message Explanation
¢  Restart the system.
Any other E
code N/A ¢ Ifthe message reappears, record the error message and contact
Bayer.

D.5.2 Recoverable Errors / Messages

Error Message Explanation
A dose cannot be prepared from this vial. #  No activity is available to extract.
Replace vial. & Replace vial.
¢ Concentration may have decayed below minimum. Verify assay infor-
Activity concentration is less than the mation was entered correctly and reprime.
acceptable minimum. Verify SAS is installed properly and reprime.
Replace vial and reprime.
Confirm that the assay information was entered correctly. Re-enter if
needed.
Activity concentration too high. Check assay e  Confirm that the assay information provided by the pharmacist is
information. correct. Re-enter if needed.
¢ Ifthe assay was entered correctly, wait until the concentration decays
to 3.7 GBg/ml (100 mCi/ml).
¢ A priordose infusion was aborted or high residual activity remains
- . . from priming the SAS.
Additional saline flush required. Press OK to P J
flush to waste ¢ Itshould not be necessary to re-prime the SAS, but if problem persists,
re-prime the SAS. Refer to the "Recovering from Priming Issues" sec-
tion.
Confirm that the SAS is correctly inserted into the Air Detector.
Air detected in SAS. Need to prime. Reprime the SAS. Refer to the "Recovering from Priming Issues"and
the "Recovering from Activation of Air Detector" sections.
Assay information incomplete. Enter all ¢ Enter all required information. Source lot number, activity, and date/
required data ’ time are all required. Refer to "Performing Daily QC" section and
q : "Dose Calibrator Calibration" section of this manual.
Calibration already in progress ¢ Wait until the measurement of the source is complete before proceed-
yinprog : ing to the next step.
¢ Check printer and replace paper as needed. Refer to the "Replacing
Check printer paper. the Printer Pager" section of this manual.
¢  Close the printer door.
Date/Time write failure. Please try again. ¢ Re-enter the date/time. Refer to the "System Configuration" chapter.
¢  Check for nearby sources.
¢  Check for the calibration source in the Dose Calibrator. Remove if still
. . . . resent.
Dose Calibrator is detecting high P
background activity. Check for nearby ¢ Check for nearby sources of radiation. If necessary, remove the other
sources source(s) or move the cart.
¢ Check for contamination in the room or in the system, including pos-
sible radiopharmaceutical leak from the SAS. Clean the system per
site guidelines and replace the SAS.
Dose Calibrator serial number mismatch. ¢  Recalibrate the Dose Calibrator. Refer to the "Dose Calibrator Calibra-
Recalibration required_ tion" section of this manual.
Dose cannot be infused. Discard and prepare ¢  Discard the current dose and prepare a new dose.
new dose.
Error reading preferences, resetting system e  Re-enter system preferences on Configuration screen.
to defaults.
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Error Message

Explanation

Infuse or discard current dose before ¢ Anpatientdose is already prepared. Either infuse or discard the current
. th dose before attempting to prepare another dose or perform a test
preparing another. injection.
Invalid date/time entered. * Re-etlterthe date/time. Refer to the "System Configuration" chapter
of this manual.
¢ Confirm that the assay information was entered correctly. Re-enter if
L needed. Refer to the "Entering RP Assay and Saline Information" sec-
Measured activity is higher than expected. tion.
Check assay information and prime again. ) ) ) ) o
¢  Confirm that the assay information provided by the pharmacist is
correct. Re-enter if needed. Reprime.
¢  Confirm that the assay information was entered correctly. Re-enter if
needed. Refer to the "Entering RP Assay and Saline Information" sec-
tion.
N:’eas:'l rEdrfc?:]VIEyllls (ljovl\?l. E[lsur?fvrllal and SAS ¢  Confirm that the assay information provided by the pharmacist is
are property instatled. Replace ecessary. correct. Re-enter if needed.
¢ Ensurevial and SAS are properly installed. Refer to the "Recovering
from Priming Issues" section.
Operation will exceed Waste Container ¢ The Waste Container is full. Replace the SAS.
capacity. Replace SAS.
¢ Confirm that the SAS is properly installed into the Pinch Valves. Refer
to the "Recovering from Priming Issues" section.
¢ Valve Error Details will be one of the following phrases:
. waste valve failed.
. patient valve failed.
. . . both valves failed.
Pinch \{a lve error: <Valve Error Details> See - both valves open simultaneously.
Operation Manual. +  tubing absent from waste valve.
. tubing absent from patient valve.
. tubing absent from both valves.
. patient valve failure, tubing absent from waste valve.
. waste valve failed, tubing absent from patient valve.
¢ If necessary, restart the system. If the message reappears, record the
error message and contact Bayer.
Prime PAS ¢  The PAS has not been primed and the operation cannot be com-
: pleted. Prime the PAS before proceeding.
¢  Press the OK button and the system should correct the issue.
Printer error occurred. ¢ If the message reappears, restart the system.
¢  If the message persists, record the error message and contact Bayer.
¢ High residual activity remains from priming the SAS.
Residual activity is higher than the @ Refer to the "Recovering from Priming Issues" section.
acceptable background level. See Operation o Re-prime the SAS.
Manual. ¢ If re-priming does not resolve the issue, check for contamination and
replace the SAS.
Saline is low. Please replace. @ Replace the saline container. Refer to the "Daily Setup" chapter.
X R X . ¢  Confirm that the SAS is correctly installed. Refer to the "Recovering
;allne prime fa|leq. Ensure SAS is properly from Priming Issues" section.
installed. replace if necessary. ]
¢ Replace the SAS if necessary.
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Error Message

Explanation

SAS detected. Press Cancel to use or remove
SAS and press OK.

¢ The system requires that the vial and SAS be removed before the
Multi-Dose Vial assay information can be reset.

¢ The SAS should only be used with a single Multi-Dose Vial. Change
the SAS each time a hew Multi-Dose Vial is installed. Refer to the
"Entering RP Assay and Saline Information" section.

Press CANCEL if the REMOVE button was pressed by mistake.

<Selected RP> or saline information missing.

Enter all required data.

Enter all required information. Multi-Dose Vial Lot Number, Assay (or
Reference) Date and Time, Total Activity, RP Volume, and Saline Vol-
ume are all required. Refer to the "Entering RP Assay and Saline Infor-
mation" section.

<Selected RP> prime failed. Check SAS and
vial installation, then reprime.

¢  Confirm that the SAS is correctly installed. Refer to the "Recovering
from Priming Issues" section.

Replace the SAS if necessary.

Source not detected.

During calibration, the source was not inserted into the Dose Calibra-
tor. Insert the appropriate source to continue with calibration. Refer
to the "Dose Calibrator Calibration" section of this manual.

The date and time must be set.

¢ Set the date/time. Refer to the "System Configuration" chapter.

The process has been interrupted and must
be restarted.

The STOP button has been pressed. To resume operation, do one of
the following:

During SAS and PAS priming:
¢ Start the priming sequence again by pressing the PRIME button.
During dose extraction:

¢ Press the DISCARD button and then press the PREPARE button to
extract a new dose.

During test Injection:
¢ Press the RESUME button to resume the test injection OR
¢ Press the STOP button to stop the test injection
During patient infusion:
&  Press the RESUME button to resume the infusion OR
¢ Press the DISCARD button to discard the dose.

Process paused.

During test Injection:
¢  Press the RESUME button to resume the test injection OR
& Press the STOP button to stop the test injection
During patient infusion:
Press the RESUME button to resume the infusion OR

The supplier activity is too high to perform
the requested operation.

& Press the DISCARD button to discard the dose.
¢ Activity exceeds 25.9 GBq (700 mCi).
¢ Confirm that the assay information was entered correctly. Re-enter if

needed.

¢ Confirm that the assay information provided by the pharmacist is
correct. Re-enter if needed.

¢ Ifthe assay was entered correctly, wait until the activity decays to
25.9 GBq (700 mCi).

This action is not allowed in Training Mode.

¢ Dose Calibrator calibration and the Linearity check can not be per-
formed while the system is in Training Mode. Restart the system in
Clinical Mode to perform a Dose Calibrator calibration or a Linearity
check.
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Error Message

Explanation

Press the OK button and the system should correct the issue.

Unable to detect printer. Press OK to retry. o If the message reappears, restart the system.
¢ If the message persists, record the error message and contact Bayer.
¢ Activity exceeds 27.75 GBq (750 mCi), which is the maximum safe
Vial activity exceeds safe shielding level. shielding level for the system.
Immediately return vial to protective #  The Vial Shield should be removed from the system until the total
container. activity in the Multi-Dose Vial decays to
e 27.75GBq (750 mCi).
o ) . o ¢ Activity in the Waste Container exceeds
Waste activity will exceed shielding limit. o 3.7GBq (100 mC).
Replace SAS.
¢ Replace SAS before continuing operations.
Residual activity exceeds 2% of original ¢ High residual activity remains after infusion.
dose. Press OK to flush to waste. @ Referto the "PAS Occlusion Recovery" section.
. X ¢ Iftheinfusion is stopped prematurely, do not disconnect disposables
PAS Occ.lu5|on Detected. WARNlNG PAS is before discarding dose, as liquid leakage can occur.
pressurized and may leak if disconnected. )
¢  Reference "PAS Occlusion Recovery".
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E Vials and Vial Shields

Patient injury may result from using vials with other than a 20 mm diameter cap.

¢ Use of vials having other than a 20 mm diameter cap may create a particulate hazard.

No modification of this equipment is allowed.

Biological contamination may occur if aseptic techniques are not followed.

¢ Follow facility guidelines to disinfect the vial shield.

Radiation Exposure Hazard.

¢ The Intego PET Infusion System Vial Shields must be transported in a container that complies with applicable transportation
regulations.

/\CAUTIONS

If using an absorbent disc, place no more than one disc in the vial shield before installing an RP vial.

¢ Additional absorbent discs may result in improper fit and potential damage to the vial.

If using an absorbent disc, do not expose the absorbent disc to cleaning solutions or other fluids.

¢ Discard and replace the absorbent disc if it has been exposed to any fluid. Failure to replace the absorbent disc that has been
exposed to fluids may result in improper fit and potential damage to the vial.

If using an absorbent disc, discard and replace the absorbent disc after each use.

¢  Failure to replace the absorbent disc may result in improper fit and damage to the vial.

Do not place labels, tags, or other materials on the exterior of the vial shield surface.

¢  Application of labels, tags, or other materials may cause the vial shield to fit incorrectly in needle insertion device and result in
improper fit and functioning of the system.

Ensure that the needle insertion guide is clean and free of debris.

¢  Debris may cause the vial shield to fit incorrectly in needle insertion device and result in improper fit and functioning of the
system.
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NOTE: Table D-1 represents the vials and compatible vial shields for use with the MEDRAD® Intego PET Infusion
System. For additional vials not specified in this table, please contact Bayer.
Table E - 1: Vial Shield and Vial Specifications Summary
Vial Shield Vial(s)
ISO 8362-
Volume 1:2003
Collar Color | Weight ISO 8362- Body Diameter Glass Height Cap Diameter
Range .
4:2003 Size
Specification
. 36 + 0.5mm 62.8 +0.7 mm 20 mm
Silver 8.6 kg (18 lbs) | 30-35 ml 30H (1417 + 0.0207) (2472 +0.027") | (0.787")
30 + 0.25 mm 55+ 0.7 mm 20 mm
Blue 8.6 kg (18 lbs) | 20-25 ml 20R (1181 + 0.0097) (2.165 + 0.027") | (0.787")
32 + 0.45mm 58 + 0.6 mm 20 mm
Gold 8.6 kg (18 lbs) | 20-25 ml 20H (1.259 + 0.017") (2.283 + 0.023") | (0.787")
24+ 0.2mm 45+ 0.5 mm 20 mm
Green 8.6 kg (18 lbs) | 10-15 ml 10R (0.944 + 0.007”) (1771 + 0.020" | (0.787")
24+ 0.25mm 60 + 0.5 mm 20 mm
Brown 8.6 kg (18 lbs) | 10-15 ml 1R (0.944 + 0.009”) | (2.362 + 0.020") | (0.7877)
B 25+ 0.25mm
(0.984 + 0.009”)
25.4 + 0.4mm 53.5+ 0.5 mm 20 mm
Black 8.6 kg (18 lbs) | 10-15 ml 10H (1.000 + 0.0157) (2106 + 0.020") | (0.787")
. 25,5+ 0.25mm
(1.003 + 0.009”)
21.25 + 0.2mm 51+ 0.5 mm 20 mm
(0.837 + 0.007”) (2.008 + 0.020") | (0.787")
Violet 8.6 kg (18 lbs) | 10 ml --
21.75 + 0.25mm 52+ 0.5 mm 20 mm
(0.856 + 0.0097) (2.047 + 0.020") | (0.787")
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Vial Shield

Vial(s)

Collar Color

Weight

Volume Range

ISO 8362-
1:2003

ISO 8362-
4:2003 Size
Specification

Body Diameter

Glass Height

Cap Diameter

36 + 0.5mm

62.8 + 0.7 mm

Silver 8.6 kg (18 lbs) | 30-35 ml 30H (1417 + (2.472 + (2(;)72;",,)
0.020”) 0.027") :
r'y
132.0 mm (5.180")
132,0 mm (5,180")
271.0m
271,0m
20.0 mm (0.787”
20,0 mm 50,787";
3 .

138.0 mm (5.458")
138,0 mm (5,458")

76.2 mm (3.001")
76,2 mm (3,001")
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Table E - 3: Vial Shield and Vial Specifications - Blue
Vial Shield Vial(s)
ISO 8362-
1:2003
Collar Color Weight Volume Range | I1SO 8362- Body Diameter | Glass Height Cap Diameter
4:2003 Size

Specification

Blue

8.6 kg (18 Lbs)

20-25 ml

30H

30 + 0.25mm
(1.181 +
0.009")

55+ 0.7 mm
(2.165 +
0.0277)

20 mm
(0.787")

132.0 mm (5.180")
132,0 mm (5,180")

271.0 mm (10.670°)
271,0 mm (10,670°)

F\\ 20.0 mm ?0.787";

20,0 mm (0,787"

95.0 mm (3.738"
95,0 mm (3,738"

138.0 mm (5.458") !
138,0 mm (5,458")

76.2 mm (3.001")
76,2 mm (3,001")
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Table E - 4: Vial Shield and Vial Specifications - Gold
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Vial Shield Vial(s)
ISO 8362-
1:2003
Collar Color Weight Volume Range | I1SO 8362- Body Diameter | Glass Height Cap Diameter
4:2003 Size
Specification
32 + 0.45mm 58 + 0.6 mm 20 mm
Gold 8.6 kg (18 lbs) | 20-25 ml 20H (1.259 + (2.283 + (0.787")
0.0177) 0.0237) '
A
132.0 mm (5.180")
132,0 mm (5,180")
271.0 mm (10.670")
271,0 mm (10,670")
20.0 mm (0.787")
20,0 mm (0,787")
95.0 mm (3.738"
95,0 mm (3,738"
\ 4

138.0 mm (5.458")
138,0 mm (5.458")

32.0+0.45mm (1.259 £ 0.017"
32,0 £0,45 mm (1,259 £0,017"

76.2 mm (3.001")
76,2 mm (3,001")
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Table E - 5: Vial Shield and Vial Specifications - Green

Vial Shield Vial(s)
ISO 8362-
1:2003
Collar Color Weight Volume Range | I1SO 8362- Body Diameter | Glass Height Cap Diameter
4:2003 Size
Specification
24+ 0.2mm 45+ 0.5 mm 20 mm
Green 8.6 kg (18 lbs) | 10-15 ml 10R (0.944 + (1.771 + (0.787")
0.0077) 0.0207) ’
3
132.0 mm (5.180")
132,0 mm (5,180")
271.0 mm (10.670")
271,0 mm (10,670")
20.0 mm (0.787")
95.0 mm (3.738" 20,0 mm (0,787
95,0 mm (3,738"
A 4

|

138.0 mm (5.458")
138,0 mm (5,458")

mm (1.771 £ 0.020
mm (1,771 £ 0,020"

.2mm ?0.944 + 0.007";
2 mm (0,944 + 0,007”

76.2 mm (3.001")
76,2 mm (3,001")
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Table E - 6: Vial Shield and Vial Specifications - Brown
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Vial Shield Vial(s)
ISO 8362-
1:2003
Collar Color Weight Volume Range | I1SO 8362- Body Diameter | Glass Height Cap Diameter
4:2003 Size
Specification
24+ 0.25mm 60 + 0.5 mm 20 mm
Brown 8.6 kg (18 lbs) | 10-15 ml 15R (0.944 + (2.362 + (0.787")
0.009”) 0.0207) '
A
132.0 mm (5.180")
132,0 mm (5,180")
271.0 mm (10.670")
271,0 mm (10,670")
20.0 mm (0.787")
20,0 mm (0,787")
95.0 mm (3.738")
95,0 mm (3,738")
~y

60.0 + 0.5 mm (2.362 + 0.020"
60,0 £0,5 mm (2,362 + 0,020"

138.0 mm (5.458") K
138,0 mm (5,458") v

Y

76.2 mm (3.001")
76,2 mm (3,0017)
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Table E - 7: Vial Shield and Vial Specifications - Black
Vial Shield Vial(s)
ISO 8362-
1:2003
Collar Color Weight Volume Range | I1SO 8362- Body Diameter | Glass Height Cap Diameter
4:2003 Size
Specification
25+ 0.25mm
-- (0.984 +
0.009”)
25.4 + 0.4mm
— 53,5+ 0.5 mm
Black 8.6 kg (18 lbs) | 10-15 ml 10H 81601059’)i (2106 + (20072;",,)
: 0.020") :
255+
B 0.25mm
(1.003 +
0.009")
132.0 mm (5.180")
132,0 mm (5,180")
271.0 mm (10.670")
10H

271,0 mm (10,670")

95.0 mm
95,0 mm

(3.738")
(3,738")

|

138.0 mm (5.458")
138,0 mm (5,458")

76.2 mm (3.001")
76,2 mm (3,001")

25.0 £0.25 mm (0.984 £ 0.009")
25,0 0,25 mm (0,984 +0,009") 25.4 +0.4 mm }

25,4 £0,4 mm

1.000 + 0.015”; 25.5+0.25 mm (1.003 £ 0.009”
25,5+ 0,25 mm

1,000 +0,015"

1,003 +0,009"
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Table E - 8: Vial Shield and Vial Specifications - Violet

Vial Shield Vial(s)
ISO 8362-
1:2003
Collar Color Weight Volume Range | I1SO 8362- Body Diameter | Glass Height Cap Diameter
4:2003 Size
Specification
21.25 +
0.2mm (521&)25_ mm 20 mm
(0.837 + 0 620,,)— (0.7877)
0.007”) '
Violet 8.6 kg (18 lbs) | 10 ml --
2175 +
0.25mm ?ZZOilf;)i mm 20 mm
(0.856 + 0 620,,)— (0.7877)
0.009”) ’

132.0 mm (5.180")
132,0 mm (5,180")

271.0 mm (10.670")
271,0 mm (10,670")

N 20.0 mm (0.787")

20,0 mm (0,787)

N 20.0 mm (0.787")

20,0 mm (0,787")

95.0 mm
95,0 mm

(3.738"
(3,738"

Y

520 mm £ 0.5 mm
(2.047" £ 0.020")
52,0 mm £ 0,5 mm

51.0mm £ 0.5 mm
(2.008” £ 0.020")
138.0 mm (5.458") 51,0 mm % 0,5 mm
138,0 mm (5,458") (2,008" + 0,020")

(2,047" + 0,020")
\L 21.25mm 0.2 mm (0.837 £ 0.007")  21.75 mm + 0.25 mm (0.856 + 0.009")

21,25mm = 0,2 mm (0,837 £ 0,007") 21,75 mm 0,25 mm (0,856 + 0,009")

76.2 mm (3.001")
76,2 mm (3,001")
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F

Components and Catalog Numbers

Catalog Number

System

MEDRAD® Intego PET Infusion System INT SYS 200
Accessories

Power Cord - North America EPC700A
Power Cord - International EPC 700 C
Power Cord - China CPC 700
Power Cord - Brazil BRZ-PWR-CRD
Power Cord - UK/Saudi Arabia 84575445
Calibration Source Holder 3017468
Roll - Printer Labels - Thermal 60937964
Pinch Valve Covers INT PVC
Disposables

Source Administration Set (SAS) INT CSS
Patient Administration Set (PAS) INT CPS
Manuals

?Innucl[ctzlcllggbé)a;ecraDtion Manual and Quick SAS Installation Guide) 86473038
Service Manual - English Only 86465116
Vial Shields

Silver INT VS SLV
Blue INT VS BLU
Gold INT VS GLD
Green INT VS GRN
Brown INT VS BRN
Black INT VS BLK
Violet INT VS VLT

F-133
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G Country-Specific Information

The following information is country-specific. The information within each section pertains only to that country.

G.1 Australia

Australian Communications and Media Authority (ACMA) Regulatory Compliance Marking (RCM)

G.2 New Zealand

R-NZ New Zealand Radio Label Regulatory Compliance Mark (RCM)

G.3 Brazil

Esta equipamento deve ser conectado obrigatoriamente em tomada de rede de energia elétrica que possua aterramento
(trés pinos), conforme a Norma NBR ABTN 5410, visando a seguanga dos usuarios contra choques eléctricos.

Para obter detalhes, acesse: www.anatel.gov.br

G.4 South Korea

EZH =ML IHEL2LIISYHOIUH WHR XIS =2 A S = giSLICH

‘ gg KC (Korea Certification) Mark

G.5 Thailand

s avInsAanulIaNLazalnsauil JAludanAaatnINUaAIMUAUDY NN

G.6 Mexico

La operacidn de este equipo esta sujeta a las siguientes dos condiciones:
1) es posible que este equipo o dispositivo no cause interferencia perjudicial y
2) este equipo debe aceptar cualquier interferencia, incluyendo la que pueda causar su propia operacién no deseada

— )

NU Normas Oficiales Mexicanas (NOM)

s Normalizacidn y Certificacién Electrénica (NYCE)
G.7 Serbia

~ Ocena usaglaSenosti Regulatorne agencije za elektronske komunikacije i poStanske usluge
A A (RATEL) Republike Srbije

11005 15
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G.8 Singapore

Complies with . . .
IDA Standards Infocomm Development Authority of Singapore (IDA) Compliance Label
DA107248

G.9 Ukraine

@ 3Hak cooTBeTcTBUA YKPCEMNPO
028

G.10 Taiwan

NCC B

R EEREHNEERERN L

B+ REEAEIFERZEINBHIAEY | JEHFFT , 27, BHRAE
AEYGTBEEEEHAER, MAYRRBERRT2ISERIEE. (Article 12)

FTRREIRFFEERCEATESHERN TR TESZER ; £
RAETERRK K BINER  TREZETERSSRELR,

HEAEEE  BREFRAERXCERER. RIWXHETHUATISLER
HIE, NERBFEAESKESHEMRFH 2 TE. (Article 14)

G.11 Oman

OMAN - TRA )
R/3560/16 Oman Compliance Label
D090024

MEDRAD® Intego PET Infusion System
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A

Access Cap 19, 57,77, 115

Activity Bar 67, 68

Activity Remaining Graph 70

Air Detector 6, 13, 15, 56, 77, 113, 114, 118
Air Detector Holder 15, 55

B

Battery Maintenance 96

Brake Release 26

C

Cable Storage 17, 26, 27, 28

Calibrating the Pinch Valves 93

Calibration Source 34, 46, 90, 118
Calibration Source Holder 19, 47, 87, 91, 92
Carrying Handle 19, 57,77,78

Caster Brakes 17, 26, 27, 28, 105

Catalog Numbers 3

Cleaning 34, 83, 109

Cleaning Guidelines 83, 84

Clinical Mode 39, 40, 80, 81, 120
Components 15, 16, 17, 18, 39, 50, 51, 56, 59, 84, 133
Components and Catalog Numbers 133
Configuration Settings 72

Configuring the System 29

Confluence 17, 54, 115

Critical Error Messages 117

D

Daily QC 24, 25, 34, 45, 46, 47,79, 85
Device Lock 21, 22, 26, 35, 39

Discarding the Dose 69

Disposal of EQuipment 97

Dose Calibrator 7, 9, 13, 15, 17, 19, 21, 25, 79, 85, 86, 87, 90, 92, 93, 97
Dose Calibrator Calibration 79, 85, 90, 104
Drive Controller 17, 27, 85

Drive Engage Switch 17, 27, 85

Drive Override 17, 26, 27, 28

Drive Speed Switch 6, 17, 27

E

Entering Assay Information 48

G

Geometry Check 93

I

INFUSE button 70

Installing the Multi-Dose Vial 48, 51, 57, 59
Installing the PAS 58

Installing the SAS 48, 50, 51, 57, 59
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L

Linearity Check 79, 85, 86, 87, 88

Lock Code 22, 25, 35, 36, 39

Locking the Device 22

Locking the Shielded Chamber 23

Luer Connector 18, 59

M

Maintenance Schedule 84, 85

Maintenance Settings 34

Mobility- INT SYS 200 105

Moving the Intego PET Infusion System - INT SYS 200 26
N

Needle Cartridge 6, 15, 17, 53, 54,77, 113
Needle Insertion Device 15, 53, 54, 57, 58

0

Occlusions 70, 71

On/Shutdown/Standby Button 16, 20, 21, 22
On/Shutdown/Standby button 4

One-Way Check Valve 14, 18

Operator Position 27, 28, 100

P

PAS Compartment 15, 16, 58, 59

PAS Compartment Cover 50, 51, 57, 58, 59
PAS Occlusion Recovery 116, 117

PAS Pinch Valve 15, 54, 55, 77, 114, 115

PAS Tubing 65, 68

Patient Information 23, 33, 43, 61, 62,63,71,72
Patient Tube 17, 54, 55, 60, 77

Personalized Dose 66, 67

Post-Coil Tube 17, 54, 60

Power Switch 16, 20

Pre-Coil Tube 17, 54, 60

Preparing an RP Dose 68

Priming the PAS 63

Priming the SAS 59

Printer 16, 118, 119, 121

R

Recommended Maintenance Schedule 84
Recoverable Errors / Messages 118
Recovering a Dose Due to a System Failure 114
Recovering from Activation of Air Detector 113
Recovering from Priming Issues 113
Removable Prime Tube 59, 64

Replacing the Printer Paper 95

RP Assay 24, 48, 51, 57, 59, 60

RP Pump 5, 13, 15, 17, 56, 77, 113, 115
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RP Tube 17, 54, 56, 60

S

Safety Features 13

Saline Disconnect Luer 17, 52, 113, 114
Saline Hook 7, 16, 50, 51

Saline Pump 5, 13, 16, 17,52, 53,77, 113, 114
Saline Spike 5, 17, 51

Saline Tube 15, 17,52, 53, 60, 77

Saline Tube Holder 15, 53

SAS Coil 17, 54, 60, 78

SAS Components 57

SAS Confluence Holder 15, 53, 54

SAS Track 15, 17,53, 54

Securing the Intego PET Infusion System 21
Shielded Chamber 7, 13, 14, 15, 16, 21, 23
Shielded Chamber Lid 9, 14, 15, 16, 26, 27, 47, 50, 57, 58, 59
Shielded Chamber Lid Latch 16, 27, 47, 51, 58, 77
Shut Down 9

Specifications 3, 99

Specifications, Electrical 102

Specifications, Environmental 101
Specifications, Fluid Delivery 103
Specifications, Mechanical 99

Standby 16, 21, 22, 26, 27

Status Indicators 9, 17

Stop Button 4, 16, 120

Swabbable Valve 15, 17, 18, 55, 59, 77, 115, 116
Swabbable Valve Holder 15, 55, 77
Symbols &

Symbols and Icons 4

System Configuration 29

System Messages 117

System Overview 13

T

T-Connector 6, 15, 17, 54

T-Connector Holder 15, 54, 55

Test Inject 14, 32, 65, 114

Training Mode 40, 79, 80, 81
Troubleshooting 113

U

Unlocking the Device 22

USB Port 16, 34, 35, 41, 42, 45

Vv

Vial Cap 19

Vial Monitoring 73, 74

Vial Shield 13, 15, 19, 48, 49, 57, 58, 60
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Vial Shield Compartment 15, 53, 56, 57, 58, 115

W

Waste Container 13, 15, 17, 24, 27, 54, 60, 69, 70, 105, 117, 119, 121
Waste Pinch Valve 15, 54, 55, 77

Waste Storage 15, 54, 78

Waste Tube 17, 54, 60, 77
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ENGLISH

Introduction: Read the information contained within this
document completely before installing or using the MEDRAD
Intego PET Infusion System Administration Sets. Understanding
this information will assist the user in safely operating the
MEDRAD Intego System.

Intended Use: The MEDRAD Intego PET Infusion System is
intended to deliver accurate doses of '°F Fluorodeoxyglucose
(FDG) and "®F Sodium Fluoride (NaF) radiopharmaceuticals
and commonly used flushing solutions to patients during
molecular imaging (nuclear medicine) diagnostic procedures.
The MEDRAD Intego PET Infusion System s also intended to
provide effectiye radiation shielding to medical personnel from
Fluorine-18 ("°F) radiation exposure during nuclear medicine
diagnostic procedures.

Indications for Use: The MEDRAD Intego PET Infusion
System is indicated for the administration of 18
Fluorodeoxyglucose (FDG), 8F Sodium Fluoride (NaF),
and commonly used flushlng solutions to patients during
molecular imaging (nuclear medicine) procedureg
N8 TE: MEDRAD Intego disposables labeled for 1°F FDG or
F NaF are intended for the delivery of NaF with software
version CR10.1 and later. Please contact the Bayer
representative for addmonal information regarding
administration of '°F NaF.

Restricted Sale: The United States Food and Drug
Administration (FDA) restricts sale of this device to physicians
or those with written authorization from a physician.

Important Safety Notice: This device is intended to be used
by trained personnel with experience in diagnostic imaging
studies.

Report any serious incident that has occurred in relation to
this device to Bayer (radiology.bayer.com/contact) and to
your local European competent authority (or, where
applicable, to the appropriate regulatory authority of the
country in which the incident has occurred).

/\ Warnings

For devices labeled for single use, please note:
This product is intended for single use only. Do not
resterlllze, reprocess or reuse. The disposable

ices have been designed and validated for single
use only. Re-use of the single use disposable devices
pose risks of device failure and risks to the patient.
Potential device failure includes significant component
deterioration with extended use, component malfunction,
and system failure. Potential risks to the patient include
injury due to device malfunction or infection as the device
has not been validated to be cleaned or re-sterilized.

Biological contamination can result from reusing the
Patient Administration Set or failure to follow sterile
technique. DO NOT reuse or attempt to resterilize. Properly
discard disposable items after use. If there is any possibility
that contamination may have occurred during set-up or use,
disassemble and set-up a new sterile product.

Severe operator injury can occur if care is not taken
when opening or closing the lids over the shielded
chamber or the Patient Administration Set compartment.
Be certain that all fingers are clear before opening or closing
the shielded chamber lid or the Patient Administration Set
compartment lid.

Only the fluid path of the set is sterile and non
pyrogenic. Do not use in a sterile or aseptic area without
proper precautions.

Air embolism or improper injection dosage may occur
if saline line is damaged. Make certain not to pinch the
saline tube within the saline pump as this may damage the
administration set.

Biological contamination may occur if aseptic
techniques are not followed. Follow facility guidelines
to disinfect the vial septum.

Radiation Exposure Hazard: Injector may contain
radioactive materials. Do not reach under cart while
system contains activity. Do not remove access panels
while system contains activity.

Do not use if sterile package is opened or damaged.
Patient or operator injury may result if package is
opened or damaged, or if damaged components are used.
Visually inspect contents and package before each use.

Puncture hazard. The SAS contains sharps. To prevent
injury, take care when handling the SAS to control

the sharps. Dispose of the sharps per individual facility
guidelines.

DO NOT use the Source Administration Set with more
than one multi-dose vial. Using the Source Administration
Set with more than one muilti-dose vial could result in injury
to patient or operator.

Radiation exposure hazard. Using the lid of the
Shielded Chamber as a work space may expose

the operator to excess radiation. Do not use the lid to
the Shielded Chamber as a work space while there are
radioactive materials present within the system. Using the
lid as a work space or placing items on the lid while it is
open may damage the lid, hampering its ability to provide
an adequate radiation shield.

Radiation exposure hazard. Radiopharmaceuticals
emit gamma radiation. Operator should exercise extreme
caution when handling radiopharmaceuticals. Doses

may exceed maximum permissible dose if appropriate
precautions are not properly exercised. Follow all individual
facility guidelines for the handling and disposal of
radioactive materials. DO NOT open the Shielded Chamber
without first taking radiation precautions as outlined in
facility procedures.

/\ Warnings

DO NQT use any radiopharmaceutical products other
than 'SF Fluorodeoxyglucose (FDG) or '°F Sodium
Fluoride (NaF) with the MEDRAD Intego Sy%tem Use of
radiopharmaceuticals other than '8F FDG or '°F NaF may
damage the MEDRAD Intego System and may cause
inaccurate dose measurement and/or excessive radioactive
exposure.

Improper injection dosage or radiation spillage may
result if the Shielded Chamber lid is closed onto the
tubing set. Ensure that the tubing set and all administration
set components are properly installed before closing the
Shielded Chamber lid.

Patient infection may result from the use of non-sterile
components. Maintain sterility of all disposable components
using aseptic techniques.

The PVC tubing in the PAS contains DEHP, a chemical
known to the State of California to cause birth defects or
other reproductive harm.

Extremely high doses of phthalates such as DEHP have been
reported to cause birth defects in research animals. Although
limited scientific data is available on the effect of phthalates in
humans, health authorities recommend that exposure to
devices containing these compounds be minimized as much
as possible for children and nursing or pregnant women.

DEHP is also a substance on the candidate list of
Substances of Very High Concern (SVHC) according to
Article 59 of REGULATION (EC) no. 1907/2006 concerning
the Registration, Evaluation, Authorization and Restriction
of Chemicals (REACH).

Substance Name: Bis (2-ethyl(hexyl)phthalate) (DEHP)
CAS Number: 117-81-7

Ec Number: 204-211-0

INSTALLING THE SOURCE ADMINISTRATION SET (SAS)
Always install a new SAS when installing a new multi-dose
vial. Install the multi-dose vial and the SAS in the Shielded
Chamber using the following procedure:

1. Release the latch securing the Chamber Lid and slide the
lid towards the front of the cart to expose the Shielded
Chamber.

2. Open the disposable tray and remove the SAS from the
packaging.

3. Place the saline bag onto the hanger on the rear of the
cartnear the handle and insert spike at the end of the SAS
into the saline bag.

4. Insert the Saline Tube into the Saline Pump so that the
connector is between the pump and the saline bag, with
the connector close to the pump.

5. Insert the tubing into the hold-down clip and route the
Saline Tube along the SAS track, starting at the Saline
Pump and ending at the Vial Shield Compartment where
the Vial Shield will be installed.

NOTE: Make certain that the Saline Tube is centered on

the pump rollers. The tubing must not fall below the rollers.

When closing the pump door, make certain that the Saline

Tube is centered in the pump door so that the tubing is

not pinched.

6. Insert the Sharps Cartridge into the clip on the shield lid.
The tube exiting the Sharps Cartridge should be towards
the RP Pump.

NOTE: Do not remove the protective sheath from the

needles of the Sharps Cartridge.

7. Insert Confluence into the SAS Confluence holder.

8. Verify dose calibrator is empty before installing coil.

9. Insert the SAS Coil into the Dose Calibrator so that the
loose ends of the tubing are towards the top.

NOTE: Be sure that the SAS Caoil is placed at the bottom of

the Dose Calibrator.

10. Unroll the Waste Bag and insert it into the shielded

Waste Storage.

11. Insert the T-connector into the retainer.

12. Install the section of tubing between the T-connector and
the Waste Bag into the waste pinch valve.

NOTE: The pinch valve is opened by pushing on the button

on the top of the valve. To install the tubing, slide the tubing

into the valve while pushing down on the button.

13. Install the pinch valve cover on the waste pinch valve.

14. Install the section of tubing between the T-connector and
the Swabbable Valve into the PAS pinch valve.

NOTE: The pinch valve is opened by pushing on the button

on the top of the valve. To install the tubing, slide the tubing

into the valve while pushing down on the button.

15. Install the pinch valve cover on the PAS pinch valve.

16. Insert the free end of the SAS (exiting the PAS pinch
valve) into the Air Detector.

17. Using the Vial Shield Compartment handle, lift the shield
lid straight up and then rotate the lid counter-clockwise.

18. The shield lid is hinged. Lift the lid to expose the Sharps
Cartridge Clip.

19. Lower the shield lid over the Sharps Cartridge.

20. Insert the Vial Shield containing a full vial of the
radiopharmaceutical indicated for use into the Vial Shield
Compartment. DO NOT remove the vial access cap of the
Vial Shield. Leave the carrying handle on the Vial Shield.

NOTE: The Vial Shield is keyed so that it can only be

properly inserted into the Vial Shield Compartment with

the Vial Shield Compartment posts resting in the keyed
areas located next to the flat surfaces of the Vial Shield.

21. Remove the cap from the Vial Shield by pushing down
on the carrying handle, rotating the vial access cap
counter-clockwise, and then lifting the cap straight off.

22. Follow aseptic techniques as outlined in individual
facility guidelines to disinfect the vial septum.

23. Insert the sharps into the multi-dose vial by pivoting the
shield lid back over the well and pressing the needles
straight down into the vial.

24. Insert the tubing from the Sharps Cartridge into the
RP pump. Ensure that the tube collar rests immediately
outside the RP pump, on the side closest to the Vial
Shield Compartment. Close the pump lid.

25, Verify that all of the SAS is lying flat within the channel,
that the Vial Shield Compartment handle is down and
that the door of the RP pump is closed with the tubing
completely installed. Close the chamber lid.

NOTE: Follow facility procedures to ensure that the

radiopharmaceutical indicated for use is properly secured

within the MEDRAD Intego PET Infusion System.

NOTE: The MEDRAD Intego PET Infusion System is

designed to be used with standard locks. Bayer does not

supply a lock with the system.

26.Enter multi-dose vial assay information by following the
procedure outlined in the Entering Multi-dose Vial Assay
Information section of the MEDRAD Intego Operation
Manual.

INSTALLING THE PATIENT ADMINISTRATION SET (PAS)

Always install a new PAS for each patient. Install the PAS

using the following procedure:

1. Open the shield cover over the PAS area of the Shielded
Chamber.

2.Clean the Swabbable Valve at the distal end of the SAS
following aseptic techniques described in individual
facility guidelines.

3. Attach the PAS to the Swabbable Valve at the distal end
of the SAS.

4. Depending on which side of the patient the MEDRAD
Intego PET Infusion System is located, route the PAS
out either the left or right side of the shielding.

5. Ensure that the PAS will not be pinched, and close the
shield cover.

UTSCH

Einfiihrung: Lesen Sie bitte dieses Dokument vollstandig
durch, bevor Sie die Verabreichungssets des MEDRAD

Intego PET-Infusionssystems installieren oder verwenden.
Ein griindliches Verstandnis dieser Informationen ist
Voraussetzung fiir die sichere Anwendung des MEDRAD
Intego PET-Infusionssystems.

Verwendungszweck: Das MEDRAD Intego PET-
Infusionssystem ist fiir die Abgabe exakter Dosen

der Rad|ophgrmazeutika F Fluordeoxyglukose
(FDG) und "8F-Natriumfluorid (NaF) sowie von haufig
verwendeten Spiillésungen an Patienten im Rahmen
von Diagnoseverfahren mit molekularer Bildgebung
(Nuklearmedizin) bestimmt. Des Weiteren bietet das
MEDRAD Intego PET-Infusionssystem eine wirksame
Strahlenabschirmung zum Schutz des medizinischen
Personals vor einer Aussetzung an Fluor-18 (F-18-Strahlen)
wahrend der nuklearmedizinischen Diagnoseverfahren.

Verwendungszweck: Das MEDRAD Intego PET-
Infusionssystem ist fir die Vgrabreichung von '°F-
Fluordeoxyglukose (FDG), '°F-Natriumfluorid (NaF) und
haufig verwendeten Spullosungen an Patienten im Rahmen
von molekularen Bildgebungsverfahren (Nuklearmedizin)
bestimmt.

HINWEIS: Fiir "®F-FDG oder '®F-NaF etikettierte MEDRAD
Intego-Einwegprodukte sind fiir die Abgabe von NaF

mit Softwareversion CR10.1 und spéater bestimmt. Fir
weitere Informationen zur Abgabe von "°F-NaF die Bayer-
Vertretung kontaktieren.

Verkaufsbeschrénkung: Laut den Bestimmungen der
US Food and Drug Administration (FDA) darf dieses Gerat
nur an Arzte oder an Personen mit schriftlicher arztlicher
Erlaubnis verkauft werden.

Bitte melden Sie alle im Zusammenhang mit diesem
Produkt auftretenden schwerwiegenden Vorfalle an Bayer
(radiology.bayer.com/contact) und die zustandige Behorde
in Europa (oder, falls zutreffend, an die zusténdige
Aufsichtsbehdrde des Landes, in dem sich der Vorfall
ereignet hat).

/A\Warnhinweise

Bei Produkten, die fiir den Einmalgebrauch
gekennzeichnet sind, ist Folgendes zu beachten:
Dieses Produkt ist nur zum einmaligen Gebrauch
vorgesehen. Nicht resterilisieren, wiederaufbereiten
oder wiederverwenden. Die Einwegprodukte
wurden ausschlieBlich fiir den einmaligen Gebrauch
entwickelt und validiert. Die Wiederverwendung

von Einwegprodukten kann zur Fehlfunktion des Geréts
filhren und Patienten geféhrden. Zu den méglichen
Fehlfunktionen von Geraten gehéren erheblicher
Verschlei der Komponenten nach langerem
Gebrauch, Funktionsstdrung der Komponenten

und Systemversagen. Zu den potenziellen Risiken

fiir Patienten gehoren Verletzungen aufgrund von
Funktionsstérungen des Produkts oder Infektionen
aufgrund einer nicht validierten Reinigung oder
Resterilisation des Produkts.

Die Wlederverwendung des patlentenseltlgen

der N gung der sterilen
Technik kann zu biologischen Kontaminationen
fiihren. NICHT wiederverwenden oder resterilisieren.
Nach dem Gebrauch sind die Einwegartikel
ordnungsgeménR zu entsorgen. Wenn die Mdglichkeit
besteht, dass das Produkt wéhrend der Einrichtung oder
Verwendung kontaminiert wurde, entsorgen Sie es und
verwenden Sie ein neues, steriles Produkt.

Bei unachtsamem Vorgehen beim Offnen oder
SchlieBen der Deckel auf der abgeschirmten
Kammer oder der Kammer des patientenseitigen
Verabreict ts kann der Bedi schwere
Verletzungen ‘erleiden. Vor dem Offnen oder SchiieRen
des Deckels der abgeschirmten Kammer oder der
Kammer des patientenseitigen Verabreichungssets muss
sichergestellt werden, dass keine Finger eingeklemmt
werden konnen.

Nur die Zuleitung des Sets ist steril und pyrogenfrei.
Vor der Verwendung in einem sterilen oder aseptischen

/\Warnhinweise

Im Fall einer beschadigten Kochsalzlosungsleitung
besteht die Gefahr einer Luftembolie oder einer
falschen Injektionsdosis. Darauf achten, dass die
Kochsalzldsungsleitung in der Kochsalzlésungspumpe
nicht eingeklemmt wird, da dies eine Beschadigung des
Verabreichungssets zur Folge haben kdnnte.

halt

Bei Nichtei 1g der aseptischen Verfahren
besteht die Gefahr einer biologischen Kontamination.
Das Septum der Ampulle muss gemaf dem
Krankenhausprotokoll desinfiziert werden.

Gefahr einer Strahlenaussetzung: Der Injektor kann
radioaktives Material enthalten. Nicht unter den Wagen
greifen, wahrend im System Aktivitat vorhanden ist.

Die Abdeckplatten nicht entfernen, wahrend im System
Aktivitat vorhanden ist.

Nicht verwenden, wenn die sterile Verpackung
geoffnet oder beschadigt ist. Bei gedffneter bzw.
beschadigter Verpackung oder bei Verwendung
beschadigter Komponenten konnen Patienten oder
Bediener verletzt werden. Vor jedem Gebrauch eine
Sichtpriifung der Packung und des Inhalts durchfiihren.

Stichgefahr. Das SAS enthélt Nadeln. Bei der
Handhabung des SAS vorsichtig vorgehen, um
Stichverletzungen zu vermeiden. Die Nadel gemaR dem
Krankenhausprotokoll fiir spitze Gegenstande entsorgen.

Das quellenseitige Verabreichungsset darf NICHT fiir
mehr als eine Multidosis-Ampulle verwendet werden.
Wird das quellenseitige Verabreichungsset fir mehr als
eine Multidosis-Ampulle verwendet, kann der Patient oder
der Bediener verletzt werden.

Gefahr einer Strahlenaussetzung. Der Deckel der
abgeschirmten Kammer darf nicht als Arbeitsflache
verwendet werden, da dies eine libermaRige
Strahlenaussetzung des Bedieners zur Folge haben
konnte. Den Deckel der abgeschirmten Kammer niemals
als Arbeitsflache verwenden, wahrend im System
radioaktives Material vorhanden ist. Die Verwendung
des Deckels als Arbeitsflache oder das Ablegen

von Gegenstanden auf dem gedffneten Deckel

kann zur Beschadigung des Deckels fiihren und
dessen ordnungsgemale Strahlenschutzfunktion
beeintrachtigen.

Gefahr einer Strahlenaussetzung.
Radiopharmazeutika geben Gammastrahlen ab.

Der Bediener sollte im Umgang mit Radiopharmazeutika
mit groRter Vorsicht vorgehen. Bei Nichtbefolgung

der entsprechenden Sicherheitsmafnahmen kann

die maximal zuléssige Dosis Uberschritten werden.

Alle Verfahrensrichtlinien des Krankenhauses fiir die
Handhabung und Entsorgung von radioaktivem Material
befolgen. Die abgeschirmte Kammer NICHT &ffnen,
ohne vorher die im Krankenhausprotokoll festgelegten
StrahlenschutzmafRnahmen durchzufiihren.

Mit dem MEDRAD Intego PET-Infusionssystem
diirfen KEINE anderen Radiopharmazeutika als 8F.
Fluordeoxyglukose (FDG) oder "8F-Natriumfluorid
(NaF) verwendet werden. Bei Verwendung von
Réadmpharmaz tika mit anderen Isotopen als

F-FDG oder F NaF kann das MEDRAD Intego
PET-Infusionssystem beschadigt und eine falsche
Dosismessung und/oder iibermaRige Strahlenaussetzung
verursacht werden.

Wenn der Deckel der abgeschirmten Kammer beim
SchlieBen auf dem Schlauchsatz aufliegt, besteht
die Gefahr einer falschen Injektionsdosis oder
eines Entweichens von radioakti Material.

Vor dem SchlieRen des Deckels der abgeschirmten
Kammer immer sicherstellen, dass der Schlauchsatz
und alle Komponenten des Verabreichungssets richtig
montiert sind.

Die Verwendung von nicht sterilen Komponenten
kann zur Infektion des Patienten fiihren. Sorgen Sie
durch Anwendung aseptischer Verfahren fiir die Sterilitat
aller Einmalkomponenten.

Die PVC-Schlduche des PAS enthalten DEHP, eine
chemische Substanz, die im Staat Kalifornien als konnatale
Defekte oder anderweitige Fortpflanzungsschaden
verursachend bekannt ist.

Extrem hohe Phthalat-Dosen wie z. B. DEHP haben sich
in Tierversuchen als Geburtsfehler verursachend
erwiesen. Obgleich wissenschaftliche Daten zur Wirkung
von Phthalaten auf den Menschen nur begrenzt verfiigbar
sind, empfehlen die Gesundheitsbehdrden, den Kontakt
mit Produkten, die diese Verbindungen enthalten, fiir
Kinder, Schwangere und Stillende so weit wie méglich
einzuschranken.

Feld sind die entsprechenden Manahmen zu treffen.

Ebenso ist die Substanz DEHP laut Artikel 59,
REGULATION (EC) Nr. 1907/2008, im Hinblick auf die
Registrierung, Beurteilung, Genehmigung und
Beschrénkung von Chemikalien (Registration, Evaluation,
Authorization and Restriction of Chemicals, REACH) in der
Liste der besonders besorgniserregenden Stoffe
(Substances of Very High Concern, SVHC) enthalten.
Name der Substanz: Diethylhexylphthalat (DEHP)
CAS-Nummer: 117-81-7

EC-Nummer: 204-211-0

INSTALLIEREN DES QUELLENSEITIGEN
VERABREICHUNGSSETS (SAS)

Bei jedem Anbringen einer neuen Multidosis-Ampulle
muss ein neues SAS installiert werden. Den Multidosis-
GroRbehalter und das SAS wie in folgendem Verfahren
beschrieben in der abgeschirmten Kammer installieren.




1.Den Riegel des Kammerdeckels 6ffnen und den
Deckel zur Vorderseite des Wagens schieben,
um die abgeschirmte Kammer zu 6ffnen.

2. Die Einmalproduktschale 6ffnen und das SAS aus der
Verpackung nehmen.

3. Den Kochsalzldsungsbeutel an dem Hanger an der
Wagenriickseite nahe dem Griff aufhangen und den Spike
auf der SAS-Seite in den Kochsalzldsungsbeutel stecken.

4. Den Kochsalzlésungsschlauch so in die
Kochsalzldsungspumpe einfiihren, dass der
Anschluss zwischen Pumpe und Kochsalzldsungsbeutel
und nahe der Pumpe liegt.

5.Den Schlauch in die Niederhalteklemme legen. Dann
den Kochsalzlosungsschlauch des SAS entlang der
SAS-Schiene von der Kochsalzlésungspumpe aus bis
zu der abgeschirmten Kammer fiir die Ampulle verlegen.

HINWEIS: Sicherstellen, dass der Kochsalzl6sungs-

schlauch auf den Pumpenrollen zentriert ist. Der Schlauch

darf nicht unter die Rollen fallen. Beim Schiieen der

Pumpenklappe muss darauf geachtet werden, dass der

Kochsalzlésungsschlauch in der Pumpenklappe zentriert

ist, damit der Schlauch nicht eingeklemmt wird.

6. Die Sharps Cartridge in die am Abschirmdeckel
vorgesehene Klemme stecken. Der von der Sharps
Cartridge abgehende Schlauch muss zur RP-Pumpe
gerichtet sein.

HINWEIS: Nicht die Schutzhtille von den Nadeln der Sharps

Cartridge entfernen.

7.Den Zusammenfluss in die SAS-Halterung einfiihren.

8. Vor dem Installieren der Spule sicherstellen, dass der
Dosiskalibrator leer ist.

9. Die SAS-Spule so in den Dosiskalibrator einfiihren, dass
die losen Enden des Schlauchs nach oben gerichtet sind.

HINWEIS: Darauf achten, dass die SAS-Spule auf dem

Boden des Dosiskalibrators aufliegt.

10. Den Abfallbeutel auseinanderrollen und in das
abgeschirmten Abfallbeutelfach einsetzen.

11. Den T-Anschluss in den Halter stecken.

12. Den Schlauchabschnitt zwischen dem T-Anschluss und
dem Abfallbeutel im Quetschventil montieren.

HINWEIS: Zum Offnen des Quetschventils den Knopf oben

auf dem Ventil driicken. Zum Montieren den Schlauch bei

gedriicktem Knopf in das Ventil schieben.

13. Den Deckel des Quetschventils auf dem Abfall-
Quetschventil anbringen.

14. Den Schlauchabschnitt zwischen dem T-Anschluss
und dem Halkey-Roberts-Ventil (HR-Ventil) im PAS-
Quetschventil montieren.

HINWEIS: Zum Offnen des Quetschventils den Knopf oben

auf dem Ventil driicken. Zum Montieren den Schlauch bei

gedriicktem Knopf in das Ventil schieben.

15. Den Deckel des Quetschventils auf dem PAS-
Quetschventil anbringen.

16. Das freie Ende des SAS (das vom PAS-Quetschventil
abgeht) in den Luftdetektor einfiihren.

17. Unter Verwendung des Griffes an der Ampullenkammer
den Abschirmdeckel gerade nach oben heben und
entgegen dem Uhrzeigersinn weg drehen.

18. Der Abschirmdeckel ist ein Klappdeckel. Den Deckel
aus dem Weg klappen, um die Sharps Cartridge-
Klemme freizulegen.

19. Den Abschirmdeckel auf die Sharps Cartridge
absenken.

20. Die Ampullenabschirmung, die eine volle Ampulle
des zu verwendenden Radiopharmazeutikums
enthélt, in die Ampullenkammer einsetzen. Die
Ampullenzugangskappe an der Ampullenabschirmung
darf NICHT entfernt werden. Den Tragegriff auf der
Ampullenabschirmung belassen.

HINWEIS: Die Ampullenabschirmung ist so ausgefiihrt,

dass sie nur auf eine Weise richtig in die Ampullenkammer

eingesteckt werden kann, nmlich mit den Pfosten

der Ampullenkammer in den ausgesparten Bereichen

auf beiden Seiten der flachen Oberflachen der

Ampullenabschirmung.

21. Die Kappe von der Ampullenabschirmung entfernen;
dazu den Tragegriff nach unten driicken, die
Ampullenzugangskappe gegen den Uhrzeigersinn
drehen und die Kappe gerade nach oben abziehen.

22. Das Septum der Ampulle unter Einsatz von aseptischen
Verfahren gemaR dem Krankenhausprotokoll
desinfizieren.

23. Die Nadeln in die Multidosis-Ampulle stecken; dazu den
Abschirmdeckel wieder auf die Vertiefung schwenken
und die Nadeln gerade nach unten in die Ampulle
pressen.

24. Den von der Sharps Cartridge abgehenden Schlauch
in die RP-Pumpe einfiihren. Sicherstellen, dass die
Schlauchschelle unmittelbar auRerhalb der RP-Pumpe
und auf der Seite aufliegt, die am nachsten zur
Ampullenkammer liegt. Die Klappe der Pumpe
schlieen.

25. Sicherstellen, dass das SAS vollstandig in dem Kanal in
der abgeschirmten Kammer untergebracht, der Griff fiir
den Deckel der Ampullenkammer nach unten gestellt,
der Schlauch komplett installiert und die Klappe der RP-
Pumpe geschlossen ist. Den Kammerdeckel schlieRen.

HINWEIS: Unter Befolgung des Krankenhausprotokolls

bestatigen, dass das zu verwendende Radiopharma-

2.Das HR-Ventil am distalen Ende des SAS unter
Einsatz von aseptischen Verfahren gemafk dem
Krankenhausprotokoll reinigen.

3.Das PAS an das HR-Ventil am distalen Ende des SAS
anschliefen.

4, Je nachdem, auf welcher Seite des Patienten das
MEDRAD Intego PET-Infusionssystem aufgestelltist, das
PAS entweder links oder rechts aus der Abschirmung
herausfiihren.

5. Sicherstellen, dass das PAS nicht eingeklemmt werden
kann und dann den Abschirmdeckel schlieRen.

FRANCAIS

Introduction : Lisez les informations contenues dans le
présent document dans leur intégralité avant d'installer
ou d'utiliser les nécessaires a perfusion du systéme

de perfusion TEP MEDRAD Intego. Ces informations
permettront d'utiliser en toute sécurité le systeme
MEDRAD Intego.

Utilisation prévue : Le systéme de perfusion TEP
MEDRAD Intego a été congu pour administrer aux patients
des doses précises des produits radiopharmaceutiques '°F
fluorodésoxyglucose (FDG) et '°F fluorure de sodium (NaF)
et des solutions de ringage communément utilisées lors
de procédures diagnostiques d'imagerie moléculaire
(medecine nucléaire). Le systéme de perfusion TEP
MEDRAD Intego a également été congu dans l'optique de
fournir au personnel médical un bl|nq€ge efficace contre les
rayonnements émis par le fluor 18 ('°F) lors de procédures
diagnostiques de médecine nuclea|re

Indications : Le systeme de perfusion TEP MEDRAD
Intego est indiqué pour administrer aux patients du 18F
fluorodésoxyglucose (FDG), du "8F fluorure de sodium
(NaF) et des solutions de ringage communément utilisées
lors de procédures d'imagerie moléculaire (médecine
nucléaire).

REMARQUE : Les consommables MEDRAD Intego
étiquetés '°F FDG ou '°F NaF sont prévus pour
I'administration de NaF avec la version logicielle

CR10.1 ou ultérieure. Veuillez contacter le représentant
Bayer pour toute information supplémentaire concernant
I'administration du '°F NaF.

Vente restreinte : La Food and Drug Administration (FDA)
américaine restreint la vente de cet appareil aux médecins
ou aux personnes justifiant d'une autorisation écrite d'un
médecin.

Signalez tout incident grave survenu en relation avec cet
appareil a Bayer (radiology.bayer.com/contact), ainsi qu'a
l'autorité européenne compétente (ou, le cas échéant, a
I'organisme de réglementation compétent du pays dans
lequel Iincident s'est produit).

A\ Avertissements

AAvertissements

Risque de perforation. Le SAS contient des éléments
pointus. Pour ne pas risquer de vous blesser, soyez
vigilant lorsque vous manipulez le SAS pour contréler
les éléments pointus. Mettez ces derniers au rebut
conformément aux directives de I'établissement.

N’UTILISEZ PAS le nécessaire a perfusion de la
source avec plusieurs flacons multidoses, au risque
de blesser le patient ou I'opérateur.

Risque d’exposition aux rayonnements. L'utilisation
du couvercle de la chambre blindée comme espace de
travail risque d’exposer I'opérateur a un excédent de
rayonnements. N'utilisez pas le couvercle de la chambre
blindée comme espace de travail alors que le systéme
contient des matériaux radioactifs. L utilisation du
couvercle en tant qu'espace de travail ou le fait de poser
des éléments sur le couvercle alors qu'il est ouvert risque
de 'endommager, oblitérant ainsi sa capacité & offrir un
blindage adéquat contre les rayonnements.

Risque d’exposition aux rayonnements. Les
produits radiopharmaceutiques émettent des
rayonnements gamma. L'opérateur doit procéder avec
une extréme prudence lorsqu'il manipule des produits
radiopharmaceutiques. Les doses peuvent dépasser la
dose maximale autorisée si les précautions adéquates
ne sont pas prises. Observez toutes les directives de
I'établissement relatives a la manipulation et a la mise au
rebut des produits radioactifs. N'ouvrez PAS la chambre
blindée sans avoir pris au préalable des mesures de
précaution contre les rayonnements, comme l'indiquent
les procédures de I'établissement.

N’utilisez AUCUN produit radlopharmaceuthue autre
que le '°F fluorodésoxyglucose (FDG) ou '°F fluorure
de sodium (NaF) avec le systeme MEDRAD Intego.

%age de prodwés radiopharmaceutiques autres que

F FDG ou le '°F NaF peut endommager le systeme

MEDRAD Intego et provoquer des mesures de dose
inexactes et/ou une exposition excessive aux
rayonnements radioactifs.

Un dosage d’injection inapproprié ou une fuite de
rayonnement peut se produire si le couvercle de la
chambre blindée comprime un segment de tubulure.
Vérifiez que la tubulure et tous les composants du
nécessaire a perfusion sont correctement installés avant
de fermer le couvercle de la chambre blindée.

L’emploi de composants non stériles peut représenter
une cause d’infection chez le patient. Préservez la
stérilité de tous les composants jetables en suivant des
techniques aseptiques.

Pour les dispositifs étiquetés comme étant a

usage unique, noter ce qui suit : ce produit a été
exclusivement congu pour un usage unique. Ne pas
restériliser, retraiter ni réutiliser. Les dispositifs
jetables ont été congus et validés pour un usage
unique strict. La réutilisation des dispositifs jetables

a usage unique présente des risques de défaillance

de ces derniers et des risques pour le patient. Les
défaillances potentielles du dispositif incluent une
détérioration importante des composants en cas d'usage
prolongé, le dysfonctionnement des composants et la
défaillance du systéme. Les risques potentiels pour le
patient incluent des Iésions dues au dysfonctionnement
du dispositif ou une infection, le dispositif n'ayant pas été
validé pour étre nettoyé ni restérilise.

Une contamination biologique peut découler de la
réutilisation du nécessaire a perfusion du patient
ou du non-respect des techniques stériles. Ne PAS
le réutiliser et ne PAS essayer de le restériliser. Apres
utilisation, mettre les articles jetables au rebut comme
il convient. Dans I'éventualité ol une contamination

se serait produite pendant I'installation ou I'utilisation,
démonter et installer un produit stérile neuf.

L’opérateur risque d’étre gravement blessé s'il ne fait
pas preuve de prudence en ouvrant ou en fermant les
couvercles au-dessus de la chambre blindée ou du
compartiment du nécessaire a perfusion du patient.
Vérifiez que vos doigts ne se trouvent pas & proximité
avant d’ouvrir ou de fermer le couvercle de la chambre
blindée ou le couvercle du compartiment du nécessaire
a perfusion du patient.

Seule la tubulure du nécessaire est stérile et
apyrogene. Ne pas utiliser dans une zone stérile ou
aseptique sans avoir pris les précautions nécessaires.

e e

Une emboli ou un d
inapproprié peut se produire si la ' tubulure de sérum
physiologique est endommagée. Veillez a ne pas pincer
la tubulure de sérum physiologique dans la pompe de
sérum physiologique sous peine d’'endommager le
nécessaire a perfusion.

zeutikum sicher im MEDRAD Intego PET-Infusionssystt

befestigt ist.

HINWEIS: Das MEDRAD Intego PET-Infusionssystem ist

fir die Verwendung mit Standardschldssern ausgefiihrt.

In dem von Bayer gestellten Lieferumfang ist kein Schloss

enthalten.

26. Die Testdaten der Multidois-Ampulle gemaf den
Anweisungen im Abschnitt ,Eingabe der Testdaten
der Multidosis-Ampulle” in der Bedienungsanleitung
zum MEDRAD Intego System eingegeben.

INSTALLIEREN DES PATIENTENSEITIGEN

VERABREICHUNGSSETS (PAS)

Fir jeden neuen Patienten muss ein neues PAS installiert

werden. Das PAS wie folgt installieren:

1. Den Abschirmdeckel iiber dem PAS-Bereich der

abgeschirmten Kammer 6ffnen.

Une contamination biologique peut se produire

si les techniques aseptiques ne sont pas observées.
Suivez les directives de I'établissement pour désinfecter
le septum du flacon.

Risque d’exposition aux rayonnements : I'injecteur
peut contenir des matériaux radioactifs. Ne placez
aucune partie de votre corps sous le chariot lorsque le
systeme contient une activité. Ne retirez pas les panneaux
d’acces lorsque le systeme contient une activite.

Ne pas utiliser si I'emballage stérile est ouvert ou
endommagé. Un emballage ouvert ou endommagé, ou
I'utilisation de composants endommagés représente un
risque de lésion pour le patient ou 'opérateur. Inspectez
visuellement 'emballage et son contenu avant chaque
utilisation.

La tubulure en PVC du PAS contient du DEHP, un produit
chimique considéré par I'Etat de Californie comme
responsable d'anomalies congénitales ou d'autres effets
nuisibles sur le systéme reproductif.

Il a été signalé que de trés fortes doses de phtalates tels
que le DEHP pouvaient provoquer des anomalies
congénitales chez les animaux de laboratoire. Méme siles
données scientifiques disponibles sur les effets des
phtalates chez les humains sont limitées, les autorités de
santé recommandent de minimiser autant que possible
I'exposition des enfants et des femmes enceintes ou
allaitantes aux dispositifs contenant ces composés.

Le DEHP est également un produit figurant sur la liste des
substances extrémement preoccupantes de I'article 59 de la
réglementation européenne n° 1907/2006 (réglement
REACH) portant sur 'enregistrement, 'évaluation,
I'autorisation et la restriction des produits chimiques.

Nom de la substance : Phtalate de di-(2-éthylhexyle)
(DEHP)

Numéro CAS : 117-81-7

Numéro CE : 204-211-0

INSTALLATION DU NECESSAIRE A PERFUSION DE LA

SOURCE (SAS)

Installez toujours un SAS neuf lors de l'nstallation d’un

flacon multidose neuf. Installez le flacon multidose et

le SAS dans la chambre blindée en suivant la procédure

ci-dessous :

1. Relachez le dispositif de fermeture fixant le couvercle
de la chambre et faites glisser le couvercle vers 'avant
du chariot pour exposer la chambre blindée.

2. Ouvrez le plateau jetable et retirez le SAS de I'emballage.
3. Placez la poche de sérum physiologique sur le crochet de
suspension situé a I'arriére du chariot a proximité de la
poignée et insérez le perforateur a 'extrémité du SAS

dans la poche de sérum physiologique.

4. Insérez la tubulure de sérum physiologique dans la
pompe de sérum physiologique de sorte que le raccord
se trouve entre la pompe et la poche de sérum
physiologique, a proximité de la pompe.

5. Insérez la tubulure dans le clip de retenue et acheminez
la tubulure de sérum physiologique le long du rail du SAS,
depuis la pompe de sérum physiologique jusqu’au
compartiment de blindage du flacon ou le blindage du
flacon sera installé.

REMARQUE : Veillez a ce que la tubulure de sérum

physiologique soit centrée sur les rouleaux de la pompe.

Il ne faut pas que la tubulure tombe sous les rouleaux.

Lorsque vous fermez la porte de la pompe, veillez a ce que

la tubulure de sérum physiologique soit bien au centre de la

porte de la pompe afin que la tubulure ne soit pas pincée.

6. Insérez la cartouche Sharps Cartridge dans le clip sur le
couvercle du blindage. La tubulure sortant de la cartouche
Sharps Cartridge doit étre dirigée vers la pompe de RP.

REMARQUE : N'enlevez pas la gaine protectrice des

aiguilles de la cartouche Sharps Cartridge.

7.Insérez la confluence dans le support de confluence
du SAS.

8. Vérifiez que I'étalonneur de dose est vide avant d'installer
la tubulure spiralée.

9. Introduisez la tubulure spiralée du SAS dans I'étalonneur
de dose de sorte que les extrémités libres de la tubulure
soient orientées vers le haut.

REMARQUE : Veillez & ce que la tubulure spiralée du SAS

soit placée au niveau de la partie inférieure de I'étalonneur

de dose.

10. Déroulez la poche a déchets et insérez-la dans le

compartiment de stockage des déchets blindé.

11. Insérez le raccord en T dans le dispositif de maintien.

12. Installez la section de tubulure allant du raccord en T
jusqu'a la poche a déchets dans le clamp situé coté
déchets.

REMARQUE : Le clamp s’ouvre en appuyant sur le bouton

situé sur le dessus du clamp. Pour installer la tubulure,

faites-la glisser dans le clamp tout en appuyant sur le
bouton.

13. Installez le couvercle du clamp sur le clamp des
déchets.

14. Installez la section de tubulure allant du raccord en T
jusqu'a la valve anti-retour dans le clamp du PAS.

REMARQUE : Le clamp s'ouvre en appuyant sur le bouton

situé sur le dessus du clamp. Pour installer la tubulure,

faites-la glisser dans le clamp tout en appuyant sur le
bouton.

15. Installez le couvercle du clamp sur le clamp du PAS.

16. Introduisez I'extrémité libre du SAS (qui sort du clamp
situé coté PAS) dans le détecteur d'air.

17. Al'aide de la poignée du compartiment du blindage
du flacon, soulevez complétement le couvercle du
blindage, puis faites tourner le couvercle dans le sens
inverse des aiguilles d'une montre.

18. Le couvercle du blindage est muni de charniéres.
Soulevez-le pour exposer le clip de la cartouche
Sharps Cartridge.

19. Abaissez le couvercle du blindage sur la cartouche
Sharps Cartridge.

20. Insérez le blindage du flacon contenant un flacon rempli
du produit radiopharmaceutique indiqué dans le
compartiment du blindage du flacon. Ne retirez PAS
le bouchon d'acces au flacon du blindage du flacon.
Laissez la poignée de transport sur le blindage du
flacon.

REMARQUE : Le blindage du flacon est congu de maniere

a ne pouvoir étre inséré correctement dans le compartiment

du blindage du flacon qu'avec les montants du

compartiment posés sur les zones d'emboitement situées
prés des surfaces planes du blindage du flacon.

21, Retirez le bouchon du blindage du flacon en appuyant
sur la poignée de transport et en faisant tourner le
bouchon d’accés au flacon dans le sens inverse des
aiguilles d’une montre, puis en sortant le bouchon en le
soulevant directement.

22. Suivez les techniques aseptiques décrites dans les
directives de I'établissement pour désinfecter le septum
du flacon.

23. Insérez les éléments pointus dans le flacon multidose en
faisant pivoter le couvercle du blindage pour le replacer
au-dessus du puits et en enfongant les aiguilles
directement dans le flacon.

24, Insérez la tubulure de la cartouche Sharps Cartridge
dans la pompe de RP. Assurez-vous que le collier de la
tubulure repose juste a I'extérieur de la pompe de RP,
sur le coté le plus proche du compartiment du blindage
du flacon. Fermez le couvercle de la pompe.

25, Vérifiez que 'ensemble du SAS repose bien a plat
dans la gouttiere, que la poignée du compartiment du
blindage du flacon est abaissée et que la porte de la
pompe de RP est fermée avec la tubulure complétement
installée. Fermez le couvercle de la chambre.

REMARQUE : Suivez les procédures de I'établissement

afin d'assurer le bon placement du produit

radiopharmaceutique indiqué a l'intérieur du systéme de
perfusion TEP MEDRAD Intego.

REMARQUE : Le systéme de perfusion TEP MEDRAD

Intego est destiné a étre utilisé avec des dispositifs de

verrouillage standards. Bayer ne fournit aucun dispositif

de verrouillage avec le systeme.

26. Saisissez les informations sur le dosage du flacon
multidose en suivant la procédure décrite dans la
section Saisie des informations sur le dosage du
flacon multidose du manuel d'utilisation du systéme
MEDRAD Intego.

INSTALLATION DU NECESSAIRE A PERFUSION DU
PATIENT (PAS)

Installez systématiquement un PAS neuf pour chaque

patient. Installez le PAS en suivant la procédure ci-dessous :

1. Ouvrez le capot du blindage au-dessus de la zone du
PAS de la chambre blindée.

2. Nettoyez la valve anti-retour située a 'extrémité distale
du SAS en suivant les techniques aseptiques décrites
dans les directives de I'établissement.

3.Raccordez le PAS a la valve anti-retour située
a l'extrémité distale du SAS.

4. Selon le coté du patient ol se trouve le systéme de
perfusion TEP MEDRAD Intego, acheminez le PAS par
le coté gauche ou droit du blindage.

5. Assurez-vous que le PAS ne sera pas pincé, puis fermez
le capot du blindage.

ITALIANO

Introduzione: leggere integraimente le informazioni
contenute nel presente documento prima di installare o
utilizzare i set di somministrazione del sistema di infusione
PET Intego MEDRAD. La conoscenza di queste
informazioni & importante per un uso sicuro del sistema
Intego MEDRAD.

Uso previsto: il sistema di infusione PET Intego MEDRAD
viene utilizzato per la somministrazione ai pazienti di dosi
prsemse dei radiofarmaci '°F-fluorodesossiglucosio (FDG)
SF-fluoruro di sodio (NaF) e delle soluzioni di lavaggio
comunemente utilizzate durante le procedure diagnostiche
di imaging molecolare (medicina nucleare). Il sistema di
infusione PET Intego MEDRAD € inoltre progettato in modo
da garantire al personale medico un’efficace schermatura



contro le radiazioni del Fluoro-18 (WBF) durante le procedure
diagnostiche di medicina nucleare.

Indicazioni per l'uso: il sistema di infusione PET Intego
MEDRAD ¢ indicato per la somministrazione ai pazienti

di "°F-fluorodesossiglucosio (FDG), '°F-fluoruro di sodio
(NaF) e delle soluzioni di lavaggio comunemente utilizzate
durante le procedure diagnostiche di imaging molecolare
(medicina nucleare).

NOTA: i compqnenti monouso Intego MEDRAD etichettati
per 18F FDG 0 '®F NaF sono destinati allerogazione di NaF
con versioni software CR10.1 e succe?give. Per ulteriori
informazioni sulla somministrazione di "°F NaF, contattare il
rappresentante Bayer.

Vendita limitata: la Food and Drug Administration (FDA)
statunitense limita la vendita del presente dispositivo ai
medici e alle persone munite di prescrizione medica.

Segnalare qualsiasi incidente grave verificatosi in relazione
a questo dispositivo a Bayer (radiology.bayer.com/contact)
e all'autorita europea competente (o, laddove applicabile,
all'appropriata autorita di regolamentazione del paese in cui
si & verificato l'incidente).

/\ Avvertenze

NON utilizzare radiofarmaci diversi dal TF-
fluorodesossiglucosio (FDG) o °F-fluoruro di sodio
(NaF) con il sistema In}ggo MEDRAD. L'utilizzo di
radiofarmaci diversi dal '°F-FDG o '°F-NaF puo
danneggiare il sistema Intego MEDRAD e causare una
misurazione imprecisa della dose e/o un’eccessiva
esposizione alle radiazioni.

Se lo sportello della camera schermata viene chiuso
sul set di tubi, possono verificarsi un dosaggio non

corretto dell’iniezione e la dispersione di radiazioni.

Accertarsi che il set di tubi e tutti i componenti del set

di somministrazione siano installati correttamente prima
di chiudere lo sportello della camera schermata.

L’uso di componenti non sterili pué provocare
infezioni ai pazienti. Mantenere sterili tutti i componenti
monouso utilizzando tecniche asettiche.

A\ Avvertenze

lltuboin PVC del PAS contiene DEHP, un prodotto chimico
che nello stato della California viene considerato causa di
difetti congeniti o altri danni al sistema riproduttivo.

Nota per i dispositivi classificati come monouso:
questo prodotto & destinato esclusivamente a un solo
utilizzo. Non risterilizzare, ritrattare o riutilizzare.

| dispositivi monouso sono stati progettati e validati
esclusivamente per uso singolo. Il riutilizzo di dispositivi
monouso pud causare guasti al dispositivo e comporta
rischi per il paziente. | potenziali guasti del dispositivo
includono il deterioramento dei componenti sottoposti
all'uso prolungato, malfunzionamento dei componenti

e guasto del sistema. | potenziali rischi per il paziente
includono lesioni dovute al malfunzionamento del
dispositivo o infezioni, in quanto il dispositivo non & stato
convalidato per essere pulito o risterilizzato.

E stato riscontrato che dosi estremamente elevate di ftalati
quali il DEHP hanno causato difetti congeniti in animali da
ricerca. Sebbene siano disponibili dati scientifici limitati
sull'effetto degli ftalati negli esseri umani, le autorita
sanitarie raccomandano di ridurre quanto piti & possibile
l'esposizione di bambini e donne in allattamento o
gravidanza ai dispositivi contenenti tali composti.

Il riutilizzo del set di somministrazione al paziente o la
mancata osservanza di tecniche sterili puo essere
causa di contaminazione biologica. NON riutilizzare o
tentare di risterilizzare il dispositivo. Dopo I'uso, smaltire
correttamente i componenti monouso. Se esiste il rischio
che si sia verificata una contaminazione durante la
preparazione o I'uso, smontare il dispositivo e preparare
un nuovo prodotto sterile.

L’operatore potrebbe subire lesioni gravi se non si
presta attenzione durante 'apertura o la chiusura
degli sportelli della camera schermata o dello
scomparto del set di somministrazione al paziente.
Accertarsi che le dita si trovino a distanza di sicurezza
prima di aprire o chiudere lo sportello della camera
schermata o dello scomparto del set di somministrazione
al paziente.

Soltanto la linea del fluido del set é sterile e apirogena.
Non utilizzare in campo sterile o asettico senza le debite
precauzioni.

Se la linea della soluzione fisiologica & danneggiata,
possono verificarsi embolia gassosa o un dosaggio
non corretto dell’iniezione. Accertarsi che il tubo della
soluzione fisiologica non sia soggetto a schiacciamento, in
quanto cio potrebbe danneggiare il set di somministrazione.

Per evitare il rischio di contaminazione biologica,
adottare tecniche asettiche. Per la disinfezione del setto
della fiala, seguire i protocolli in vigore presso la struttura.

Pericolo di esposizione a radiazioni: I'iniettore puo
contenere materiali radioattivi. Non accedere all'area
sottostante il carrello quando il sistema contiene
radioattivita. Non rimuovere i pannelli di accesso quando
il sistema contiene radioattivita.

Non utilizzare se la confezione sterile & aperta o
danneggiata. L utilizzo del dispositivo in caso di confezione
aperta o non integra o di componenti danneggiati pud
causare lesioni al paziente o alloperatore. Prima di ogni
utilizzo, eseguire un controllo visivo del contenuto e della
confezione.

Pericolo di punture. Il SAS contiene aghi. Per evitare
lesioni, prestare attenzione quando si maneggia il
SAS in modo da tenere gli aghi sotto controllo.
Smaltire gli aghi nel rispetto dei protocolli in vigore presso
le singole strutture.

NON utilizzare il set di somministrazione della
sorgente con pitl fiale multidose. L'uso del set di
somministrazione della sorgente con piti fiale multidose
potrebbe causare lesioni al paziente o all'operatore.

Pericolo di esposizione a radiazioni. L’'uso dello
sportello della camera schermata come area di lavoro
puo esporre I'operatore a una dose eccessiva di
radiazioni. Non utilizzarlo come area di lavoro quando nel
sistema € presente materiale radioattivo. Il posizionamento
di oggetti sullo sportello o 'uso dello sportello aperto come
area di lavoro possono danneggiarlo, compromettendo la
sua capacita di fornire un’adeguata schermatura
antiradiazioni.

Pericolo di esposizione a radiazioni. | radiofarmaci
emettono raggi gamma. Prestare la massima attenzione
quando si maneggiano radiofarmaci. In assenza di
precauzioni adeguate, le dosi possono superare i valori
massimi consentiti. Per maneggiare o smaltire i materiali
radioattivi, seguire i protocolli in vigore presso le singole
strutture. NON aprire la camera schermata senza prima
avere adottato precauzioni contro le radiazioni, come
indicato nelle procedure della struttura in cui si opera.

Il DEHP & inoltre una sostanza presente nell'elenco delle
sostanze estremamente preoccupanti (SVHC) candidate
all'autorizzazione in conformita all'articolo 59 del
Regolamento (CE) n. 1907/2006 concernente la
registrazione, la valutazione, I'autorizzazione e la restrizione
delle sostanze chimiche (REACH).

Nome della sostanza: Bis (2-etil(esil)ftalato) (DEHP)
Numero CAS: 117-81-7

Numero CE: 204-211-0

INSTALLAZIONE DEL SET DI SOMMINISTRAZIONE

DELLA SORGENTE (SAS)

Installare sempre un nuovo SAS quando si installa una

nuova fiala multidose. Installare la fiala multidose e il SAS

nella camera schermata attenendosi alla seguente
procedura:

1. Rilasciare il meccanismo di chiusura dello sportello della
camera schermata e fare scorrere lo sportello verso la
parte anteriore del carrello in modo da esporre la camera
schermata.

2. Aprire il vassoio monouso ed estrarre il SAS dalla
confezione.

3. Appendere la sacca della soluzione fisiologica sul gancio
ubicato nella parte posteriore del carrello accanto alla
maniglia e inserirvi il perforatore che si trova all’estremita
del SAS.

4, Collegare il tubo della soluzione fisiologica alla relativa
pompa in modo che il connettore si trovi tra la pompa e la
sacca, vicino alla pompa.

5. Inserire il tubo nel morsetto di fissaggio e instradare il tubo
della soluzione fisiologica nell'apposita traccia per SAS,
partendo dalla pompa della soluzione fisiologica e
arrivando allo scomparto dello schermo della fiala in cui
verra installato il relativo schermo.

NOTA: accertarsi che il tubo della soluzione fisiologica sia

centrato sui rulli della pompa. | tubi non devono scendere

sotto i rulli. Quando si chiude lo sportello della pompa,
accertarsi che il tubo della soluzione fisiologica sia centrato
sullo sportello in modo da non restare schiacciato.

6. Inserire la cartuccia Sharps nella clip del coperchio
schermato. Il tubo in uscita dalla cartuccia Sharps deve
essere rivolto verso la pompa RP.

NOTA: non rimuovere la guaina protettiva dagli aghi della

cartuccia Sharps.

7. Inserire la confluenza all'interno del supporto della
confluenza SAS.

8. Prima di installare la serpentina, assicurarsi che il
calibratore di dose sia vuoto.

9. Inserire la serpentina del SAS nel calibratore di dose con
le estremita libere dei tubi rivolte verso I'alto.

NOTA: accertarsi che la serpentina del SAS sia posizionata

sul fondo del calibratore di dose.

10. Srotolare la sacca dei rifiuti e inserirla nellapposito vano

schermato.

11. Inserire il connettore a T nel fermo.

12. Installare la sezione di tubo fra il connettore a T e la

sacca dei rifiuti nella valvola a manicotto dei rifiuti.

NOTA: per aprire la valvola a manicotto, premere il pulsante

nella parte superiore della valvola. Per installare il tubo,

inserire il tubo nella valvola tenendo premuto il pulsante.
13.Installare il coperchio della valvola a manicotto sulla
valvola a manicotto dei rifiuti.

14.Installare la sezione di tubo fra il connettore a T e la

valvola lavabile nella valvola a manicotto del PAS.

NOTA: per aprire la valvola a manicotto, premere il pulsante

nella parte superiore della valvola. Per installare il tubo,

inserire il tubo nella valvola tenendo premuto il pulsante.
15.Installare il coperchio della valvola a manicotto sulla
valvola a manicotto del PAS.

16.Inserire I'estremita libera del SAS (in uscita dalla valvola
a manicotto del PAS) nel rilevatore d'aria.

17.Agendo sulla maniglia dello scomparto dello schermo

della fiala, sollevare il coperchio schermato in linea retta
e ruotarlo in senso antiorario.

18.11 coperchio schermato & incernierato. Sollevarlo per

esporre la clip della cartuccia Sharps.

19.Abbassare il coperchio schermato sulla cartuccia Sharps.

20.Inserire lo schermo della fiala contenente una fiala intera

del radiofarmaco indicato per 'uso nell'apposito
scomparto. NON rimuovere il tappo di accesso alla fiala
dallo schermo della fiala. Lasciare la maniglia per il
trasporto sullo schermo della fiala.

NOTA: lo schermo della fiala ha una forma tale da poter

essere inserito solamente nell'apposito scomparto con i

perni impegnati nelle tacche poste accanto alle superfici

piatte dello schermo della fiala.

21.Rimuovere il tappo dallo schermo della fiala premendo
sulla maniglia di trasporto e ruotando il tappo di accesso
alla fiala in senso antiorario, quindi sollevandolo in
linea retta.

22.Per disinfettare il setto della fiala, adottare tecniche
asettiche come previsto dai protocolli in vigore presso le
singole strutture.

23.Per inserire gli aghi nella fiala multidose, ruotare
all'indietro il coperchio schermato sul pozzetto e spingere
gli aghi direttamente nella fiala.

24.Collegare i tubi dalla cartuccia Sharps alla pompa RP.
Assicurarsi che la flangia del tubo risieda immediatamente
allesterno della pompa RP, sul lato piu vicino allo
scomparto dello schermo della fiala. Chiudere il
coperchio della pompa.

25.Verificare che tutto il SAS sia ben inserito nella
scanalatura, che la maniglia dello scomparto dello
schermo della fiala sia abbassata e che lo sportello della
pompa RP sia chiuso con tutti i tubi installati. Chiudere lo
sportello della camera.

NOTA: seguire le procedure della struttura in cui si opera

per verificare che il radiofarmaco indicato per 'uso sia

correttamente e saldamente alloggiato all'interno del

sistema di infusione PET Intego MEDRAD.

NOTA: il sistema di infusione PET Intego MEDRAD &

progettato per 'uso con lucchetti standard. Bayer non

fornisce lucchetti con il sistema.

26.Inserire i dati del dosaggio della fiala multidose
seguendo la procedura descritta nella sezione
Immissione dei dati del dosaggio della fiala multidose del
manuale d'uso Intego MEDRAD.

INSTALLAZIONE DEL SET DI SOMMINISTRAZIONE AL
PAZIENTE (PAS)

Installare sempre un nuovo PAS per ogni paziente.

Installare il PAS attenendosi alla seguente procedura:

1. Aprire il coperchio schermato sull'area del PAS della
camera schermata.

2.Pulire la valvola lavabile all'estremita distale del SAS
impiegando le tecniche asettiche previste dai protocolli in
vigore nelle singole strutture.

3.Collegare il PAS alla valvola lavabile ubicata all'estremita
distale del SAS.

4. A seconda del lato del paziente in cui & stato posizionato
il sistema di infusione PET Intego MEDRAD, orientare il
PAS all'esterno della schermatura, dalla parte destra
o sinistra.

5. Assicurarsi che il PAS non resti schiacciato e chiudere il
coperchio schermato.

ESPANOL (ESPANA)
Introduccion: lea toda la informacion que figura en este

documento antes de instalar o usar los equipos de
administracion del sistema de infusion para PET MEDRAD
Intego. Comprender esta informacion ayudara al usuario
a utilizar el sistema MEDRAD Intego de manera segura.

Uso previsto: el sistema de infusién para PET MEDRAD
Intego esta pensado para administrar a pacientes

osis exactas de radiofarmacos (RP) marcados con

F-fluorodesoxiglucosa (FDG) y "°F-fluoruro de sodio

(NaF) y soluciones fisioldgicas de uso habitual durante
procedimientos de diagnéstico mediante técnicas de
imagen molecular (medicina nuclear). El sistema de infusion
para PET MEDRAD Intego también esta pensado para
proteger eficazmente al personal médico de la exposicion
a la radiacion del flior-18 (®F) durante procedimientos
diagndsticos de medicina nuclear.

Indicaciones de uso: el sistema de infusion par{aBPET
MEDRAD Intego esta indica?o para administrar '°F-
fluorodesoxiglucosa (FDG), SF-fluoruro de sodio (NaF) y
soluciones fisioldgicas de uso habitual a pacientes durante
procedimientos de imagen molecular (medicina nuclear).
NOTA: los consumibles de MEDRAD Intego con la etiqueta
"8F.FDG o '8F-NaF estan indicados para administrar NaF
con la version de software CR10.1 o versiones posteriores.
Contacte con el representante de Bayer para obteper
informacion adicional sobre la administracion de "°F-NaF.

Venta restringida: la FDA (Administracion de Alimentos
y Medicamentos de EE. UU.) restringe la venta de

este producto a médicos o a personas bajo la debida
prescripcion facultativa.

Se ruega que informen a Bayer (radiology.bayer.com/
contact) y a las autoridades locales competentes de
cualquier incidente grave que se haya podido producir en
relacion con este equipo (o al organismo regulador
pertinente del pais donde se haya producido el incidente, si
procede).

/\ Advertencias

Reutilizar el equipo de administracion del paciente

o no aplicar técnicas asépticas puede provocar una
contaminacion biolégica. NO lo reutilice ni intente volver
a esterilizarlo. Deshagase adecuadamente de todos

los componentes desechables usados. Ante la menor
posibilidad de contaminacion durante la instalacion o

el uso, desmonte el equipo e instale un nuevo producto
estéril.

El operador puede sufrir lesiones graves si no tiene
cuidado al abrir o cerrar las tapas de la camara
blindada o del compartimento del equipo de
administracion del paciente. Procure quitar los dedos
de en medio al abrir o cerrar la tapa de la camara blindada
o la tapa del compartimento del equipo de administracion
del paciente.

La unica parte estéril y apirégena es el circuito de
liquidos del equipo. No usar en un area estéril 0 aséptica
sin tomar las debidas precauciones.

Si la linea de solucion salina esta daiada, puede
producirse una embolia gaseosa o inyectarse una
dosis incorrecta. Procure no pinzar el tubo de solucion
salina dentro de la bomba de solucion salina, ya que
podria dafiar el equipo de administracion.

Si no se emplean técnicas asépticas puede
producirse una contaminacion biolégica. Siga las
normas del centro para desinfectar el tabique del vial.

Peligro de exposicion a radiacion: el inyector puede
contener materiales radiactivos. No introduzca la
mano debajo del carro si el sistema contiene actividad
radiactiva. No quite los paneles de acceso mientras el
sistema contenga actividad radiactiva.

No use el dispositivo si el paquete estéril esta abierto
o daiiado. Si el paquete esta abierto o dafiado o se han
usado los componentes, el paciente o el operador podrian
sufrirlesiones. Examine el envase y el contenido antes de
usarlo.

Peligro de puncion. El SAS contiene objetos
punzantes. Para evitar lesiones, tenga cuidado con
los objetos punzantes al manejar el SAS. Deseche los
objetos punzantes siguiendo las directrices especificas
del centro.

NO utilice el equipo de administracion de suministros
con mas de un vial multidosis. El uso del equipo

de administracion de suministros con mas de un vial
multidosis podria ocasionar lesiones al paciente o al
operador.

Peligro de exposicion a radiacion. El uso de la tapa de
la camara blindada como espacio de trabajo puede
exponer al operador a un exceso de radiacion. No use
la tapa de la camara blindada como espacio de trabajo
mientras haya materiales radiactivos dentro del sistema.
Usar la tapa como espacio de trabajo o colocar articulos
sobre ella estando abierta podria dafiar la tapa,
reduciendo su capacidad para ofrecer una proteccion
adecuada frente a la radiacion.

Peligro de exposicion a radiacion. Los radiofarmacos
emiten radiacion gamma. El operador debe tener sumo
cuidado cuando manipule radiofarmacos. Si no se toman
las debidas precauciones, las dosis pueden exceder la
dosis maxima permisible. Siga todas las directrices del
centro para la manipulacion y eliminacion de materiales
radiactivos. NO abra la cdmara blindada sin tomar antes
las precauciones frente a la radiacion que indiquen los
procedimientos del centro.

NO use ningun radigfarmaco con el sistema MEDRAD
Intego que no sea '°F-fluorodesoxiglucosa (FDG) o
F-fluoruro de sodio (NaF). El uso de radiofarmacos
que no sean SF-FDG o '9F-NaF puede dafar el sistema
MEDRAD Intego y dar lugar a mediciones de dosis
inexactas o a una exposicion excesiva a la radiacion.

Si la tapa de la camara blindada se cierra sobre
el juego de tubos, podria inyectarse una dosis
incorrecta o producirse una fuga de radiacion.
Asegurese de que el juego de tubos y todos los
componentes del equipo de administracion estan
correctamente instalados antes de cerrar la tapa de
la cdmara blindada.

/\ Advertencias

El uso de componentes no estériles puede provocar
una infeccion al paciente. Mantenga la esterilidad de
todos los componentes desechables empleando técnicas
asépticas.

Respecto de los dispositivos clasificados como de un
solo uso, tenga en cuenta lo siguiente: este producto
esta indicado para un solo uso. No reesterilizar,

Los tubos de PVC del PAS contienen DEHP, una
sustancia quimica que segun el estado de California
provoca anomalias congénitas y otros efectos perjudiciales
para la funcion reproductora.

reprocesar ni reutilizar. Los dispositivos d habl
han sido disefiados y probados para un solo uso.

La reutilizacion de los dispositivos desechables de un solo
uso podria poner en riesgo al paciente y provocar fallos
en el dispositivo. Entre los posibles fallos del dispositivo
se incluyen el deterioro significativo de los componentes
con el uso prolongado, el fallo de los componentes y del
sistema. Entre los posibles riesgos para el paciente se
incluyen lesiones debidas al mal funcionamiento del
dispositivo o infecciones debido a que no se ha certificado
que el dispositivo esté limpio y reesterilizado.

Existen informes de que las dosis muy elevadas de
ftalatos como el DEHP provocan defectos congénitos en
animales de experimentacion. Aunque no hay muchos
datos disponibles sobre el efecto de los ftalatos en los
seres humanos, las autoridades sanitarias recomiendan
reducir al maximo la exposicion de los nifios y mujeres
embarazadas o lactantes a productos que contengan

estos compuestos.

EI DEHP también es una de las sustancias que figuran en
la lista de candidatos a sustancias altamente preocupantes
(SVHC) segtn el articulo 59 del Reglamento (CE) n.° 1907/2006
relativo al registro, la evaluacion, la autorizacion y la restriccion
de sustancias y preparados quimicos (REACH).

Nombre de la sustancia: Di(2-etilhexil)ftalato (DEHP)
Numero CAS: 117-81-7

Numero CE: 204-211-0




INSTALACION DEL EQUIPO DE ADMINISTRACION

DE SUMINISTROS (SAS)

Cuando vaya a usar un vial multidosis nuevo, instale

siempre un SAS nuevo. Instale el vial multidosis y el SAS

en la cdmara blindada siguiendo el procedimiento que se
indica a continuacion:

1. Quite el seguro que cierra la tapa de la camara y deslice
la tapa hacia la parte frontal del carro para dejar al
descubierto la camara blindada.

2, Abra la bandeja desechable y saque el SAS del envase.

3. Coloque la bolsa de solucion salina en el colgador de
la parte trasera del carro, cerca del asa, e introduzca
el punzon del extremo del SAS en la bolsa de solucion
salina.

4. Introduzca el tubo de solucién salina en la bomba de
solucion salina, de modo que el conector quede situado
entre la bomba y la bolsa de solucion salina y al lado de
la bomba.

5. Introduzca el tubo en la pinza de sujecion y extienda
el tubo de solucion salina a lo largo del canal del
SAS, desde la bomba de solucion salina hasta el
compartimento del protector para viales, donde se
instalara el protector para viales.

NOTA: asegurese de que el tubo de solucion salina esté

centrado sobre los rodillos de la bomba. El tubo no debe

estar caido debajo de los rodillos. Al cerrar la puerta de la
bomba, procure que el tubo de solucién salina esté bien
centrado en la puerta para no aplastarlo.

6. Introduzca el Sharps Cartridge (cartucho de agujas) en la
pinza de la tapa de blindaje. El tubo que sale del Sharps
Cartridge debe estar orientado hacia la bomba de RP.

NOTA: no retire la tapa protectora de las agujas del Sharps

Cartridge.

7. Introduzca la confluencia en el soporte de la confluencia
del SAS.

8. Compruebe que el calibrador de dosis esté vacio antes
de instalar el serpentin.

9. Introduzca el serpentin del SAS en el calibrador de dosis
con los extremos sueltos del tubo hacia arriba.

NOTA: asegurese de que el serpentin del SAS esté

colocado en el fondo del calibrador de dosis.

10. Desenrolle la bolsa de residuos e introduzcala en el

depdsito de residuos blindado.

11. Introduzca el conector en T en el fiador.

12. Coloque la seccion del tubo situada entre el conector en
Ty labolsa de residuos dentro de la vélvula de pinza de
residuos.

NOTA: la valvula de pinza se abre apretando el boton que

lleva en la parte superior. Para instalar los tubos, deslicelos

dentro de la vélvula mientras mantiene el botén apretado.

13. Pongale la tapa de la valvula de pinza a la valvula de
pinza de residuos.

14. Coloque la seccion del tubo situada entre el conector en
Ty la valvula lavable dentro de la valvula de pinza del

PAS.

NOTA: la valvula de pinza se abre apretando el boton que

lleva en la parte superior. Para instalar los tubos, deslicelos

dentro de la valvula mientras mantiene el boton apretado.

15. Pongale la tapa de la vélvula de pinza a la valvula de
pinza del PAS.

16. Inserte el extremo libre del SAS (que sale de la valvula
de pinza del PAS) en el detector de aire.

17. Usando el asa del compartimento del protector para
viales, levante la tapa de blindaje verticalmente y girela
hacia la izquierda.

18. La tapa de blindaje es abatible. Levante la tapa para
dejar al descubierto la pinza del Sharps Cartridge.

19. Baje la tapa de blindaje sobre el Sharps Cartridge.

20. Coloque el protector para viales con un vial lleno
del radiofarmaco que se vaya a emplear en el
compartimento del protector para viales. NO quite la
tapa de acceso al vial del protector para viales. Deje el
asa de transporte puesta en el protector para viales.

NOTA: el protector para viales esta disefiado de manera

que sdlo pueda introducirse correctamente en el

compartimento del protector para viales con los postes

de este Ultimo descansando sobre las areas dispuestas

para ello al lado de las superficies planas del protector

para viales.

21. Quite la tapa del protector para viales empujando hacia
abajo el asa de transporte y girando la tapa de acceso
al vial hacia la izquierda, y levantando después la tapa
directamente.

22, Utilice métodos asépticos tal y como se indique en
las directrices especificas del centro para desinfectar
el tabique del vial.

23. Introduzca las agujas en el vial multidosis girando la
tapa de blindaje para volver a colocarla sobre la cavidad
y empujando las agujas directamente contra el vial.

24. Introduzca el tubo procedente del Sharps Cartridge en
la bomba de RP. Asegurese de que el collar del tubo
quede colocado justo fuera de la bomba de RP, en el
lado mas préximo al compartimento del protector para
viales. Cierre la tapa de la bomba.

25, Compruebe que todo el SAS esta bien extendido dentro
del canal, que el asa del compartimento del protector
para viales esta bajada y que la puerta de la bomba de
RP esta cerrada con el tubo completamente instalado.
Cierre la tapa de la camara.

NOTA: siga los procedimientos del centro para garantizar

que el radiofarmaco prescrito esta seguro dentro del

sistema de infusién para PET MEDRAD Intego.

NOTA: el sistema de infusién para PET MEDRAD Intego

esta disefiado para usarse con cierres estandar. Bayer no

suministra ningun cierre con el sistema.

26. Introduzca los datos del ensayo del vial multidosis
siguiendo el procedimiento que se indica en el epigrafe
“Introduccion de datos del ensayo del vial multidosis” del
manual de funcionamiento de MEDRAD Intego.

INSTALACION DEL EQUIPO DE ADMINISTRACION DEL

PACIENTE (PAS)

Instale siempre un PAS nuevo para cada paciente. Instale

el PAS segun el siguiente procedimiento:

1. Abra la cubierta de proteccion de la parte de la camara

blindada correspondiente al PAS.

2. Limpie la valvula lavable del extremo distal del SAS
siguiendo las técnicas asépticas descritas en las
directrices especificas del centro.

3. Conecte el PAS ala vélvula lavable del extremo distal
del SAS.

4. Dependiendo del lado del paciente donde esté colocado
el sistema de infusion para PET MEDRAD Intego,
disponga el PAS para que salga por el lado izquierdo
o derecho del blindaje.

5. Cierre la cubierta de proteccion asegurandose de no
aplastar el PAS.

NEDERLANDS

Inleiding: Lees de informatie in dit document helemaal
door alvorens de toedieningssets van het MEDRAD Intego
PET-infuussysteem te installeren of te gebruiken. Een goed
begrip van deze informatie helpt de gebruiker het MEDRAD
Intego-systeem veilig te gebruiken.

Beoogd gebruik: Het MEDRAD Intego PE T-infuussysteem
is bedoeld voor het to?dmnen van nauwkeurige doses yan
de radiofarmaceutica '°F fluordeoxyglucose (FDG) en 'SF
natriumfluoride (NaF) en normale spoeloplossingen aan
patiénten tijdens diagnostische nucleairgeneeskundige
moleculaire beeldvormingsprocedures. Het MEDRAD
Intego PET-infuussysteem is ook bedoeld voor het bieden
van doeltreffende bescherming voor medisch gersoneel
tegen blootstelling aan straling van fluor- 18 F) tijdens
nucleairgeneeskundige diagnostische procedures

Gebruiksindicaties: Het MEDRAD Intego PET-
infuussysteem is bedoeld vor het toedienen van 8¢
fluordeoxyglucose (FDG), "°F natriumfluoride (NaF)

en normale spoeloplossmgen aan patiénten tijdens
diagnostische nucleairgeneeskundige moleculaire
beeldvormingsprocedures.

OPMERKING: Wegwerpartikelen va MEDRAD g]tego
die zijn voorzien van de aanduiding '°F FDG of '8F NaF
zijn bedoeld voor toediening van NaF met softwareversie
CR10.1 en hoger. Neem contact op met de Bayer-
vertegenwoordiger voor aanvullende informatie over

het toedienen van '8F NaF.

Handelsbeperking: Volgens de Amerikaanse Food and
Drug Administration (FDA) mag dit systeem uitsluitend
worden verkocht aan artsen en personen die daartoe de
schriftelijke toestemming van een arts hebben verkregen.

Emstige incidenten in verband met dit apparaat moeten
worden gemeld bij Bayer (radiology.bayer.com/contact) en
bij de plaatselijk bevoegde Europese autoriteit (of, indien
van toepassing, bij de regelgevende autoriteit in het land
waar het incident heeft plaatsgevonden).

/\ Waarschuwingen

Doorboringsgevaar. De SAS bevat scherpe naalden.
Voorkom letsel door de SAS voorzichtig te hanteren
als u de naalden controleert. Voer de naalden af volgens
de specifieke richtlijnen van de instelling.

Gebruik de brontoedieningsset NIET met meer dan
één multidosisflacon. Als de brontoedieningsset met
meer dan één multidosisflacon wordt gebruikt, kan de

patiént of de bediener letsel oplopen.

Gevaar van blootstelling aan straling. Het gebruik
van het deksel van de afgeschermde kamer als
werkoppervlak kan de bediener blootstellen aan een
overmatige hoeveelheid straling. Gebruik het deksel
van de afgeschermde kamer niet als werkoppervlak terwijl
er nog radioactieve materialen in het systeem aanwezig
zijn. Het gebruik van het deksel als werkoppervlak of het
plaatsen van voorwerpen op het deksel terwijl dit is
geopend, kan het deksel beschadigen, waardoor het
deksel minder goed als stralingsschild functioneert.

Gevaar van blootstelling aan straling.
Radiofarmaceutica stralen gammastraling uit. De
bediener moet zeer voorzichtig zijn bij het hanteren van
radiofarmaceutica. De maximaal toegestane dosis kan
worden overschreden als de juiste voorzorgsmaatregelen
niet goed worden uitgevoerd. Volg alle specifieke
richtlijnen van de instelling voor het hanteren en afvoeren
van radioactief materiaal op. Open de afgeschermde
kamer NIET zonder eerst voorzorgsmaatregelen met
betrekking tot straling te nemen, zoals beschreven in de
procedures van de instelling.

/\ Waarschuwingen

Voor hulpmiddelen die volgens het etiket zijn bedoeld
voor eenmalig gebruik: Dit product is uitsluitend
bedoeld voor eenmalig gebruik. Niet opnieuw
steriliseren, opnieuw verwerken of opnieuw

Gebruik GEEN andere radiofarmaceutica met het
MEDRAD Intego-systeem dan 1o fluordeoxyglucose
(FDG) of '5F natrlumfluorlde (NaF) Gebruik van andere
radiofarmaceutica dan 'F FDG of 'F NaF kan het
MEDRAD Intego-systeem beschadigen en kan resulteren
in een onnauwkeurige dosering en/of overmatige
blootstelling aan radioactiviteit.

Als het deksel van de afgeschermde kamer op de
slangenset wordt gesloten, kan dit tot een onjuiste
injectiedosering of het vrijkomen van radioactief
materiaal leiden. Zorg dat de slangenset en alle

delen van de toedieningsset op de juiste manier zijn
geinstalleerd voordat u het deksel van de afgeschermde
kamer sluit.

De patiént kan een infecti 1 als er niet-steriele
onderdelen worden gebruikt. Zorg door gebruik

te maken van aseptische technieken dat alle
wegwerponderdelen steriel blijven.

De PVC-slangen van de PAS bevatten DEHP, een
chemische stof die in de staat Californié is aangemerkt als
foetotoxisch of anderszins schadelijk voor de voorplanting.

gebruiken. De wegwerphulpmiddelen zijn uitsluitend

ontworpen en gevalideerd voor eenmalig gebruik.

Bij hergebruik van wegwerphulpmiddelen voor eenmalig

gebruik bestaat het risico dat het hulpmiddel niet correct

werkt, met risico’s voor de patiént. Mogelijke defecten van
het hulpmiddel zijn aanzienlijke slijtage van onderdelen als
gevolg van langdurig gebruik, haperende onderdelen en

het defect raken van het systeem. Mogelijke risico’s voor
de patiént zijn letsel als gevolg van een onjuiste werking

van het hulpmiddel of infectie, aangezien het hulpmiddel

niet is gevalideerd voor reiniging of hersterilisatie.

Voor extreem hoge doses ftalaten, zoals DEHP, is gemeld
dat het geboorteafwijkingen bij proefdieren veroorzaakt.
Hoewel onderzoeksgegevens met betrekking tot het effect
van ftalaten op mensen schaars zijn, raden
gezondheidszorginstanties aan om blootstelling aan
apparaten die deze verbindingen bevatten zoveel mogelijk
tot een minimum te beperken voor kinderen, zwangere

Hergebruik van de patiénttoedieningsset of nalaten
een steriele techniek te gebruiken kan biologische
contaminatie tot gevolg hebben. NIET opnieuw
gebruiken of opnieuw steriliseren. Wegwerpartikelen
moeten na gebruik op de juiste wijze worden afgevoerd.
Als er een kans bestaat dat tijdens de installatie of het
gebruik verontreiniging is opgetreden, moet u het systeem
demonteren en een nieuw steriel product installeren.

Er kan ernstig letsel bij de bediener optreden

als de deksels van de afgeschermde kamer of het
compartiment voor de patiénttoedieningsset niet
voorzichtig worden geopend en gesloten. Zorg dat uw
vingers niet klem komen te Zitten bij het openen of sluiten
van het deksel van de afgeschermde kamer of van het
compartiment voor de patiénttoedieningsset.

Alleen het vloeistoftraject van de set is steriel en
pyrogeenvrij. Niet gebruiken in een steriel of aseptisch
gebied zonder de juiste voorzorgsmaatregelen.

Luchtembolie of een onjuiste injectiedosering kan
optreden als de zoutoplossingsslang beschadigd is.
Zorg dat de zoutoplossingsslang niet klem komt te zitten in
de zoutoplossingspomp omdat dit de toedieningsset kan
beschadigen.

Er kan biologische contaminatie optreden als er geen
gebruik wordt gemaakt van aseptische technieken.
Volg de richtlijnen van de instelling om het membraan van
de flacon te desinfecteren.

Gevaar van blootstelling aan straling: De injector
kan radioactieve materialen bevatten. Niet onder
de kar reiken terwijl het systeem radioactiviteit bevat.
Toegangspanelen niet verwijderen terwijl het systeem
activiteit bevat.

Niet gebruiken als de steriele verpakking is geopend
of beschadigd. De patiént of de bediener kan letsel
oplopen als de verpakking geopend of beschadigd is,

of als er beschadigde onderdelen worden gebruikt.
Voer voor elk gebruik een visuele inspectie uit van de
verpakking en de inhoud.

vrouwen en vrouwen die borstvoeding geven.

DEHP is ook een stof die voorkomt op de kandidatenlijst van
zeer zorgwekkende stoffen (Substances of Very High
Concern (SVHC)) overeenkomstig artikel 59 van
EG-REGULERING nr. 1907/2006 met betrekking tot de
Registratie, Evaluatie, Autorisatie en inperking van
Chemische stoffen (REACH).

Naam stof: Bis (2-ethyl(hexyl)ftalaat) (DEHP)
CAS-nummer: 117-81-7

EG-nummer: 204-211-0

DE BRONTOEDIENINGSSET (SAS = SOURCE

ADMINISTRATION SET) INSTALLEREN

Installeer altijd een nieuwe SAS als er een nieuwe

multidosisflacon wordt geplaatst. Plaats de multidosisflacon

en de SAS in de afgeschermde kamer aan de hand van de

volgende procedure:

1. Ontgrendel de grendel waarmee het kamerdeksel is
vergrendeld en schuif het deksel naar de voorzijde van de

kar om toegang te verkrijgen tot de afgeschermde kamer.

2, Open de wegwerpbak en haal de SAS uit de verpakking.

3. Hang de infusiezak voor zoutoplossing aan de hanger
aan de achterzijde van de kar bij de handgreep en
steek de vulnaald aan het uiteinde van de SAS in de
zoutoplossingzak.

4. Plaats de zoutoplossingsslang in de zoutoplossingspomp
zodat de connector zich tussen de pomp en de infusiezak
voor zoutoplossing bevindt, waarbij de connector dichter
in de buurt van de pomp is geplaatst.

5. Plaats de slang in de vergrendelklem en leid de
zoutoplossingsslang langs het SAS-pad, te beginnen
bij de zoutoplossingspomp en eindigend bij het
flaconschildcompartiment waar het flaconschild
wordt geinstalleerd.

OPMERKING: Zorg dat de zoutoplossingsslang in het

midden van de pomprollers ligt. De slangen mogen niet

onder de rollers vallen. Zorg bij het sluiten van de pompdeur
dat de zoutoplossingsslang zich in het midden van de
pompdeur bevindt, zodat de slang niet wordt afgeklemd.

6. Plaats de Sharps Cartridge in de klem op het
schilddeksel. De slang uit de Sharps Cartridge
moet naar de RP-pomp lopen.

OPMERKING: Laat de beschermhuls op de naalden van de

Sharps Cartridge zitten.

7. Plaats het knooppunt in de SAS-knooppunthouder.

8. Controleer of de dosiskalibrator leeg is alvorens de spoel
aan te brengen.

9. Steek de SAS-spoel in de dosiskalibrator, zodat de losse
uiteinden van de slang naar de bovenzijde wijzen.

OPMERKING: Controleer of de SAS-spoel onder in de

dosiskalibrator is geplaatst.

10. Rol de afvalzak uit en plaats deze in de afgeschermde
afvalopslagruimte.

11. Steek het T-stuk in de borgring.

12. Plaats het gedeelte van de slang tussen het T-stuk en de
afvalzak in de afvalknelafsluiter.

OPMERKING: U opent de knelafsluiter door op de knop

boven op de afsluiter te drukken. Installeer de slang door

deze in de afsluiter te schuiven en tegelijkertijd op de knop
te drukken.

13. Breng de kap van de knelafsluiter aan op de
afvalknelafsluiter.

14. Plaats het gedeelte van de slang tussen het T-stuk en de
uitstrijkklep in de knelafsluiter van de PAS.

OPMERKING: U opent de knelafsluiter door op de knop

boven op de afsluiter te drukken. Installeer de slang door

deze in de afsluiter te schuiven en tegelijkertijd op de knop
te drukken.

15. Breng de kap van de knelafsluiter aan op de PAS-
knelafsluiter.

16. Steek het vrije uiteinde van de SAS (dat uit de
knelafsluiter van de PAS komt) in de luchtdetector.

17. Til de schilddeksel met behulp van de handgreep van
het flaconschildcompartiment recht omhoog en draai het
deksel vervolgens naar links.

18. Het schilddeksel heeft scharnieren. Til het deksel op om
toegang te krijgen tot de klem van de Sharps Cartridge.

19. Breng het schilddeksel omlaag over de Sharps
Cartridge heen.

20. Plaats het flaconschild met een volle flacon met
het voor gebruik geindiceerde radiofarmaceuticum
in het flaconschildcompartiment. Verwijder de
flacontoegangsdop NIET van het flaconschild.

Laat het draaghandvat op het flaconschild zitten.
OPMERKING: Het flaconschild is zodanig uitgerust dat het
alleen correct in het flaconschildcompartiment kan worden
geplaatst als de steuntjes van het flaconschildcompartiment
in de daarvoor bestemde uitsparingen naast de vlakke
oppervlakken van het flaconschild rusten.

21. Verwijder de dop van het flaconschild door
het draaghandvat omlaag te drukken en de
flacontoegangsdop naar links te draaien.

Neem de dop er vervolgens recht van af.

22. Gebruik aseptische technieken, zoals deze staan
beschreven in de relevante richtlijnen van de instelling,
om het membraan van de flacon te desinfecteren.

23. Plaats de naalden in de multidosisflacon door het
schilddeksel terug te draaien op de ruimte en de naalden
recht omlaag in de flacon te drukken.

24, Plaats de slang van de Sharps Cartridge in de
RP-pomp. Zorg dat de slangkraag zich direct buiten
de RP-pomp bevindt, aan de kant die zich het dichtst
bij het flaconschildcompartiment bevindt. Suit het
pompdeksel.

25. Controleer of de SAS plat in het kanaal ligt, het handvat
van het flaconschildcompartiment omlaag is en de deur
van de RP-pomp gesloten is terwijl alle slangen zijn
geinstalleerd. Sluit het kamerdeksel.

OPMERKING: Volg de procedures van de instelling om er

zeker van te zijn dat het beoogde radiofarmaceuticum goed

in het MEDRAD Intego PET-infuussysteem is bevestigd.

OPMERKING: Het MEDRAD Intego PET-infuussysteem

is bedoeld voor gebruik met standaardsloten. Bayer levert

geen slot bij het systeem.

26. Voer de assay-informatie van de multidosisflacon in
volgens de procedure als omschreven in het hoofdstuk
‘Assay-informatie multidosisflacon invoeren’ in de
bedieningshandleiding van de MEDRAD Intego.

DE PATIENTTOEDIENINGSSET (PAS = PATIENT
ADMINISTRATION SET) INSTALLEREN

Plaats altijd voor elke patiént een nieuwe PAS. Installeer

de PAS volgens de volgende procedure:

1. Open het schilddeksel van het PAS-gebied van de
afgeschermde kamer.

2. Reinig de uitstrijkklep op het distale uiteinde van de SAS
met gebruikmaking van de aseptische technieken zoals
die staan beschreven in de specifieke richtlijnen van de
instelling.

3. Bevestig de PAS op de uitstrijkklep aan het distale
uiteinde van de SAS.

4. Afhankelijk van aan welke kant van de patiént het
MEDRAD Intego PET-infuussysteem zich bevindt,
moet de PAS via de linker- of de rechterzijde van het
schild worden geleid.

5. Controleer of de PAS niet klem zit en sluit het
schilddeksel.

DANSK

Indledning: Laes oplysningerne i dette dokument
fuldsteendigt fr installation eller brug af administrationssast
til MEDRAD Intego PET-infusionssystemet. Forstéelse af
disse oplysninger hjeelper brugeren med sikker brug af
MEDRAD Intego-systemet.

Tilsigtet brug: MEDRAD Intego PET-infusionssystemet er
beregnet til at levere ngjagtige doser af radiofarmal;(eunske
midler og alment anvendte sk%lleoplasninger med 18
fluordeoxyglucose (FDG) og '°F natriumfluorid (NaF) til
patienter under diagnostiske procedurer med molekylaer
imagografi (nuklearmedicin). MEDRAD Intego PET-
infusionssystemet er ogsa beregnet til at beskytte med|cuésk
personale imod eksponering for straling med fluorin- 18

ved brug af effektiv stralingsafskaermning under
nuklearmedicinske diagnostiske procedurer.

Indikationer: MEDRAD Intego PET-infusionssystemet
er |nd|k§ret til administration af '°F fluordeoxyglucose
(FDG), 8F natriumfluorid (NaF) og alment anvendte
skylleoplwsninger il patienter under molekyleere,
imagografiske (nuklearmedicin) procedurer.
?EM/ERK MEDRAD Intego-engangsartikler meerket for
8F FDG eller "8F NaF er beregnet il levering af NaF
med softwareversion CR10.1 og senere. Kontakt venligst
Bayer-repraesentanten for yderligere oplysninger mht.
administration af "°F NaF.



Begranset salg: FDA (United States Food and Drug
Administration) begraenser salg af denne anordning il leger
eller personer med skriftlig autorisation fra en laege.

Rapportér enhver alvorlig haendelse, der matte opsta i
forbindelse med denne enhed til Bayer
(radiology.bayer.com/contact) og den lokale, europaeiske,
kompetente myndighed (eller hvis det er relevant til den
passende myndighed i det land, hvor heendelsen indtraf).

AAdvarsler

Bemark folgende ved enheder, som er meerket til
engangsbrug: Dette produkt er kun til engangsbrug.
Ma ikke resteriliseres, bearbejdes eller genbruges.
Enhederne til engangsbrug er udelukkende beregnet
og afprovet til engangsbrug. Genbrug af enhederne
til engangsbrug udger en risiko for, at enheden svigter,
samt risici for patienten. Potentiel svigt af enheden
omfatter en betydelig nedbrydning af komponenter

ved lengerevarende brug, fejifunktion i komponenterne
og systemsvigt. Potentielle risici for patienten omfatter
personskade grundet fejifunktion i enheden, eller
infektion fordi enheden ikke er godkendt til rensning

og resterilisering.

Genbrug af pat atic eller
manglende overholdelse af steril teknik kan medfere
biologisk kontaminering. Produktet ma IKKE genbruges
eller resteriliseres. Engangsudstyr skal bortskaffes
forsvarligt efter brug. Hvis der er tvivl om, hvorvidt der er
forekommet kontaminering under montering eller brug af
udstyret, skal det skilles ad, og et nyt, sterilt produkt skal
monteres.

Operateren kan komme slemt til skade, hvis der

ikke udvises forsigtighed ved abning eller lukning

af lagene over det afskarmede kammer eller rummet
med patientadministrationssattet. Sorg for, at alle
fingre er fri for den afskeermede lage til kammeret eller
lagen til rummet med patientadministrationssattet abnes
eller lukkes.

Kun sattets vaeskebane er steril og ikke-pyrogen.
Anvend ikke i sterile eller aseptiske omrader uden at tage
passende forholdsregler.

Luftemboli eller forkert injektionsdosering

kan forek hvis saltvandsslangen er
beskadiget. Sgrg for ikke at klemme saltvandsslangen
i saltvandspumpen, da det kan beskadige
administrationssaettet.

Biologisk kontaminering kan forekomme, hvis
aseptiske teknikker ikke overholdes. Overhold
facilitetens retningslinjer mht. desinfektion af
heetteglassets septum.

Fare for stralingseksponering: Injektoren kan
indeholde radioaktivt materiale. Rk ikke ind
under vognen, mens systemet indeholder aktivitet.
Adgangspanelerne ma ikke fiernes, mens systemet
indeholder aktivitet.

Ma ikke bruges, hvis den sterile pakke er abnet eller
beskadiget. Hvis en pakke abnes eller beskadiges,
eller hvis der anvendes beskadigede komponenter, kan
det medfare skade pa operater eller patient. Kontrollér
indholdet og emballagen visuelt far hver brug.

Punkturfare. SAS’en indeholder skarpe genstande.
Udvis forsigtighed for at forhindre skade ved
handtering af SAS’en ved kontrol af skarpe
genstande. Skarpe genstande skal kasseres ifglge
den enkelte facilitets retningslinjer.

Anvend IKKE kildeadministrationssattet

sammen med mere end ét flerdosis-glas. Brug af
kildeadministrationssaettet sammen med mere end ét
flerdosis-glas kan resultere i patient- eller operatgrskade.

Fare for stralingseksponering. Brug af laget til

det afskeermede kammer som en arbejdsflade

kan eksponere operateren for overdreven straling.
Laget til det afskaermede kammer mé ikke bruges som
en arbejdsflade, nar der er radioaktive materialer til
stede i systemet. Brug af laget som en arbejdsflade
eller placering af ting pa laget, mens det er abent,

kan beskadige laget og heemme dets evne til at give
tilstreekkelig stralingsafskeermning.

Fare for straling ing. R itiske
midler afgiver gamma-straling. Operateren skal udvise
ekstrem forsigtighed ved handtering af radiofarmaceutiske
materialer. Doser kan overstige den maksimalt tilladte
dosis, hvis der ikke tages passende forholdsregler.
Overhold alle retningslinjer for de individuelle faciliteter
mht. handtering og bortskaffelse af radioaktive materialer.
Abn IKKE det afskaermede kammer uden forst at tage
forholdsregler mht. straling som anfert i facilitetens
procedurer.

Anvend IKKE andre radiofarmaceutigke produkter end
SF fluordeoxyglucose (FDG) eller '°F natriumfluorid

(NaF) sammen med MEDRAD Intego-systemet.

Brug af andre radiofarmaceutiske midler end '°F FDG

eller '8F NaF kan beskadige MEDRAD Intego-systemet

og forarsage ungjagtig dosismaling og/eller voldsom

radioaktiv eksponering.

Forkert injektionsdosering eller radioaktive spild kan
forekomme, hvis laget til det afskeermede kammer
lukkes pa slangeszattet. Serg for, at slangeseettet og alle
administrationssaettets komponenter er korrekt monteret,
for laget til det afskeermede kammer lukkes.

Patienten risikerer at fa en infektion, hvis der
anvendes komponenter, der ikke er sterile. Serg for,
at alle engangskomponenter forbliver sterile ved hjaelp
af aseptisk teknik.

/\Advarsler

PVC-slangerne i PAS indeholder DEHP, som er et
kemikalie, der i staten Californien vides at forarsage
fadselsdefekter eller andre reproduktionsskader.

Det er rapporteret, at ekstremt haje doser af phthalater,
sasom DEHP, har forarsaget fadselsdefekter i forsagsdyr.
Selvom der kun foreligger begraensede videnskabelige
data om phthalaters virkning pa mennesker, anbefaler
sundhedsmyndighederne, at eksponering for anordninger,
som indeholder disse stoffer, minimeres mest muligt for
barn og ammende og gravide kvinder.

DEHP er ogsa et stof pa kandidatlisten over Seerligt
problematiske stoffer (Substances of Very High Concern
(SVHC)) i henhold til Artikel 59 af REGULATIV (EF)

nr. 1907/2006 vedrgrende registrering, evaluering,
autorisation og begraensning af kemikalier (REACH).
Stoffets navn: Di(2-ethylhexyl)phthalat (DEHP)
CAS-nummer: 117-81-7

EC-nummer: 204-211-0

MONTERING AF KILDEADMINISTRATIONSSATTET

(SAS)

Monter altid et nyt SAS, nar et nyt flerdosis-heetteglas

monteres. Flerdosis-haetteglasset og SAS monteres i det

afskeermede kammer ved brug af falgende procedure:

1. Udigs lasen, som fastholder laget pa kammeret, og skub
laget fremad mod forsiden af vognen for at blotte det
afskeermede kammer.

2. Abn engangsbakken og tag SAS ud af emballagen.

3. Heeng saltvandsposen pa bejlen pa bagsiden af vognen
i nerheden af handtaget, og indsaet spiken i enden af
SAS i saltvandsposen.

4.Indseet saltvandsslangen i saltvandspumpen, sa
tilslutningen er mellem pumpen og saltvandsposen
med tilslutningen teet pa pumpen.

5. Indseet slangen i holdeklemmen, og fer saltvandsslangen
langs SAS-sporet, idet der startes ved saltvandspumpen
og sluttes ved glasafskaermningsrummet, hvor
glasafskaermningen monteres.

BEMARK: Sgrg for, at saltvandsslangen er centreret

pa pumpens valser. Slangen ma ikke falde ned under

valserne. Nar deren til pumpen lukkes, skal det sikres,

at saltvandsslangen er centreret i pumpens der, saledes

at slangen ikke er klemt.

6. Indsaet kassetten med skarpe genstande i holderen
pa afskaermningslaget. Den slange, der kommer ud
af kassetten med skarpe genstande, skal lebe mod
RP-pumpen.

BEMARK: Tag ikke beskyttelsessheathen af nalene

i kassetten med skarpe genstande.

7. Seet samlestikket | SAS-samlestikholderen.

8. Kontrollér, at dosiskalibratoren er tom, fer spolen
monteres.

9. Indsaet SAS-spolen i dosiskalibratoren, saledes at
slangens |gse ender vender mod toppen.

BEMAERK: Sgrg for, at SAS-spolen er placeret i bunden

af dosiskalibratoren.

10. Rul affaldsposen ud, og saet den ind i det afskeermede

affaldsopbevaringsrum.

11. Indsaet T-stikket i holderen.

12. Monter slangedelen mellem T-tilslutningen og
affaldsposen i affaldskiemmeventilen.

BEMZARK: Klemmeventilen abnes ved at trykke pa

knappen oven pa ventilen. Slangen monteres ved at skubbe

den ind i ventilen, mens der trykkes ned pa knappen.

13. Seet klemmeventildeekslet pa affaldsklemmeventilen.

14. Monter slangedelen mellem T-tilslutningen og den
udskiftelige ventil i PAS-klemmeventilen.

BEMARK: Klemmeventilen abnes ved at trykke pa

knappen oven pa ventilen. Slangen monteres ved at skubbe

den ind i ventilen, mens der trykkes ned pa knappen.

15. Saet klemmeventildaekslet pa PAS-klemmeventilenen.

16. Indseet den frie ende af SAS (kommer ud af
PAS-klemmeventilen) i luftdetektoren.

17. Loft afskeermningslaget lige op ved brug af handtaget
pa glasafskeermningsrummet, og drej laget i retning
mod uret.

18. Afskeermingslaget er heengslet. Loft laget for at blotte
holderen til kassetten med skarpe genstande.

19. Seenk beskyttelseslaget ned over kassetten med skarpe
genstande.

20. Indszet glasafskeermningen indeholdende et fuldt
glas med det radiofarmaceutiske materiale, som
er angivet til brug, i glasafskeermningsrummet.

Tag IKKE glasadgangshzetten af glasafskaermningen.
Lad baerehandtaget sidde pa glasafskaermningen.

BEMZRK: Glasafskeermningen er forkilet, sa den kun

kan seettes rigtigt ind i glasafskeermningsrummet med

glasafskaermningsrummets tapper hvilende i de forkilede

omrader, som findes ved siden af de flade overflader pa
glasafskaermningen.

21. Tag heetten af glasafskeermningen ved at trykke ned pa
beerehandtaget, dreje glasadgangshaetten i retning mod
uret og dernaest lafte haetten lige af.

22. Overhold aseptiske teknikker som angivet i
retningslinjerne for de individuelle faciliteter mht.
desinfektion af glassets septum.

23. Indsaet de skarpe genstande i flerdosis-glasset ved at
vippe afskeermningslaget tilbage over branden og trykke
nalene lige ned i glasset.

24. Indsaet slangen fra kassetten med skarpe genstande
i RP-pumpen. Serg for, at slangens kant hviler
lige uden for RP-pumpen pa siden naermest
glasafskeermningsrummet. Luk pumpelaget.

25. Bekreeft, at alle SAS'er ligger fladt i kanalen, at
glasafskeermningsrummets handtag er nede, og at
deren til RP-pumpen er lukket med slangen helt
monteret. Luk Iaget til kammeret.

BEMAERK: Overhold facilitetens procedurer for at sikre,

at de radiofarmaceutiske materialer angivet til brug er sikret

korrekt i MEDRAD Intego PET-infusionssystemet.

BEMARK: MEDRAD Intego PET-infusionssystemet er
beregnet til brug med standardlase. Bayer leverer ikke en
las sammen med systemet.

26. Indtast analyseoplysninger for flerdosis-hzetteglas ved
at folge proceduren angivet i afsnittet Indtastning af
analyseoplysninger for flerdosis-heetteglas i MEDRAD
Intego-brugervejledningen.

MONTERING AF PATIENTADMINISTRATIONSSATTET

(PAS)

Monter altid et nyt PAS for hver eneste patient. Monter

PAS'et ved brug af falgende procedure:

1. Abn afskeaermningslaget over PAS-omradet i det

afskeermede kammer.

2.Renger den udskiftelige ventil i den distale ende af SAS

ved at folge aseptiske teknikker beskrevet i den enkelte
facilitets retningslinjer.

3. Forbind PAS’et med den udskiftelige ventil i den distale

ende af SAS'et.

4.PAS'et fores enten ud af venstre eller hgjre side af

afskeermningen, afhaengig af hvilken side af patienten,
MEDRAD Intego PET-infusionssystemet findes pa.

5. Serg for, at PAS’et ikke er afklemt, og luk

afskeermningslaget.

HRVATSKI

Uvod: informacije koje se nalaze u ovom dokumentu
procitajte do kraja prije ugradnje ili upotrebe kompleta za
primjenu sustava za infuziju MEDRAD Intego PET.
Razumijevanje ovih informacija pomoci ¢e korisniku u
sigurnom rukovanju sustavom MEDRAD Intego.

Namjena: sustav za infuziiu MEDRAD Intego PET tijiekom
molekularnog snimanja (nuklearnomedicinske dijagnostike)
pacijentima omoguguje primanje to¢ne doze
radiofarmaceutika '°F fluorodeoksiglukoze (FDG) ili '8F
natrij fluorida (NaF) te uobicajene otopine za ispiranje.
Sustav za infuziju MEDRAD Intego PET takoder pruza
ucinkovitu zastita od zraCenja za medicinsko osoblje
izlozeno zracenju fluora-18 ('8F) tijekom postupaka
nuklearnomedicinske dijagnostike.

Indikacije za upotrebu: sustav za jnfuziju MEDRAD Intego
PET upotrebljava se za primjenu '°F fluorodeoksiglukoze
(FDG), '®F natrij fluorida (NaF) i uobi¢ajene otopine za
ispiranje tijekom postupaka molekularnog snimanja
(nuklearnomedicinskih postupaka).

NAPOMENA: materi&al za jednokratnu uporaba MEDRAD
Intego s oznakama T8F FDG li '°F NaF namijenjen je
davanju sredstva NaF s verzijom softvera CR10.1 i novijom.
Molimo vas da se javite zastupniku tvrtke Bayer 1ngog
dodatnih informacija koje se odnose na davanje'°F NaF.

Ogranicena prodaja: americka Agencija za hranu i lijekove
(FDA) ogranicila je prodaju ovog uredaja lijie¢nicima ili
osobama koje imaju pisano odobrenje lijecnika.

Sve ozbiljne incidente povezane s ovim uredajem prijavite
tvrtki Bayer (radiology.bayer.com/contact) i lokalnom
europskom nadleznom tijelu (ili, ako je primjenjivo,
odgovarajuéem regulatornom tijelu drzave u kojoj se
dogodio incident).

/A Upozorenje

Za uredaje s oznakom za jednokratnu upotrebu imajte
na umu: ovaj je uredaj namijenjen samo za jednokratnu
upotrebu. Nemojte ponovno sterilizirati, ponovno
obradivati niti koristiti viSe puta. Uredaji za jednokratnu
upotrebu namijenjeni su i odobreni iskljucivo za
jednokratnu upotrebu. Ponovna upotreba uredaja za
jednokratnu upotrebu predstavlja opasnost od kvara
uredaja i opasnost za pacijenta. Mogucéi kvar uredaja
obuhvaca znacajnu dotrajalost komponente kod dulje
upotrebe, neispravan rad komponente i kvar sustava.
Moguce opasnosti za pacijenta obuhvacaju ozljede zbog
neispravnog rada uredaja ili infekciju jer ¢is¢enje ili
ponovna sterilizacija uredaja nisu odobrene.

Ponovna upotreba kompleta za davanje sredstava
pacijentu ili propust u koristenju sterilne tehnike
mogu dovesti do bioloske kontaminacije. NEMOJTE
ponovno upotrebljavati il pokusati ponovno sterilizirati.
Nakon upotreba pravilno zbrinite predmete za jednokratnu
upotreba. Ako postoji bilo kakva mogucnost da je doslo do
kontaminacije tijekom postavljanja ili upotreba, rastavite

i postavite novi sterilni proizvod.

Kod rukovatelja moze doci do teskih ozljeda ako se
ne postupa oprezno kod otvaranja ili zatvaranja
poklopaca na zasti¢enoj komori ili pretincu s kompletom
za davanje sredstava pacijentu. Provjerite jesu li su svi
prsti na sigurnom prije otvaranja ili zatvaranja poklopca
zasticene komore ili poklopca pregratka kompleta za
davanje sredstava pacijentu.

Samo je putanja tekucine u kompletu sterilna i nije
pirogena. Ne upotrebljavajte u sterilnom ili asepticnom
podrucju bez odgovarajucih mjera opreza.

Ako je linija fizioloSke otopine ostecena, moze doci do
zracne embolije ili neispravne doze injekcije. Uvjerite
se da niste prignjecili cijev fizioloSke otopine u pumpa za
fiziolodku otopinu buduci da bi to moglo ostetiti komplet za
davanje sredstava.

Moze doci do bioloske kontaminacije ako se ne
koriste asepticne tehnike. Pri dezinficiranju pregrade
bogice slijedite pravila ustanove.

Opasnost od zracenja: ubrizgiva¢ bi mogao sadrzavati
radioaktivne materijale. Nemojte posezati rukom ispod
kolica dok u sustavu postoji aktivnost. Ne uklanjajte
pristupne ploce dok u sustavu postoji aktivnost.

Nemojte upotrebljavati ako je sterilno pakiranje
otvoreno ili oteceno. Do ozljede pacijenta ili rukovatelja
moze doéi zbog otvorenog ili oStec¢enog pakiranja ili
upotrebe ostecenih komponenti. Vizualno pregledajte
sadrZaj i pakiranje prije svake upotrebe.
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/\ Upozorenje

Opasnost od uboda. SAS sadrzi ostre dijelove. Da
biste sprijecili ozljedu, pazite da prilikom rukovanja
SAS-om imate pod nadzorom ostre predmete. OdloZite
ostre dijelove u skladu s pravilima ustanove.

NEMOJTE UPOTREBLJAVATI izvorni komplet za
davanje sredstava s vise od jednom viSedoznom
bocicom. Upotreba izvornog kompleta za davanje
sredstava s vi$e od jedne viSedozne bocice moglo
bi dovesti do ozljede pacijenta ili rukovatelja.

Opasnost od zracenja. Upotreba poklopca zasticene
komore kao radne plohe moglo bi rukovatelja izloziti
prekomjernom zracenju. Poklopac zasti¢ene komore
nemojte rabiti kao radni prostor dok se u sustavu nalaze
radioaktivni materijali. Koristenje poklopca kao radne
plohe ili stavljanje predmeta na poklopac dok je otvoren
moglo bi oStetiti poklopac te umaniiti njegovu sposobnost
da pruzi dostatnu zastitu od zracenja.

Opasnost od zracenja. Radiofarmaceutici emitiraju
gama zracenje. Rukovatelj treba biti vrlo oprezan pri
rukovanju radiofarmaceuticima. Doze bi mogle premasiti
maksimalnu dozvoljenu dozu ako se ne provode
primjerene mjere opreza. Slijedite sva pravila ustanove za
rukovanje radioaktivnim materijalima i njihovo odlaganje.
NEMOJTE OTVARATI zasti¢enu komoru ako prije niste
poduzeli mjere opreza za zracenje kako je navedeno

u postupcima ustanove.

Na sustavu MEDRAD Intego NEMOJTE koristiti
nijedan drugi radiofarmaceutsri proizvod osim '°F
fluorodeoksiglukoze (FDG) ili 1°F natrijey fluorid
(NaF). Uporaba radiofarmaceutika koji nisu 'SF FDG ili '8F
Na mogla bi ostetiti sustav MEDRAD Intego i mogla bi
prouzrociti neprecizno mjerenje doze ifili prekomjerno
izlaganje zragenju.

Moglo bi do¢i do neodgovarajuceg doziranja za
injekciju ili curenja zracenja ako je poklopac zasticene
komore zatvoren tako da je postavljen na komplet
cjevcica. Provjerite da su komplet cjevéica i sve
komponente kompleta za davanje sredstava pravilno
instalirani prije zatvaranja poklopca zasti¢ene komore.

Zbog upotreba nesterilnih komponenti moglo bi do¢i
do inficiranja pacijenta. Odrzavajte sterilnost svih
komponenata za jednokratnu upotreba koristeci asepti¢ne
tehnike.

PVC cijevi u kompletu za davanije sredstava pacijentu
(PAS) sadrzavaju DEHP, kemikaliju za koju je u Saveznoj
drzavi Kaliforniji utvrdeno da uzrokuje prirodene mane ili
druga reproduktivna o$tecenja.

Postoje izvjeS¢a da iznimno visoke doze ftalata kao $to je
DEHP u laboratorijskih Zivotinja izazivaju o$te¢enja ploda.
lako o ucinku ftalata na ljude ne postoji dovoljno podataka,
zdravstvene organizacije preporucuju da se u djece, dojilja
i trudnica izlaganje uredajima koji sadrZe te spojeve svede
na najmanju mogucu mjeru.

DEHP je takoder tvar na popisu kandidata Tvari s posebno
zabrinjavajuéim svojstvima (Substances of Very High
Concern - SVHC) sukladno ¢lanku 59. UREDBE (EZ) br.
1907/2006 o registraciji, evaluaciji, autorizaciji i
ograni¢avanju kemijskih spojeva (Registration, Evaluation,
Authorization and Restriction of Chemicals — REACH).
Naziv tvari: Bis (2-etil(heksil)ftalat) (DEHP)

CAS broj: 117-81-7

EZ broj: 204-211-0

POSTAVLJANJE IZVORNOG KOMPLETA ZA DAVANJE

SREDSTAVA (SAS)

Uvijek postavite novi SAS kada postavljate novu viSedoznu

bocicu. Visedoznu bocicu i SAS postavite u zasticenu

komoru primjenom sljedeceg postupka:

1. Otpustite zasun koji pricvrscuje poklopac komore i gurnite
poklopac prema prednjem dijelu kolica da biste otvorili
zadticenu komoru.

2. Otvorite pliticu za jednokratnu upotreba i izvadite SAS iz
ambalaze.

3. Vrecicu sa fizioloSkom otopinom stavite na vjesalicu na
pozadini kolica blizu ru¢ke i umetnite Siljasti priklju¢ak na
kraj sustava SAS u vrecicu s fizioloSkom otopinom.

4. Umetnite cjevcicu za fizioloSku otopinu u pumpu za
fizioloSku otopinu tako da se konektor nalazi izmedu
pumpe i vrecice s fizioloSkom otopinom i to tako da je
blizu pumpe.

5. Cijev stavite u kopcu za zadrzavanje a cijev za fiziolosku
otopinu usmijerite tragom SAS sustava, pocevsi od
pumpe za fizioloSku otopinu a zavrsivsi na pregratku
zastitne posude za bogicu gdje ¢e zastitna posuda za
bogicu biti postavijena.

NAPOMENA: provjerite da je cjevcica za fizioloSku otopinu

centrirana na valjcima pumpe. Cjev¢ica ne smije pasti ispod

valjaka. Kad zatvarate vrataSca pumpe, provjerite da je
cjevcica s fizioloSkom otopinom centrirana u vrata$cima
pumpe tako da cjevcica ne bude priklijestena.

6. Ulozak za igle umetnite u kop¢u na zastitnom poklopcu.
Cijev koja izlazi iz ulo$ka za igle treba biti usmjerena
prema pumpi za radiofarmaceutike (RP).

NAPOMENA: sa igala u ulo$ku za igle nemojte skidati

zastitnu oblogu.

7. Umetnite stjeciSte na drzac stjecista za SAS.

8. Prije nego Sto ga postavite na zavojnicu provjerite da je
kalibrator doza prazan.

9. Zavojnicu sustava SAS umetnite u kalibrator doza tako da
labavi krajevi cijevi budu okrenuti prema gore.

NAPOMENA: provjerite da je zavojnica SAS postavljena na

dno kalibratora doza.

10. Razmotajte vrecu za otpad i stavite je u zasticeno

spremiste za otpad.

11. Umetnite T-konektor u osigurac.

12. Dio cijevi izmedu T- konektora i vrece za otpad postavite

u gnjecni ventil za otpad.



NAPOMENA: gnjecni ventil se otvara pritiskom na gumb na

vrhu ventila. Da biste ugradili cijevi, pustite da cijevi kliznu

u ventil dok pritiS¢ete gumb.

13.Montirajte poklopac gnje¢nog ventila na gnjecni ventil
za otpad.

14.Dio cijevi izmedu T-konektora i beziglenog spoja
postavite u gnjecni ventil sustava PAS.

NAPOMENA: gnjecni ventil se otvara pritiskom na gumb na

vrhu ventila. Da biste ugradili cijevi, pustite da cijevi kliznu u

ventil dok priti§cete gumb.

15.Montirajte poklopac gnjecnog ventila na gnjecni ventil
za PAS.

16.Slobodan kraj sustava SAS (koji izlazi iz gnjecnog ventila
sustava PAS) umetnite u detektor zraka.

17.Koriste¢i ruéku pretinca za zastitnu posudu bocice,
podignite poklopac posude ravno prema gore i zatim
okrenite poklopac u smjeru suprotnom od kazaljke
na satu.

18.Zastitni poklopac nalazi se na Sarkama. Podignite
poklopac da bi se prikazala kopca uloska za igle.

19.Spustite zastitni poklopac na ulozak za igle.

20.Umetnite zastitnu posudu za bocicu koja sadrzi punu
bocicu radiofarmaceutika namijenjenog za upotreba, u
pregradak zastitne posude za bocicu. NEMOJTE skidati
kapicu za pristup bocici na zastitnoj posudi za bocicu.
Ostavite rucku za nosenje na zastitnoj posudi bocice.

NAPOMENA: zastitna posuda za boCicu ima Zlijebove tako

da ju je moguce pravilno umetnuti u pregradak zastitne

posude za boCicu samo s potpornim stupi¢ima pregratka

zastitne posude za bocicu poloZenim na uZljebljena

podrucja smjestena pokraj ravnih povrsina na zastitnoj

posudi za bogicu.

21.Skinite kapicu sa zastitne posude za bocicu pritisnuvsi
prema dolje rucku za nosenje, okrenuvsi pristupnu
kapicu bocice u smjeru suprotnom od kretanja satnih
kazaljki a zatim podignite kapicu ravno gore.

22.Slijedite metode sterilizacije propisane pravilima
ustanove za dezinficiranje septuma bocice.

23.0étre dijelove umetnite u visedoznu bocicu okre¢uci
zadtitni poklopac preko izvora i pritis¢uci igle ravno dolje
u bocicu.

24.Cijevi iz uloska za igle umetnite u pumpu za
radiofarmaceutike (RP). Uvjerite se da obujmica
cijevi odmah ostaje izvan RP pumpe, na strani koja je
najbliza pregratku zastitne posude za bocicu. Zatvorite
poklopac pumpe.

25.Provjerite jesu li svi dijelovi sustava SAS polozeni plo$no
u kanal i je li rucka pregratka zastitne posude za bocCicu
spustena te jesu li vrata na RP pumpi zatvorena s
potpuno postavijenim cijevima. Zatvorite poklopac komore.

NAPOMENA: slijedite sva pravila ustanove da biste bili

sigurni da je radiofarmaceutik namijenjen upotreba dobro

ucvrscen unutar sustava za infuziju MEDRAD Intego PET.

NAPOMENA: sustav za infuziju MEDRAD Intego PET

izraden je tako da upotrebljava standardne brave. Bayer sa

sustavom ne isporucuje bravu.

26.Unesite analiticke informacije o viSedoznoj bocici
slijedeci postupak naveden u dijelu Uno$enje analitickih
informacija o visedoznoj bocici sustava iz Priru¢nika za
rad sustava MEDRAD Intego.

POSTAVLJANJE KOMPLETA ZA DAVANJE SREDSTAVA
PACIJENTU (PAS)

Uvijek postavite novi PAS komplet za svakog pacijenta.

Postavite PAS pomocu sliede¢eg postupka:

1. Otklopite poklopac zastite na PAS podrucju zasticene
komore.

2. Ocistite bezigleni spoj na krajnjem dijelu SAS-s koriste¢i
metode sterilizacije propisane pravilima ustanove.

3. Pricvrstite PAS na bezigleni spoj na udaljenijem kraju

AS-a.

4. Ovisno o tome na kojoj se strani pacijenta nalazi sustav
za infuziju MEDRAD Intego PET, usmijerite PAS prema
van iz lijeve ili desne strane zastitnog sklopa.

5. Uvjerite se da PAS nece biti priklijesten, a zatim zaklopite
zastitni poklopac.

PORTUG (BRASILEIRO)

Introdugao: Leia na integra as informagdes contidas neste
documento antes de instalar ou usar os conjuntos de

administragéo do sistema de infuséo PET Intego MEDRAD.
E importante compreender as informagdes para usar
o sistema Intego MEDRAD de maneira segura.

Finalidade de uso: O Sistema de infusdo PET Intego
MEDRAD tem a finalidade de administrar doses premsas
dos radiofarmacos "°F fluorodeoxiglucose (FDG) e
fluoreto de sddio (NaF) e solugdes salinas comumente
usadas em pacientes durante os procedimentos de
diagndstico por imagem molecular (medicina nuclear).

O sistema de infusdo PET Intego MEDRAD destina-se
também a fornecer blindagem contra radiagéo efetiva ao
pessoal médico sujeito a exposigao de radiagdo de flior-
("°F) durante os procedimentos de diagnéstico de medicina
nuclear.

Indicacdes de uso: O sistema de infuséo PET Intego
MEDRAD & indicado para a administragao de T8¢
fluorodeoxiglucose (FDG) e 8F fluoreto de sodio (NaF) e
solugdes salinas comumente usadas em pacientes durante
os procedimentos de diagndstico por imagem molecular
(medicina nuclear).

NOTA: Os descartave|s Intego MEDRAD rotulados para
18F FDG ou '8F NaF sao destinados a administragdo

do NaF com a verséo de software CR10.1 e posterior.
Entre em contato com o representante da Bayer para obter
informagdes adicionais sobre a administragao do '°F NaF.

Venda restrita: A FDA (Agéncia de Alimentos e Remédios
dos EUA) restringe a venda deste dispositivo a médicos ou
aqueles com autorizagao por escrito de um médico.

Relate qualquer incidente grave que tenha ocorrido em
relagdo a este dispositivo a Bayer (radiology.bayer.com/
contact) e a autoridade competente local europeia (ou,
quando aplicavel, a autoridade reguladora apropriada do
pais em que ocorreu o incidente).

/\ Atengéo

/A Atengdo

No caso de dispositivos classificados para uso tnico,
observe: Este produto se destina a uma unica
utilizagdo. Nao reesterilize, reprocesse nem reutilize.
Dispositivos descartaveis séo projetados e validados
somente para uso unico. A reutilizagdo de dispositivos
descartaveis de uso Unico cria o risco de falha do
dispositivo, assim como riscos para o paciente. As
potenciais falhas do dispositivo incluem deterioragéo
significativa do componente com o uso prolongado,
funcionamento inadequado do componente e falha do
sistema. Os potenciais riscos para o paciente incluem
lesoes devidas ao funcionamento inadequado do
dispositivo ou infecgao, ja que o dispositivo ndo foi
validado para ser limpo nem reesterilizado.

Se o conjunto de administragao ao paciente for
reutilizado ou se nao for usada técnica estéril, havera
risco de contaminagao biolégica. NAO reutilize ou tente
esterilizar. Descarte os materiais de forma adequada apos
0 uso. Caso tenha ocorrido a contaminagdo durante
ainstalagdo ou o uso, desmonte e instale um novo
produto esterilizado.

Podem ocorrer lesdes graves ao operador se nao for
tomado cuidado ao abrir ou fechar as tampas sobre
a camara blindada ou o compartimento do conjunto
de administracdo ao paciente. Verifique se todos os
“dedos” estéo limpos antes de abrir ou fechar a tampa
da camara blindada ou a tampa do compartimento do
conjunto de administragéo ao paciente.

Somente o caminho do liquido do conjunto é estéril
e ndo pirogénico. N&o utilize em uma érea estéril ou
asséptica sem as precaugdes adequadas

Pode ocorrer embolia gasosa ou dosagem de
injecdo incorreta se a linha de solugao salina estiver
danificada. Certifique-se de ndo prender o tubo de
solug&o salina dentro da bomba de solugéo salina, ja que
isso pode danificar o conjunto de administragéo

A contaminagao biolégica pode ocorrer se técnicas
assépticas nao forem seguidas. Siga as diretrizes do
hospital para desinfetar o septo do frasco.

Risco de exposigao a radiagao: O injetor pode conter
material radioativo. Nao estenda o brago sob o carrinho
enquanto houver atividade no sistema. Nao remova os

painéis de acesso enquanto houver atividade no sistema.

Nao utilize se a embalagem esterilizada estiver
aberta ou danificada. Se a embalagem estiver aberta
ou danificada, ou se forem utilizados componentes
danificados, podera haver risco de leséo fisica ao
paciente ou ao operador. Antes de usar, examine
visualmente o contetido e a embalagem.

Risco de perfuragdo. O SAS contém objetos
pontiagudos. Para evitar acidentes, tome cuidado

ao manusear o SAS para controlar os objetos
pontiagudos. Descarte os objetos pontiagudos de acordo
com as diretrizes individuais do hospital.

NAO use o conjunto de administragao de origem
com mais de um frasco multidose. O uso do conjunto
de administrag&o de origem com mais de um frasco
multidose poderia resultar em lesdo ao paciente ou ao
operador.

Risco de exposicao a radiagédo. O uso da tampa da
camara blindada como espago de trabalho pode expor
o operador a excesso de radiagao. Ndo use a tampa
da camara blindada como espago de trabalho enquanto
houver material radioativo presente no sistema. O uso
da tampa como espago de trabalho ou apoiar itens sobre
a tampa enquanto estiver aberta pode danificar a tampa,
prejudicando sua capacidade de oferecer uma protegao
adequada contra radiagéo.

Risco de exposigao a radiagao. Os radiofarmacos
emitem radiagdo gama. O operador deve ter extremo
cuidado ao manusear radiofarmacos. As doses podem
exceder 0 maximo permitido se néo forem tomadas

as precaugdes necessarias. Siga todas as diretrizes
individuais do hospital para 0 manuseio e o descarte
de material radioativo. NAO abra a camara blindada
sem primeiro tomar as precaucdes relativas a radiagdo
destacadas nos procedimentos do hospital.

NAO use nenhum outro produto radlofarmaco
diferente do '°F fluorodeoxiglucose (FDG) ou '
fluoreto de sédio (NaF) com o sistema Intego
MEDRAD. O uso de radiofarmacos diferentes do '8F FDG
ou '8F NaF pode danificar o sistema Intego MEDRAD e
pode causar medigdes de dose incorretas e/ou exposigao
excessiva a radiagao.

Pode haver dosagem inadequada da injegao ou
respingos de radiagao se a tampa da cdmara blindada
for fechada sobre o conjunto de tubos. Verifique se

o conjunto de tubos e todos os componentes do conjunto
de administragao estéo instalados corretamente antes de
fechar a tampa da camara blindada.

Poderéo ocorrer infecgoes no paciente se
componentes nao esterilizados forem utilizados.
Mantenha a esterilidade de todos os componentes
descartaveis fazendo uso de técnicas assépticas.

O tubo de PVC do PAS contém DEHP, uma substancia
quimica considerada, no estado da California,
potencialmente capaz de causar defeitos congénitos
ou outros problemas reprodutivos.
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Ha relatos de que doses extremamente altas de ftalatos,
como o DEHP, causam defeitos congénitos em animais
usados em pesquisas. Embora haja um nimero limitado
de dados cientificos sobre o efeito de ftalatos em seres
humanos, as autoridades sanitérias recomendam
minimizar o quanto possivel a exposigéo de criangas e
mulheres gestantes ou lactantes a dispositivos que
contenham tais compostos.

DEHP também é uma substancia que consta na lista de
substancias SVHC (Substances of Very High Concern —
substancias de cuidado muito elevado), conforme o

Artigo 59 da NORMA (EC - Comunidade Européia) nimero
1907/2006 referente ao registro, avaliagdo, autorizagao e
restricdo de substancias quimicas (REACH - Registration,
Evaluation, Authorization and Restriction of Chemicals).
Nome da substancia: Bis (2-etil-hexil) ftalato (DEHP)
Namero CAS: 117-81-7

Namero EC: 204-211-0

INSTALAGAO DO CONJUNTO DE ADMINISTRAGAO

DE ORIGEM (SAS)

Sempre instale um novo SAS ao instalar um novo frasco

multidose. Instale o frasco multidose na cdmara blindada do

SAS usando o seguinte procedimento:

1. Solte a trava que prende a tampa da camara e deslize
a tampa na direcéo da parte dianteira do carrinho para
expor a camara blindada.

2. Abra a bandeja de descartaveis e remova o SAS da
embalagem.

3. Cologue o saco de solug&o salina no gancho na parte
traseira do carrinho perto do punho e insira a ponteira da
extremidade do SAS no saco de solugéo salina.

4. Insira o tubo de solugéo salina na bomba de solugéo
salina, de modo que o conector fique entre a bomba e o
saco de solugo salina, com o conector perto da bomba.

5. Insira a tubulacéo no clipe de fixagéo e passe o tubo de
solugéo salina ao longo do trilho do SAS, comegando na
bomba de solug&o salina e terminando no compartimento
da blindagem do frasco, onde a blindagem do frasco sera
instalada.

NOTA: Certifique-se de que o tubo de solugéo salina esteja

centralizado nos rolos da bomba. O tubo néo deve cair

abaixo dos rolos. Ao fechar a porta da bomba, certifique-se
de que o tubo de solugdo salina esteja centralizado na porta
da bomba, de modo que o tubo nao fique preso.

6. Insira o Sharps Cartridge no clipe na tampa da
blindagem. O tubo que sai do Sharps Cartridge
deve ficar na direcéo da bomba de RP.

NOTA: N&o remova a bainha protetora das agulhas do

Sharps Cartridge.

7.Insira a confluéncia no suporte de confluéncia do SAS.

8. Certifique-se de que o calibrador de dose esta vazio
antes de instalar a bobina.

9. Insira a bobina do SAS no calibrador de dose, de modo
que as pontas soltas da tubulagao fiquem voltadas
para cima.

NOTA: Certifique-se de que a bobina do SAS esteja

posicionada na parte inferior do calibrador de dose.

10. Desenrole 0 saco de residuos € insira-o0 no

armazenamento blindado de residuos.

11. Insira o conector T no retentor.

12. Instale a segéo da tubulagéo entre o conector T e 0 saco
de residuos na valvula de aperto de residuos.

NOTA: A valvula de aperto se abre pressionando o botdo

na parte superior da valvula. Para instalar a tubulagao,

deslize a tubulagéo na valvula enquanto empurra o botéo
para baixo.

13. Instale a tampa de valvula de mangote na valvula de
mangote de residuos.

14. Instale a secéo da tubulagdo entre o conector T e a
valvula limpavel na vélvula de aperto do PAS.

NOTA: A valvula de aperto se abre pressionando o botéo

na parte superior da valvula. Para instalar a tubulagéo,

deslize a tubulag&o na valvula enquanto empurra o botéo
para baixo.

15. Instale a tampa de valvula de mangote na vélvula de
mangote PAS.

16. Insira a extremidade livre do SAS (que esta saindo da
valvula de aperto do PAS) no detector de ar.

17. Usando o punho do compartimento de blindagem
do frasco, levante a tampa da blindagem diretamente
para cima e, em seguida, gire a tampa no sentido
anti-horario.

18. A tampa da blindagem é articulada. Levante a tampa
para expor o clipe do Sharps Cartridge.

19. Abaixe a tampa da blindagem sobre o Sharps Cartridge.

20. Insira a blindagem do frasco contendo um frasco cheio
do radiofarmaco indicado para uso no compartimento
da blindagem do frasco. NAO remova a tampa de
acesso ao frasco da blindagem do frasco. Deixe o
punho de transporte na blindagem do frasco.

NOTA: A blindagem do frasco é chaveada, para que possa

ser corretamente inserida no compartimento da blindagem

do frasco, com os pinos do compartimento encaixados nas
areas chaveadas que ficam ao lado das superficies planas
da blindagem do frasco.

21. Remova a tampa da blindagem do frasco empurrando
o punho de transporte para baixo, gire a tampa de
acesso ao frasco no sentido anti-horario e levante
a tampa diretamente para fora.

22. Siga as técnicas assépticas descritas nas diretrizes
individuais da instalagdo para desinfetar o septo do
frasco.

23. Insira os objetos pontiagudos no frasco multidose
girando a tampa da blindagem de volta sobre a cavidade
e pressionando as agulhas diretamente para dentro
do frasco.

24. Insira a tubulagéo do Sharps Cartridge na bomba
RP. Verifique se a borda do tubo esta apoiada
imediatamente fora da bomba RP, no lado mais proximo
do compartimento da blindagem do frasco. Feche a
tampa da bomba.

25. Verifique se 0 SAS inteiro esta plano dentro do canal,
se 0 punho do compartimento da blindagem do frasco
esta voltado para baixo e se a porta da bomba RP esta
fechada com a tubulagdo completamente instalada.
Feche a tampa da camara.

NOTA: Siga os procedimentos da instalagéo para

garantir que o radiofarmaco indicado para utilizagao

esta devidamente protegido no sistema de infusdo

PET Intego MEDRAD.

NOTA: O sistema de infusdo PET Intego MEDRAD

foi projetado para ser usado com travas normais.

A Bayer nao fornece uma trava com o sistema.

26. Insira as informagdes da andlise do frasco multidose
seguindo o procedimento descrito na se¢éo Insergéo
das informagdes da analise do frasco multidose, no
Manual de operagao do Intego MEDRAD.

INSTALAGAO DO CONJUNTO DE ADMINISTRAGAO
AO PACIENTE (PAS)

Sempre instale um novo PAS para cada paciente.

Instale o PAS usando o seguinte procedimento:

1.Abra a tampa da blindagem sobre a area do PAS da
camara blindada.

2. Limpe a valvula limpavel na extremidade distal do SAS,
seguindo as técnicas assépticas descritas nas diretrizes
individuais da instalagao.

3. Encaixe 0 PAS na vélvula limpavel na extremidade distal
do SAS.

4. Dependendo do lado do paciente em que o sistema de
infus&o PET Intego MEDRAD est4 localizado, disponha
0 PAS a esquerda ou a direita da blindagem.

5. Certifique-se de que o PAS nao ficara preso e feche
a tampa da blindagem.

PORTUGUES (EUROPEU)

Introdugao: Leia as informagdes contidas neste documento
antes de instalar ou usar os Conjuntos de administragéo do
Sistema de Perfusdo PET MEDRAD Intego. A compreensao
destas informagdes ajudara o utilizador a usar o Sistema
MEDRAD Intego de maneira segura.

Finalidade: O Sistema de Perfusao PET MEDRAD Intego
destina-se a ser utiljgado para administrar doses precisas

los radiofarmacos '°F Fluorodeoxiglucose (FDG) e

F Fluoreto de sédio (NaF) e solugdes de irrigagéo

frequentemente utilizadas em pacientes durante
procedimentos de diagndstico de imagem molecular
(medicina nuclear). O Sistema de Perfusdo PET MEDRAD
Intego destina-se iguaimente a fornecer blindagem contra
radiagao efenva ao pessoal médico sujeito a exposicéo de
Fltor-18 ( F) durante os procedimentos de diagndstico de
medicina nuclear.

Indicagdes de utilizagao: O Sistema de Perfusdo PET
MEDRAD Intego esta indicado paraa administragdo de
T5F Fluorodeoxiglucose (FDG) e SF Fluoreto de sodio
(NaF) e solugdes de irrigagao frequentemente utilizadas em
pacientes durante procedimentos de diagndstico de
imagem molecular (medicina nuclear).

NOTA: Os materlalg descartavgs MEDRAD Intego
identificados para '°F FDG ou °F NaF destinam-se a ser
utilizados para a administragdo de NaF com a verséo de
software CR10.1 e posterior. Contacte o representante da
Bayer para obter informacées adicionais relativamente a
administracéo de '6F NaF.

Venda restrita: A FDA (Agéncia de Alimentos e
Medicamentos dos EUA) restringe a venda deste dispositivo
a médicos ou aqueles com autorizagéo por escrito de

um médico.

Comunique qualquer incidente grave que tenha ocorrido,
relacionado com este dispositivo a Bayer
(radiology.bayer.com/contact) e a autoridade europeia local
competente (ou, quando aplicavel, a autoridade
regulamentar adequada do pais onde ocorreu o incidente).

/\ Adverténcias

No caso de dispositivos classificados para uso tnico,
tenha em atengéo o seguinte: este produto destina-se
a uma Unica utilizagdo. Ndo reesterilize, reprocesse nem
reutilize. Dispositivos descartaveis séo concebidos

e validados apenas para uma Unica utilizago.

A reutilizagdo de dispositivos descartaveis para uma unica
utilizagao cria o risco de falha do dispositivo, assim como
riscos para o paciente. As falhas potenciais do dispositivo
incluem deterioracao significativa do componente com o uso
prolongado, funcionamento inadequado do componente e
falha do sistema. Os riscos potenciais para o paciente
incluem lesdes devidas ao funcionamento inadequado do
dispositivo ou infecéo, ja que o dispositivo ndo é validado
para ser limpo nem reesterilizado.

Em caso de reutilizagéo do conjunto de administragdo
ao paciente ou se nao for usada uma técnica estéril,
havera risco de contaminagéo biolégica. NAO reutilize
ou tente esterilizar. Elimine os materiais de forma
adequada apos o uso. Caso tenha ocorrido a contaminagéo
durante a instalagéo ou utilizagéo, desmonte e instale um
novo produto esterilizado.

Podem ocorrer lesdes graves no operador se nao
tomar cuidado ao abrir ou fechar as tampas sobre
a camara blindada ou o compartimento do conjunto
de administragéo ao paciente. Verifique se todos os
dedos estéo limpos antes de abrir ou fechar a tampa
da camara blindada ou a tampa do compartimento do
conjunto de administragéo ao paciente.

Apenas o trajeto do liquido do conjunto é estéril e
apirogénico. Nao utilize numa érea estéril ou asséptica
sem tomar as devidas precaugdes.

Pode ocorrer embolia gasosa ou dosagem de injegao
incorreta se a linha de solugéo salina estiver danificada.
Verifique se o tubo de solugéo salina ndo esté estrangulado
dentro da bomba de solugao salina, ja que isso pode

danificar o conjunto de administragéo.
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Podera ocorrer contaminagéo biolégica se ndo forem
seguidas técnicas assépticas. Siga as diretrizes do
hospital para desinfetar o septo do frasco.

Risco de exposi¢ao a radiagao: o injetor pode conter
materiais radioativos. Nao tente aceder por baixo do
carrinho enquanto houver atividade no sistema. Nao
remova os painéis de acesso enquanto houver atividade
no sistema.

Nao utilize se a embalagem esterilizada estiver aberta
ou danificada. Se a embalagem estiver aberta ou
danificada, ou se forem utilizados componentes
danificados, podera haver risco de leséo fisica para

0 paciente ou operador. Antes de utilizar, inspecione
visualmente o conteido e a embalagem.

Risco de perfuragéo. O SAS contém objetos
pontiagudos. Para evitar acidentes, tenha cuidado
ao manusear o SAS para controlar os objetos
pontiagudos. Elimine os objetos pontiagudos de acordo
com as diretrizes individuais da institui¢ao.

NAO utilize o conjunto de administragéo de origem
com mais de um frasco de varias doses. A utilizagdo do
conjunto de administragdo de origem com mais de um
frasco de varias doses poderia resultar em leséo no
paciente ou operador.

Risco de exposigao a radiagao. A utilizagéo da tampa
da camara blindada como espago de trabalho pode
expor o operador a excesso de radiagdo. Nao utilize

a tampa da camara blindada como espago de trabalho
enquanto houver material radioativo presente no sistema.
A utilizagdo da tampa como espaco de trabalho ou apoiar
itens sobre a tampa enquanto estiver aberta pode
danificar a tampa, prejudicando a sua capacidade de
oferecer uma protegéo adequada contra radiagéo.

Risco de exposigao a radiagio. Os radiofarmacos
emitem radiagao gama. O operador deve ter muito
cuidado a0 manusear radiofarmacos. As doses podem
exceder o maximo permitido se néo forem tomadas as
precaugdes necessarias. Siga todas as diretrizes
individuais do hospital para 0 manuseamento e eliminagéo
de material radioativo. NAO abra a c&mara blindada sem
primeiro tomar precaugdes em relagao a radiagao,
conforme estipulado nos procedimentos da instituigéo.

Nng utilize outros radiofdrmacos para além de

F Fluorodeoxiglucose (FDG) ou SF Fluoreto de
sddio (NaF) com o Sistema MEDRAD Intego. A ut|I|za(;ao
de outros radiofarmacos para além de '°F FDG ou '°F
NaF pode danificar o Sistema MEDRAD Intego e pode
resultar numa medig&o imprecisa de doses e/ou numa
exposicao excessiva a radioatividade.

Pode haver dosagem inadequada da inje¢éo ou
respingos de radiagao se a tampa da camara blindada
for fechada sobre o conjunto de tubos. Verifique se o
conjunto de tubos e todos os componentes do conjunto de
administragdo estéo instalados corretamente antes de
fechar a tampa da camara blindada.

Poderao ocorrer infe¢des no paciente se forem
utilizados componentes nao esterilizados. Mantenha a
esterilidade de todos os componentes descartaveis com o
uso de técnicas assépticas.

O tubo em PVC presente no PAS contém DEHP,

um produto quimico que, no Estado da Califérnia, é
conhecido como causador de malformages congénitas
e outros problemas ao nivel da reprodugao.

Doses extremamente elevadas de ftalatos, como o DEHP,
tém sido consideradas como causa de malformagdes
congénitas em animais cobaias. Embora existam dados
cientificos limitados disponiveis sobre o efeito dos ftalatos
nos seres humanos, as autoridades de satde
recomendam que a exposigao a dispositivos, que
contenham estes componentes, seja reduzida ao minimo
possivel para criangas e mulheres a amamentar ou

gravidas.

O DEHP é também uma substancia que consta na lista de
candidatos de substancias que suscitam elevada
preocupagao (SVHC) de acordo com o Artigo 59° do
REGULAMENTO (CE) n.° 1907/2006 relativo ao registo,
avaliagdo, autorizagéo e restrigo de substancias quimicas
(REACH)

do da s )) (DEHP)
Numero CAS: 117-81-7
Numero CE: 204-211-0

hets

Bis(2-eti(hexil)ftal

INSTALAR O CONJUNTO DE ADMINISTRAGAO DE

ORIGEM (SAS)

Instale sempre um novo SAS aquando da instalagéo de um

novo frasco de varias doses. Instale o frasco de varias

doses e 0 SAS na camara blindada utilizando o seguinte
procedimento:

1. Solte a lingueta que fixa a tampa da camara e faga
deslizar a tampa em diregdo a parte frontal do carrinho
para expor a camara blindada.

2. Abra a bandeja descartavel e retire 0 SAS da respetiva
embalagem.

3. Cologue a bolsa de solugéo salina no gancho do suporte
na parte posterior do carrinho, junto ao manipulo, e insira
a agulha na extremidade do SAS na bolsa de solugéo
salina.

4. Insira o tubo de solugéo salina na bomba de solugao
salina de modo a que o conector se situe entre a bomba
e a bolsa de solugdo salina, com o conector préximo
da bomba.

5. Insira o tubo no grampo de seguranga e encaminhe o
tubo de solugéo salina ao longo do trilho do SAS,
comegando na bomba de solugéo salina e terminando

no compartimento de blindagem do frasco, onde esta
situada a blindagem do frasco.

NOTA: Certifique-se de que o tubo de solugéo salina esta

centrado nos rolos da bomba. O tubo n&o deve cair para

baixo dos rolos. Ao fechar a porta da bomba, certifique-se
de que o tubo de solugdo salina esta centrado na porta da
bomba, para que o tubo néo fique estrangulado.

6. Insira o cartucho de objetos pontiagudos no grampo
situado na tampa da blindagem. O tubo existente no
cartucho de objetos pontiagudos deve estar orientado na
dire¢do da bomba RP.

NOTA: Néo remova a bainha protetora das agulhas do

cartucho de objetos pontiagudos.

7. Insira a confluéncia no suporte de confluéncia do SAS.

8. Certifique-se de que o calibrador de dose esté vazio
antes de instalar a bobina.

9. Insira a bobina do SAS no calibrador de dose, de modo a
que as extremidades soltas do tubo fiquem viradas para
a parte superior.

NOTA: Certifique-se de que a bobina do SAS esta colocada

na parte inferior do calibrador de dose.

10. Desenrole a bolsa de residuos e insira-a no

armazenamento de residuos blindado.

11. Insira o conector em T no retentor.

12. Instale a secgéo do tubo entre o conectorem T e a bolsa
de residuos na valvula de residuos de manga flexivel.

NOTA: A vélvula de estrangulamento é aberta premindo o

bot&o na parte superior da valvula. Para instalar o tubo, faga

deslizar o tubo para o interior da valvula empurrando
simultaneamente o bot&o.

13. Instale a tampa da valvula de estrangulamento na
valvula de estrangulamento de residuos.

14. Instale a secgéo do tubo entre o conectorem T e a
valvula limpavel na valvula de manga flexivel do PAS.

NOTA: A valvula de estrangulamento € aberta premindo o

botao na parte superior da valvula. Para instalar o tubo, faga

deslizar o tubo para o interior da valvula empurrando
simultaneamente o bot&o.

15. Instale a tampa da vélvula de estrangulamento na
valvula de estrangulamento do PAS.

16. Insira a extremidade livre do SAS (saindo da valvula de
manga flexivel do PAS) no detetor de ar.

17. Utilizando a pega do compartimento de blindagem do
frasco, levante a tampa da blindagem e, em seguida,
rode a tampa no sentido inverso ao dos ponteiros do
relégio.

18. A tampa da blindagem é articulada. Levante a tampa
para expor o grampo do cartucho de objetos
pontiagudos.

19. Baixe a tampa da blindagem sobre o cartucho de
objetos pontiagudos.

20. Insira a blindagem do frasco contendo um frasco
completo do radiofarmaco indicado para utilizagéo no
compartimento da blindagem do frasco. NAO remova
a tampa de acesso do frasco da blindagem do frasco.
Deixe a pega de transporte na blindagem do frasco.

NOTA: A blindagem do frasco foi concebida de modo a ser

corretamente inserida no compartimento de blindagem do

frasco com as hastes do compartimento de blindagem do
frasco assentes nas areas entalhadas situadas junto as
superficies planas da blindagem do frasco.

21.Remova a tampa da blindagem do frasco empurrando
a pega de transporte para baixo, rodando a tampa de
acesso do frasco no sentido inverso ao dos ponteiros
do relégio e, em seguida, levantando a tampa para
a remover.

22. Siga técnicas assépticas, conforme estipulado nas
diretrizes individuais da instituiéo, para desinfetar o
septo do frasco.

23. Insira os objetos pontiagudos no frasco de varias doses
rodando a tampa da blindagem novamente por cima do
pogo e pressionando as agulhas em direcéo ao frasco.

24.Insira o tubo do cartucho de objetos pontiagudos na
bomba RP. Certifique-se de que a borda do tubo
assenta imediatamente fora da bomba RP, do lado mais
préximo do compartimento de blindagem do frasco.
Feche a tampa da bomba.

25. Certifique-se de que 0 SAS esta assente de forma plana
no interior do canal, de que a pega do compartimento de
blindagem do frasco esta para baixo e de que a porta da
bomba RP esta fechada com o tubo completamente
instalado. Feche a tampa da camara.

NOTA: Siga os procedimentos da instituigdo para assegurar

que o radiofarmaco indicado para utilizagdo esta devidamente

fixo no Sistema de Perfusdo PET MEDRAD Intego.

NOTA: O Sistema de Perfusdo MEDRAD Intego foi

concebido para ser utilizado com blogueios padréo. A Bayer

nao fornece um bloqueio com o sistema.

26. Introduza informagdes de andlise do frasco de varias
doses seguindo o procedimento descrito na secgao
Introdug&o de informacdes de analise do frasco de

varias doses do Manual de operagéo do MEDRAD Intego.

INSTALAR O CONJUNTO DE ADMINISTRAGAO AO
PACIENTE (PAS)

Instale sempre um novo PAS para cada paciente. Instale o

PAS utilizando o seguinte procedimento:

1.Abra a tampa da blindagem sobre a area do PAS da
cémara blindada.

2. Limpe a valvula limpavel na extremidade distal do SAS
seguindo técnicas assépticas descritas nas diretrizes
individuais da instituicdo.

3. Encaixe 0 PAS na vélvula limpavel na extremidade distal
do SAS.

4. Dependendo do lado do paciente no qual o Sistema de
Perfusdo PET MEDRAD Intego esta situado, encaminhe
0 PAS para o lado esquerdo ou direito da blindagem.

5. Certifique-se de que o PAS nao sera apertado e feche
a tampa da blindagem.

PYCCKWW

BeepgeHue. Mepep ycTaHOBKOW N NPUMEHEHUEM
HabopoB Ars BBEEHWsI CUCTEMbI MHADY3MOHHON Anst MOT
MEDRAD Intego nonHoCTbl0 npoumTaitTe Hgopmavmio,
cofepalLlylocsi B 9TOM JOKyMeHTe. 3HaHue 3Toil
MHhopmaLm noMoxeT obecneunTs GesonacHyto
akennyataumio cuctemsl MEDRAD Intego.

Hasnauenme. Cuctema nHdyavonHas ans MNoT
MEDRAD Intego npefHasHa4eHa Ansi BBeAeHUS
naLveHTam BO BPEMS NPoLieayp MONEKYNSIPHOM
BU3yanu3aLum (saepHasi MeauLmHa)

TOYHbIX 403 pavodapMaLieBTUHECKIX NpenapaToB
F-cpropaesokcurniokossl (O u '°F-propuaa HaTpus
(NaF), a Taroke 06bI4HbIX NPOMBIBOYHBIX PAcTBOPOB. Takxke

cuctema uHeyavorHas ans MOT MEDRAD Intego
npeAHasHayeHa Ans 9 eKTMBHON 3aLuTb! MEAULIMHCKOTO
nepcoHara ot 0bryyeHusi npy paboTe ¢ pagnoakTUBHbIM
u3oTonom chtopa-18 ('°F) B xofie pagron3oTonHbIx
[AVarHOCTUYECKIMX MCCIEA0BAHMN.

lMoka3aHus k npumeHeHuto. Cuctema MHGy3noHHas ans
M3T MEDRAD Intego npepHa3sHayeHa Ans BBEAEHUS
naLveHTam BO BPEMs NpoLieayp MONEKyNsipHON
BU3yanu3aLu (sinepHast veauy yHa) '°F-
dpropaesokcuriokoabl (/M) u "OF-hropuaa Hatpus (NaF),
a TaKkKe 06bI4YHbIX MPOMBIBOYHBIX PACTBOPOB.
MPUMEYAHUE. Matepuans! paCXOé\Hble ons MEDRAD
Intego, nokasawHble Anst pabotsl ¢ ' °F-OA unm T8F-NaF,
npeHasHayeHbl Ang BeeaeHns dpropuaa Hatpus (NaF) ¢
1CMONb30BaHNEM NMPOrpaMMHOTo obecneyeHnst Bepcin
CR10.1 unwm Gonee no3aHei. [inst nonyyetus
[0MONHUTENbHOM MHGOpMaLWK 0 BBeAeHUM '°F-
cropupaHatpus (NaF) cesixuTech C npeAcTaBuTenem
KomnaHuu Bayer.

OrpaHuyeHus npopaxu. YnpasneHue no caHUTapHoOMy
Hafi30py 3a ka4ecTBOM MULLEBLIX NPOAYKTOB 1
mepaukamerToB CLUA (FDA) pa3peLuaeT npoaaxy
HaCTOSLLEro U3AENUs TONMbKO BpayaM Unu nuuam,
VIMEIOLLMM NMUCbMEHHOE Pa3peLLEeHie Bpaya Ha ero
npuobpeTerme.

CoobuaiiTe 0 NtoBbIX Cepbe3HbIX MPOUCLLECTBUSIX,
CBA3aHHbIX C AaHHBIM 3[enueM, B KoMnaHuio Bayer
(radiology.bayer.com/contact) n mecTHble eBponelickue
YNONHOMOYEHHbIE OpraHbl (UM, €C NPUMEHIMO, B
COOTBETCTBYHOLLME PEryNATOPHbIE OpraHbl CTpaHbl, B
KOTOPOIA NPOU3OLLINO NPOUCILIECTBHE).

/\Mpeaynpexaexus

OnacHocTb NpoKonoB. SAS cofepXM1T OCTpbIe UMIbI.
[ins npeAoTBpaLLEeHUs BO3MOXHbIX TPaBM creauTe 3a
OCTPbIMK Urnamm npu pa6ote ¢ SAS. YTunuaupyiite
OCTPble UrMbl B COOTBETCTBUM C UHCTPYKLMSMM
KOHKPETHOTO Y4pexaeHms.

3AMPELLAETCA ucnonb3oBath HaGop ANnA BBeAEHUS
MCTOYHMKa Gonee YeM ¢ OAHUM MHOTOA030BbLIM
¢nakoHom. Vcnonb3osanme Habopa Ans BBeaeHUS
MCTOYHUKa Bonee Yem € OHUM MHOTOf030BbIM
(hnakoHOM MOXET NPMBECTY K TPaBMe NaLeHTa unu
oneparopa.

OnacHocTb Bo3aeicTBMA paguaumm. Ucnonb3oBaHue
KPbILKW 3KPaHUPOBAHHON KaMepbl B KayecTBe
paGoyero NpoCTPaHCTBa MOXeET NPUBECTY K
Nony4YeH!to 0NepaTopoM NOBbILEHHOMH A03bl
o6nyyeHus. He 1cnonbayiiTe KpbiLLKy SKkpaHUPOBAHHOM
kamepbl B kauecTBe paBoyero NpocTpaHCTea, ecr

B CUCTEME HAXOANATCH PafMOaKTUBHbIE MaTepUarbl.
Vcnonb3oBaHue KpbILLKW B ka4yecTBe paboyero
NPOCTPAHCTBA UMK pa3MELLEHIE NPEAMETOB Ha OTKPbITOM
KpbILLKE MOXET BbI3BaTb €€ NOBPEXAEHME, YTO CHUUT ee
cnoco6HoCTL 0becneynBaTb HeOBXOANUMYIO 3alLUTY OT
Paa1oaKTUBHOro 06Ny4eHMs.

/A NMpepynpexaetust

OnacHocTb BO3AEHCTBMUA paanaLmnm.

Papvodar TUYeCKMe npenaparthbl U3nyyawT
ramma-usnyyenue. Mpu pabote ¢
paauoapmaLeBTU4ECKMMIU NpenapaTamm onepaTop
06s3aH cobntogath NpeaenbHyo 0CTOPOXHOCTb. Mpn
HecobnioeHM HaanexaLyx Mep NPeSoCTOPOXHOCTH
1032 06Ny4YeHNst MOXET NPEeBbICUTb NpeaenbHo
[OMYyCTUMbIA YPOBEHb. BbINONHSiiATE BCE MHCTPYKLMM MO
0BpalLyeHmto ¢ pafmMoaKkTUBHBIMU MaTepUanamu u ux
YTUIN3ALNM, NPUHSATBIE B MECTHOM YYPEXAEHUM.
SANPELLAETCA oTkpbIBaTh 3KpaHMPOBAHHYIO kKamepy
6e3 cobnioaeHns Mep 3alLyTbl OT PaAUOaKTUBHOTO
06nyyeHus, NpeaycMOTPEHHbIX NPaBUNamit Y4PEXAeHUs.

[nsa uapenuit ¢ mapkupoBkoi «Tonbko ans
O/JHOPa30BOro NPUMEHEHUs» HeobxoaMMo
cobnioaaThb cneaytolme MHCTPyKuUuK. [laHHoe
u3penue npeaHasHayeHo TONLKO ANA 0AHOPA3OBOro
ucnonb3oBaxus. MoBTOpHOE UCNONbL30BaHMe,
noBTOpHan 06paboTka NN NOBTOPHas cTepunuaums
3anpeuleHsbl. OgHOpa3oBble U3aenus paspaéoTaHbl
¥ NpoLLnK NPOBEPKY TONbLKO ANA OAHOPa3oBOro
npumeHeHus. MOBTOPHOE UCMOMb30BaHIUE OAHOPA30BbIX
13[enuit BneveT 3a coboil OnacHoCTb NONOMKN U3AEenNs
1 pUCK Anst naumenTa. K Bo3MOXHbIM NONOMKaM OTHOCSIT
HENCTPaBHOCTb KOMTMOHEHTOB, UX 3HAYUTENbHBIN

3HOC MOCne ANUTENbHOTO UCTIONb30BAHMS, @ Talkoke
HenpaBumbHyto paboTy cucTembl. BoaMoxHble pucku
ANs NaUMeHTa BKKYal0T TPaBMbI 13-38 HEUCNPaBHOCTY
YCTPOMCTBA W MH(DULMPOBAHME, NOCKOMbKY ANS TakuX
U3[ENnit He NPOBEPANACch BO3MOXHOCTL OYUCTKM U
NOBTOPHON CTEpUNM3aLM.

3ANPELLIAETCA ncnonb3oBaThb cucTeMy
MEDRAD Intego ans BBeAeHNs KakuX-NMGO HbIX
?anuod)apmaueamqecmx npenaparos, kpome
SF-dhropae3okeurniokosbl (PAF) unu '°F-dropuaa
Hatpus (NaF). MpumeHeHe nHbix
paamodapmaLieBTUYeCKIX MpenapaTos, KpoMe 18F., oar
i 18F- NaF, moxet nospeauTts cuctemy MEDRAD
Intego v NpuBeCTM K HEMpaBMbHOMY 3amepy A03 U/unu
136bITOYHOMY PaANOaKTUBHOMY 0BMy4EHMIO.

Ecnu npu 3aKpbITUM KPbILKK IKPAHUPOBaHHOM
Kamepbl BO3HUKHET nepexaTue TpyGoK, 3To MoxXeT

p TU K Henf HOIA J03MPOBKe Npenapara
nnu yteuke papuaumm. MNepesa Tem kak 3akpbITb KPbILLKY
3KpaHMPOBaHHOW kaMepbl, NPOBEPLTE NPaBULHOCTL
ycTaHoBKY Habopa Tpy6oK 1 BCex KOMNOHEHTOB Habopa
AnA BBEAEHU pacTBopa.

MCHOHbSOBaHMe HeCTepunbHbIX KOMMNOHEHTOB MOXeT

MoBTOpHOE NpUMeHeHNe Habopa Ans BBeAeHUs
pacTBOpa nauueHTy Unu HecoGnioAeHUe NpaBun
€O CTePUNbHBLIMM U3J| MOXeT
NPUBECTU K G1ONOrMyeckomy 3apaxeHuio.
SANPELLAETCA ncnonb3osatb NOBTOPHO M
CcTepunu3oBaTb. OAHOpa3oBble 3fenus nocne
VCTIONb30BaHUS CriesyeT yTUNN3MpoBaTh B
YCTaHOBMEHHOM NopsiaKe. B criyyae BO3MOXHOTO
3arpsi3HEHVS U3ENUs BO BPEMS YCTAHOBKW UNK
1crnonb3oBaHus pa3bepuTe CUCTEMY W YCTaHOBUTE
HOBOE CTEPUILHOE U3fenKe.

TM K Ta. CoxpaHsiite
CTEPUNLHOCTb BCEX OHOPA30BbIX KOMIIOHEHTOB,
nomb3ysch NpaBunami acenTuky.

Tpy6ku u3 MBX B coctase PAS copepxat
puatunrekcundtanat (DEHP), xumukat, koTopbii no
CBELIEHNsIM, UMeloLLMMEs B LuTaTe KanudopHus, MoxeT
BbI3BaTb BPOXAEHHbIE NOPOKY Pa3BUTUS U OKa3aTh
HeraTMBHOE BO3[ENCTBIUE Ha PENPOLYKTUBHbIE (yHKLN
opraHuama.

[ins Toro YToGbl M36ekaTh TAKENbIX TPABM,
onepatopy cneayet cobnioaaTb 0CTOPOXHOCTbL NPU
OTKPBITUM UMK 3aKPbITUM KPbILLEK 3KPaHUPOBAHHOM
Kamepbl UK oTceka Habopa Ans BBeAeHNs pacTBopa
nauueHTy. Mepes OTKPLITUEM UMW 3aKPBITUEM KPbILLKA
3KpaHWPOBAHHOI KaMepbl UIK KPbILLKK OTceka Habopa
[Ansi BBEJEHUS PAaCTBOPA NaLyeHTy y6eauTech B TOM, 4To
nanbubl He GyayT 3aLemneHbl.

MocTynani coobLLeH!s 0 BPOXAEHHbIX OTKMOHEHUSX Y
MOAOMbITHBIX XXVUBOTHbIX, BbI3BAHHbIX YPE3BbIYAIHO
BbICOKVM KO3(hPMLIMEHTOM JO3UNPOBKI 3Ch1POB (hTanesoi
KuenoTbl, Takux kak DEHP. HecmoTps Ha HepgocTaTok
HayuHbIX JaHHbIX O BAUSHUN 3hUPOB pTaneBsoit KUCMOTb!
Ha OpraH1am Yenoseka, Cryx6bl 3apaBoOXpaHeHs
PEKOMEHAYIOT MO BO3MOXHOCTU CBECTU K MUHUMYMY
1CNONb30BaHMe U3AENNi, COREPXKaLLMX 3TU COEANHEHNS,
y oeTell, a Takke 6epeMeHHbIX 1N KOPMSILLMX KEHLLMH.

CTepunbHbLIMU 1 aNMPOreHHbIMU ABNAKTCA TONLKO
TpyOKM noaaum xuakocTU. He ucnonbayitte nsgenve
B CTEPUNbLHOI UMM annporeHHoi 30He 6e3 cobriofeHus
Haanexalx Mep NpeaoCTOPOXHOCTH.

MospexaeHue Tpy6ku Ans dmanonoruyeckoro
pacTBopa MOXeT NPMBECTY K BO3AYLIHOI 3MG0NNM
UNW HenpaBuNbHOW AO3UPOBKe. YOeauTech B TOM,
4TO Tpy6Ka ANst BBEAEHUS (HM3MONOrMYECKOTO PACTBOPa
He nepexata B Hacoce At MoAaq (h1NoNornieckoro
pacTBopa, NOCKOMbKY 3TO MOXET BbI3BaTb NMOBPEXAEHNE
Habopa Ans BBEAEHNS.

HapyweHue npaBun acenTuku MOXeT NPUBECTH

K Gronoruyeckomy 3arpsisHeHuto. pu fe3nHdbexLm
MecTa yCTaHoBKM hnakoHa cobriopanTe UHCTPYKLMM,
NPUHSATbIE B Y4PEXAEHUN.

OnacHocTb Bo3AeNCTBMA papuauui. B uHbektop
MOryT 6bITb NOMelLeHbl PaAnoaKTUBHbIE
marepuansl. Ecniv B cucTemy nomeLLeHb
paauoaKTUBHbIE BELLECTBA, HE KAaCalTeCh HIKHEN YacTi
Tenexku. ECnv B cucTemy nomeLLeHbl paavoakTuBHble
BELLECTBA, He CHUMaNTe NaHem AocTyna.

He ucnonb3yiite u3genue, ecnm crepunbHas ynakoBka
BCKPbITa UMK NOBpeXaeHa. Vicnonb3osatue uagenuii us
BCKPbITBIX MW NOBPEXAEHHbIX YNaKoBOK, & Takke
MOBPEXEHHBIX KOMMOHEHTOB MOXET MPUBECTY K TpaBMe
onepaTopa unv nauyenTa. NMepen kaxabIM MCnomnb30BaHUeM
ocMaTpuBaliTe YMaKoBKy U €e COAEPKMMOe.
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Kpome Toro, DEHP BX0auT B CNUCOK NPETEHAEHTOB Ha
BKITIOYEHIE B KaTeroputo 0co60 onacHbIX BEL|ECTB
(Substances of Very High Concern, SVHC) cornacHo
Cratbe 59 PETMAMEHTA (EC) Ne 1907/2006 B 0THOLIEHUM
PEr1cTpavLyi, OLEHKY, Pa3peLLEHIs 1 OrpaHNYeHNs
Xxumuyeckmx selects (Registration, Evaluation,
Authorization and Restriction of Chemicals, REACH).
Ha3Bauue Bewectsa: anatunrexcundranat (DEHP)

Ne CAS: 117-81-7

Ne EC: 204-211-0

YCTAHOBKA HABOPA inA BBEAEHWA UCTOYHUKA

(SAS)

Bo Bcex cnyyasx ycraHasnusaite HoBblit SAS npu

YCTaHOBKE HOBOrO MHOrOZ03080r0 (hriakoHa.

YcTaHaBnuBaiTe HOBbI MHOrOA030BbIM (hnakoH 1 SAS B

3KPaHUPOBAHHYIO kamepy C NOMOLLbIO CrieayoLeit

npoueaypebl.

1. 0cB0b0ANTE NPEAOXPAHUTENBHYIO 3aLUENKY KPbILLKK
Kamepbl 1 CMECTUTE KPbILLKY B HaNpaBNeHU nepeaHeit
naHenu TenexKu, YToBbl OTKPbITb AKpaHMPOBAHHYIO
Kamepy.

2. OTKpoWTE 0AHOPA30BbIN NOTOK U JocTaHbTe SAS 13
YNaKoBKM.

3.TlomecTuTe nakeT ¢ hU3nONornyeckM pacTeopoM
Ha filepxaTenb, pacnonoXeHHbI Ha 3aAHeN naHenn
TENexK1 BO3Ne Pyuku, U BBEANUTE MY Ha KoHLe SAS
B NaKeT C (h13MONOru4eckM pacTBopoM.

4. BcrasbTe TPYOKY Ans nogaym hmavonoruyeckoro
pacTBopa B HacoC ANs MoAa4M hU3Monoruyeckoro
pacTBopa Takim 06pa3om, HTOBbI KOHHEKTOP HaxoAMNCs
MexXgy HacoCOM W NakeToM C hM3MONOrNyECKM
PacTBOPOM U NMPUMbIKaN K Hacocy.

5. BcraBbTe cuctemy TpyboK B 3aXuM W yroxuTe
Tpy6Ky ANsi NoAauy hanonoriieckoro pacteopa B
HanpagnsioLuii xenob SAS oT Hacoca Ans nogaun




(h13mONOrMyecKoro pacTeopa A0 0TCeKa 3alLuTHOro
aKpaHa eMKoCTH, re ByAeT yCTaHOBNEH 3aLUTHbIA
9KpaH eMKOCTH.

NPUMEYAHME. Y6eauTech B TOM, YT0 TpyGKa ANsi noaayn

(hM3MONOrN4ecKoro PacTBopa NPaBUILHO YCTaHOBMEHA MO

LIeHTPY ponukoB Hacoca. Tpybka He AoMmKHa CBUCATb HIKe

ponukoB. 3akpbiBas AepLy Hacoca, yoeauTecs B TOM, 4To

Tpy6ka Ans nofaym GUMONOrMYecKoro pacTeopa

HaXOANTCA MO LIEHTPY ABEPLIbI HACOCA U HE Nepexarta.

6. BcTaBbTe KapTpUmX C UrMamy B 3aKNUM Ha 3aLLMUTHOM

KpbiLke. Tpybka kapTpuaxa C Urnamu AomkHa BbIXOAUTL
B CTOPOHY Hacoca Nofauy paanothapMaLieBTU4ecKoro
npenapara.
MPUMEYAHMUE. He cHumaiTe 3aLLuTHBIA Yexon ¢
KapTpuaXa ¢ urnamu.
7.YcTaHoBMUTE CMecUTENb Ha fepxatene cmecutens SAS.
8.Mepen ycTaHOBKOI kaTyLuku ybeauTec B TOM, YTO
[o3kanubpatop nycToi.

9.BcrasbTe kaTyLky SAS B Jo3kanubpatop Takum
06pa3om, 4Tobbl cBOBOAHbIE KOHLIBI TPYOOK Bbinu
HarnpaBneHbl BBEPX.

MPUMEYAHUE. YbenuTech B TOM, 4T kaTylika SAS

pa3melLleHa B HUXKHei YyacTu Aoskanubparopa.

10. Pa3BepHuTe KOHTEilHep N5 0TXOA0B M BCTaBbTe €ro
B 3KpaHUPOBaHHbII pe3epeyap Anst OTXOL0B.

11. BcraBbTe T-KOHHEKTOp B chukcaTop.

12. BcTaBbTe y4acTok cucTeMbl Tpy6ok Mexay
T-KOHHEKTOPOM 11 KOHTEVHEPOM 3151 OTXOZ0B B
3aMOpHbIt Knana Tpy6ku Ansi OTBEAEHUS OTXOA0B.

MPUMEYAHWUE. 3anopHblit knanaH oTkpbIBaeTCs

HaxaTieM KHOMKI, pacnonoXeHHON B BEPXHEN YacT

Kknanawa. [Ins ycraHosku Tpybkv BBEUTE €€ B KnanaH,

0AHOBPEMEHHO YAEPXIBasi KHOMKY HaxaToil.

13. YcTaHoBuTE KPbILLKY 3aMOPHOTO KranaHa Ha 3anopHbii
KnanaH TpybKku NS 0TBEAEHNS OTXOL0B.

14. BcrabTe yyacTok Tpy6kv Mexay T-KOHHeKTopoM
1 NPefOoXpaHUTENbHLIM KNanaHoM B 3aropHbIi
knanaH PAS.

NPUMEYAHMUE. 3anopHbiit knanaH oTKpbIBaeTes

HaxaTieM KHOMKI, PacroNOXEHHON B BEPXHEN YacTn

KnanaHa. [ins ycTaHoBku Tpybkv BBEAMTE €€ B KnanaH,

0AHOBPEMEHHO YAepXIBas KHOMKY HaxaToil.

15. YcTaHoBuTE KPbILLKY 3aMOPHOTO KanaHa Ha 3anopHbli
knanax PAS

16. BeeauTe cBOGOAHbIN koHeL, SAS (Ha Bbixoae 13
3aropHoro knanaHa PAS) B AeTEKTOp My3blpbkoB BO3ayXa.

17. Vicnonbays pyyKky oTceka 3alLUTHOrO 3kpaHa emMKoCTH,
NPUNOAHAMMTE 3aLLUTHYIO KPBILLKY CTPOTO BBEPX, @
3aTeM NOBEPHUTE KPbILLKY MPOTUB YaCOBOIA CTPENKN.

18. Kpblwwka 3akpenneHa Ha wapHupax. MpunogHumute

KPbILLKY, 4ToGbI OTKPbINCA 3aXUM KapTpuaxa ¢ urnamu.

19. OnycTuTe KPbILLKY 1 3aKPOATE KapTPUAX C Urnamu.

20. BcragbTe 3alLWTHbIA 3kpaH EMKOCTU, B KOTOPOM
COAEPXNTCA NONHbIA (hNaKOH HasHaYeHHOro
paavohapMaLieBTU4ECKOro Npenapara, B OTCEK 3alLMTHOr
3KkpaHa emkocTu. HE cHiMaltTe 3aLLuTHYHO KpbILLKY
hnakoHa, HaXoASLLYIOCA B 3aLUMTHOM 3KpaHEe eMKOCTH.
OTnycTuTe pyyKy Ans NEPEHOCKY 3aLLUTHOTO SKpaHa
EMKOCTY.

MPUMEYAHMUE. 3aluuTHbIi 3KkpaH emMKoCTy

CKOHCTPYMPOBAH TakuM 06pa3oM, YTo MOXeT BbiTb

NpaBUMbHO YCTAHOBIEH B OTCEK 3KpaHa eMKOCTH TOMbKO

B TOM CMyyae, ecr WT(TbI OTCeKa akpaHa eMKOCTH

BXOZISIT B COOTBETCTBYIOLLME YrnybneHus, pacnonoxeHHble

PAAOM C POBHBIMI NOBEPXHOCTAMM 3KpaHa eMKOCTA.

21, CHUMUTE KPBILLKY C 3KpaHa eMKOCTH, HaXaB Ha pyuKy
ANA NEPEHOCKM 1 NOBOPAYMBAs 3ALLIMTHYIO KPLILLKY
NpOTYB YacOBOW CTPEKM, @ 3aTEM MOAHSB KPbILLKY
CTPOrO BBEPX.

22. Mpu pesnHdekumm MembpaHbl emkocTy cobriopaiite
TPUHSTbIE B KOHKPETHOM YUPEXAEHUM NpaBiAia acemnTiku.

23. [ins1 Toro 4to6bl BCTABUTb UMbl B MHOTOA030BbIN
(hNaKoH, OTKUHLTE 3aLYWTHYHO KPLILLKY Ha3aj 1 BBEAUTE
WIMbl, HAXUMas BHU3, 4TOObI OHY BOLLINM BO hriakoH.

24, BerasbTe Tpy6Ky KapTpuaka C Urnamm B Hacoc Ans
nofauu paavocapMaLieBTI4eCKoro npenapara.
[MpoBepbTe, 4T06LI hUKCUpYIoLLee KoNbLO TPYOKM
pacrnonaranacb HenocpeACTBEHHO CHapyXu Hacoca
nopayn pagvocdapmaLeBTU4ECKOro npenapara, co
CTOPOHbI, Grivkaiiluen K 0TCeKy akpaHa EMKOCTH.
3akpoiiTe KpbILLKy Hacoca.

25. Y6eautech B TOM, 4TO BECb SAS NEXUT POBHO BHYTPY
KaHana, py4ka oTceka akpaHa EMKOCTU HaxoauTCs B
HWXHEM NONOXeH!M, a ABepLia Hacoca noaaym
papvochapmaLieBTU4EeCKoro npenapata 3akpbita npu
NONHOCTBH YCTAHOBNEHHON cucTeMe TpyGok. 3akpoliTe
KPBILLKY KamMepbl.

NPUMEYAHMUE. Brinonusitte npuHaTbIe B

yupexaeHun npoLeaypbl, 4Tobbl Ha3HaYeHHbINA

papvoapmalieBTU4eckuii npenapar 6b1n HAAEKHO 3aKpbIT

B cucTeme UHAy3mnonHon ons 19T MEDRAD Intego.

NPUMEYAHUE. Cuctema uHdysuonHas onst [19T

MEDRAD Intego paspaboTaHa Ansi npuMeHeHusi co

CTaHAapTHbIMK 3amkamu. Komnatus Bayer He nocTaensieT

3aMKI B KOMNIEKTE C CUCTEMON.

26. BeeguTe nHopMaLMio 0 KONMYECTBEHHOM aHanuae
MHOr0030BOr0 (hnakoHa, Criefyst npoueaype,
npeaycMOTPeHHOM B pasaene «BeeaeHne AaHHbIX
MHOrOA030BOr0 (hnakoHa» pyKoBOACTBA MO
akcnnyartaumn cuctemsl MEDRAD Intego.

YCTAHOBKA HABOPA N5l BBEAEHUS PACTBOPA
MALVEHTY (PAS)

[Ins kaxaoro naumenTa HeobxoAnMo ycTaHaBnMBaTL
HoBbI PAS. YcTanaBnuealite PAS ¢ nomoLLbto
cnepytoLelt npoLeaypbl.

1. OTkpoiTe 3aLLUTHYIO KpbILLKY oTceka PAS B
3KpaHWUPOBaHHOI kamepe.

2. OumcTUTE NPEeaOXPaHUTENbHDIN KnanaH Ha AUCTanbHOM
KoHLe SAS, criepys npaeunam cobniofeHusi acenTuku,
NpenyCMOTPEHHBIM KOHKPETHBIM YYPEXAEHUEM.

3.MoacoeanHute PAS k npefoxpaHUTENbHOMY Knanay
Ha AUCTanbHoM koHue SAS

4. B 3aBICMMOCTY OT TOTO, C Kakow CTOPOHbI OT NaLueHTa
pacnonoxera Cucrema uHdysnoHHas ang M13T
MEDRAD Intego, Bbiseaute PAS yepes nesyto nubo
npaByto CTOPOHY KPbILLKM.

5. MposepbTe, uT06LI PAS He Gbin 3aLLemneH, v 3akpoiite
3ALUUTHYHO KPBILLKY.

TURKGE

Girig: MEDRAD Intego PET Infiizyon Sistemi Uygulama

Setlerini kurmadan veya kullanmadan nce bu belgedeki

bilgilerin tamamini okuyun. Bu bilgilerin anlagilmasi,

kullanicinin MEDRAD Intego Sistemini glivenli bigimde

kullanmasina yardimci olur.

Kullanim Amaci: MEDRAD Intego PET Infiizyon
Sistemi, molekdiler goriinttileme (niikleer tip) tapi
prosediirleri sirasinda hastalara dogru dozda "°F
Florodeoksiglukoz (FDG) ve '8F Sodyum Floriir (NaF)
radyofarmasétikleri ve sik kullanilan yikama ¢ézeltilerini
verme amaglidir. MEDRAD Intego PET Infiizyon Sistemi
ayrica, niikleer tip tqm proseddrleri sirasinda tibbi
personelin Flor-18 ('°F) radyasyon maruziyetine karsi
etkili radyasyon koruma3| saglama amaglidir.

Kullanim Endikasyonlari: MEDRAD Intego PET
Infiizyon Sistemi, molekiiler gériintileme (niikleer tip)

tani prosegurlen sirasinda hastalara '°F Florodeoksiglukoz
(FDG) ve °F Sodyum FIorur(NaF) radyofarmasétiklerinin
ve ak& ullanilan y|ka a cozeltilerinin uygulanmasi icindir.
NOT: "°F FDG veya F NaF icin etiketienen MEDRAD
Intego at|lab|l|rler| CR10.1 ve Uzeri yazilim stirim ile NaF
verilmesi igindir. 1F NaF uygulamasiyla ilgili ek bilgiler
icin liitfen Bayer temsilcisiyle irtibat kurun.

Sinirl Satig: Amerika Birlesik Devletleri Gida ve llag Dairesi
(FDA) bu cihazin satigini hekimler veya bir hekimin yazili
iznini almis kisilerle sinirlamaktadir.

/\ Uyarilar

Tek kullamimlik olarak etiketlenmis cihazlar igin
sunlara dikkat edin: Bu iiriiniin sadece tek kullanimlik
olmasi amaglanmlgtlr Yeniden sterilize etmeyin,

iden isleme koymayin veya yeniden kullanmayin.
Atilabilir cihazlar sadece tek kullanimiik olarak
tasarlanmig ve dogrulanmigtir. Tek kullanimlik atilabilir
cihazlarin yeniden kullanilmasi cihaz arizasi riski ve hasta
acisindan riskler olusturur. Olasi cihaz arizalari igerisinde
uzun siireli kullanim ile 6nemli bilegen bozulmasi, bilesen
arizasi ve sistem arizasi bulunur. Hasta igin olasi riskler
icerisinde cihaz arizas| nedeniyle zarar gérme veya cihaz
temizlenme veya yeniden sterilize edilme agisindan
dogrulanmadii igin enfeksiyon bulunur.

Hasta Uygulama Setinin yeniden kullaniimasi veya
steril teknige uyulmamasi biyolojik kontaminasyona
neden olabilir. Yeniden KULLANMAYIN veya yeniden
sterilize etmeyin. Tek kullanimlik maddeleri kullandiktan
sonra uygun sekilde atin. Kurulum veya kullanim sirasinda
kontaminasyon olusmus olmasi olasiligi varsa sokiin ve
yeni bir steril GriinGi kurun.

Korumali hazne veya Hasta Uygulama Seti bdimesinin
kapaklarini agarken veya kapatirken dikkat edilmezse
ciddi operator yaralanmasi meydana gelebilir.
Korumali hazne kapagini veya Hasta Uygulama Seti
bélmesinin kapagini agarken veya kapatirken higbir
parmagin sikismayacagindan emin olun.

Setin sadece sivi yolu sterildir ve pirojenik degildir.
Gerekli onlemleri almadan steril veya aseptik bir alanda
kullanmayin.

Serum fizyolojik hatti zarar gérmiigse hava embolisi
veya yanlis enjeksiyon dozaji olusabilir. Uygulama
setine zarar verebilecegi igin serum fizyolojik pompasi
icindeki serum fizyolojik tliplinii sikistirmamaya dikkat edin.

Aseptik tekniklere uyulmazsa biyolojik kontaminasyon
meydana gelebilir. Flakon septumunu dezenfekte etmek
icin tesis yonergelerini takip edin.

Radyasyon Maruziyeti Tehlikesi: Enjektor radyoaktif
maddeler igerebilir. Sistemde aktivite varken tekerlekli
arag altina uzanmayn. Sistemde aktivite varken erigim
panellerini ¢ikarmayin.

Steril ambalaj agilmis veya hasar gérmiigse
kullanmayin. Ambalaj aciimis veya hasar gérmiisse
ya da hasar gérmUs bilesenler kullanilirsa hasta veya
operator yaralanabilir. Her kullanimdan dnce paketi ve
icindekileri gorsel olarak kontrol edin.

Delinme tehlikesi. SAS kesici maddeler igerir.
Yaralanmay 6nlemek igin kesici maddeleri kontrol
etmek iizere SAS kullanirken dikkatli olun. Kesici
maddeleri tesise 6zel ydnergelere gore atin.

Kaynak Uygulama Setini birden fazla ¢ok dozlu
flakonla KULLANMAYIN. Kaynak Uygulama Setinin
birden fazla gok dozlu flakonla kullaniimasi, hastanin
veya operatoriin yaralanmasina yol agabilir.

Radyasyon maruziyeti tehlikesi. Korumali Hazne
kapaginin galigma alani olarak kullaniimasi operatorii
fazla radyasyona maruz birakabilir. Sistemde radyoaktif
maddeler mevcutken, Korumali Hazne kapagini galisma
alani olarak kullanmayin. Kapagin calisma alani olarak
kullaniimasi veya agikken kapak lizerine nesneler
konmasi kapaga zarar verip yeterli radyasyon korumasi
olusturma 6zelligini engelleyebilir.

Radyasyon maruziyeti tehlikesi. Radyofarmasétikler
gama radyasyonu yayar. Operator radyofarmasotikleri
kullanirken gok dikkatli olmalidir. Uygun énlemler dogru
bigimde alinmazsa dozlar maksimum izin verilebilir dozu
asabilir. Radyoaktif maddelerin kullanilmasi ve atilmasi
icin tesise 6zel tlim yonergelere uyun. Oncelikli olarak
tesis prosediirlerinde 6zetlenen radyasyon dnlemlerini

almadan Korumali Hazneyi AGMAYIN.

A\ Uyarilar

MEDRAD Intego Sistemiyle T°F Florodeoksiglukoz
(FDG) veya Top Sodyum Floriir (NaF) d|§|nda
radyofarmasoétik tirin KULLANMAYIN. °F FDG
veya '°F NaF'den baska radyofarmasétiklerin kullanimi,
MEDRAD Intego Sistemine hasar verebilir ve yanlis
doz dlglimiine velveya asiri radyasyon maruziyetine

yol agabilir.

Korumali Hazne kapag eger tiip seti iizerine
kapatilirsa, yanlis enjeksiyon dozaji veya radyasyon
serpintisi meydana gelebilir. Korumali Hazne kapagini
kapatmadan once tiip setinin ve tiim uygulama seti
bilesenlerinin dogru kuruldugundan emin olun.

Steril olmayan bilegenlerin kullanilmasi hastada
enfeksiyona yol agabilir. Aseptik teknikler kullanarak
tiim atilabilir bilesenlerin steril durumunu devam ettirin.

Bu PAS'in PVC tiipleri Kaliforniya Eyaletince dogumsal
defektlere ve diger Greme bozukluklarina yol agabildigi
bilinen bir kimyasal olan DEHP igerir.

DEHP gibi ftalatlarin ok yiiksek dozlarinin aragtirma
hayvanlarinda dogumsal defektlere neden oldugu
bildirilmistir. Insanlarda ftalatlarin etkisi konusundaki
bilimsel veriler sinirli olsa da saglik makamlari bu
bilesenleri iceren cihazlara maruz kalmanin gocuklar ile
emziren ve hamile kadinlarda miimkiin oldugunca
minimuma indirilmesini dnermektedir.

DEHP ayrica Kimyasallarin Kaydedilmesi,
Degerlendirimesi, Ruhsatlandiriimasi ve Sinirlandiriimasi
(REACH) le ilgili YONETMELIK (AT) no. 1907/2006, Madde
59 uyarinca Ylksek Onem Arz Eden Maddeler (SVHC)
aday listesinde bulunan bir maddedir.

Madde Ad: Bis (2-etil(heksil)ftalat) (DEHP)

CAS Numarasi: 117-81-7

EC Numarasi: 204-211-0

KAYNAK UYGULAMA SETININ (SAS) KURULMASI
Yeni bir ok dozlu flakon kurarken daima yeni bir SAS kurun.
Gok dozlu flakonu ve SAS'I Korumali Hazneye asagidaki
prosediird kullanarak kurun:

1. Hazne Kapagini sabitleyen siirgliyi agin ve kapagi
tekerlekli aracin 6niine dogru kaydirarak Korumali
Hazneyi agin.

2. Tek kullanimlik tepsiyi agin ve SAS'I ambalajindan
cikarin.

3. Serum fizyolojik torbasini, tekerlekli aracin arka
kismindaki askiya, kolun yanina yerlestirin ve SAS'in
ucundaki serum fizyolojik sivri ucunu serum fizyolojik
torbasina yerlestirin.

4. Serum Fizyolojik Tliplini konektdr pompa ve serum
fizyolojik torbasi arasinda kalacak ve konektdr pompaya
yakin olacak bigimde Serum Fizyolojik Pompasi igine
yerlestirin.

5. Tupi sabitleme klipsine yerlestirin ve Serum Fizyolojik
Tlpund, Serum Fizyolojik Pompasinda baslayacak
ve Flakon Korumasinin takilacagi Flakon Korumasi
Bolmesinde sona erecek sekilde SAS yolu boyunca
yonlendirin.

NOT: Serum Fizyolojik Tiipliniin pompa silindirleri lizerinde

ortalanmasini saglayin. Tip, silindirler altina digsmemelidir.

Pompa kapagini kapatirken Serum Fizyolojik TipUnin

tlip sikismayacak bicimde pompa kapisinda ortalanmig

oldugundan emin olun.

6. Kesici Maddeler Kartusunu koruma kapag isttindeki
klipse yerlestirin. Kesici Maddeler Kartusundan gikan
tiip RP Pompasina dogru olmalidir.

NOT: Kesici Maddeler Kartusu ignelerinden koruyucu kilifi

cikarmayin.

7.Konfluansi SAS Konfluans tutucuya yerlestirin.

8. Sarmall kurmadan 6nce Doz Kalibratériintin bog
oldugunu dogrulayin.

9. SAS Sarmalini tiiplerin bos uglari (iste bakacak sekilde
Doz Kalibratorline yerlestirin.

NOT: SAS Sarmalinin Doz Kalibratériiniin alt kismina

yerlestirildiginden emin olun.

10. Atik Torbasini agin ve korumali Atik Saklama Bélmesine

yerlestirin.

11. T-konektériini muhafazaya takin.

12. Tiip bolmesini, T-konektor ve Atik Torbasi arasina,
atik sikigtirma valfi igine kurun.

NOT: Sikistirma valfi, valfin st kismindaki diigmeye

basilarak acilir. Tlipi kurmak igin diigmeyi basili tutarken

tipt valf igine kaydirin.

13. Sikistirma valf kapagini atik sikistirma valfi lizerine
takin.

14. Tlp bdlmesini, T-konektor ve Temizlenebilir Valf
arasina, PAS sikistirma valfi igine takin.

NOT: Sikistirma valfi, valfin st kismindaki diigmeye

basilarak agilir. Tipl kurmak igin digmeyi basili tutarken

tiipd valf igine kaydirin.

15. Sikistirma valf kapagini PAS sikistirma valfi tizerine
takin.

16. SAS'In bos ucunu (PAS sikistirma valfinden gikan)
Hava Detektoril igine yerlestirin.

17. Flakon Koruma Bélmesi kolunu kullanarak, koruma
kapagini diiz olarak yukari dogru agin ve ardindan
kapagi saat yonlinlin tersine gevirin.

18. Koruma kapag! menteselidir. Kesici Maddeler Kartus
Klipsini agmak icin kapag kaldirin.

19. Koruma kapagini Kesici Maddeler Kartusu {izerine
indirin.

20. Kullanim icin endike olan radyofarmasétigin tam bir
flakonunu iceren Flakon Korumasini Flakon Koruma
Bolmesine yerlestirin. Flakon Korumasinin flakon
erisim kapagini CIKARMAYIN. Tagima kolunu Flakon
Korumasi lizerinde birakin.

NOT: Flakon Korumasi, Flakon Korumasi Béimesi direkleri

Flakon Korumasinin diiz yiizeylerinin yaninda bulunan

anahtarlanmis alanlarda bulunacak sekilde, sadece

Flakon Korumasi Bélmesine dogru yerlestirilecek bicimde

anahtarlanmistir.

21. Tagima kolunu agag! iterek, flakon erisim kapagini
saat yoniiniin tersine gevirerek ve ardindan kapagi diiz
yukari kaldirarak kapagi Flakon Korumasindan gikarin.

22. Flakon septumunu dezenfekte etmek icin tesise 6zel
yonergelerde agiklanan aseptik teknikleri takip edin.

23. Koruma kapagini bosluk tzerinde geri dondiirerek
ve igneleri dogrudan flakon igine bastirarak kesici
maddeleri gok dozlu flakona yerlestirin.

24. Tiipti, Kesici Maddeler Kartusundan RP pompasina
yerlestirin. Tlp halkasinin, RP pompasinin hemen
disinda, Flakon Koruma Bdlmesine yakin tarafta
oldugundan emin olun. Pompa kapagini kapatin.

25. SAS'in tiimiintin kanal icinde diiz yattigini, Flakon
Koruma Bolmesi kolunun asagdida oldugunu ve RP
pompasi kapisinin tiip tamamen kurulu olarak kapali
oldugunu dogrulayin. Hazne kapagini kapatin.

NOT: Kullaniimas! endike olan radyofarmasétigin MEDRAD

Intego PET Infiizyon Sistemi iginde diizgiin bicimde

sabitlendiginden emin olmak icin tesis yonergelerine uyun.

NOT: MEDRAD Intego PET Infiizyon Sistemi standart

kilitlerle kullanmak Gzere tasarlanmigtir. Bayer sistemle

birlikte kilit tedarik etmez.

26. Cok dozlu flakon tahlil bilgilerini, MEDRAD Intego
Kullanim Kilavuzunun Gok Dozlu Flakon Tahlil
Bilgilerinin Girilmesi bolimiinde 6zetlenen prosediirii
takip ederek girin.

HASTA UYGULAMA SETININ (PAS) KURULMASI

Her hasta icin daima yeni bir PAS kurun. PAS'| asagidaki

prosediirii takip ederek kurun:

1. Korumali Haznenin PAS alani iizerindeki koruma
kapagini agin.

2. SAS'in distal ucundaki Temizlenebilir Valfi, tesise 6zel
yonergelerde agiklanan aseptik teknikleri takip ederek
temizleyin.

3.PAS'|, SAS'in distal ucundaki Temizlenebilir Valfe takin.

4. MEDRAD Intego PET Infiizyon Sisteminin hastanin hangi
tarafinda bulunduguna bagli olarak PAS't korumanin sol
veya sag tarafina yonlendirin.

5.PAS'In sikismamasini saglayin ve koruma kapagini
kapatin.

SUOMI

Johdanto: Lue tassa asiakirjassa olevat tiedot kokonaan
ennen MEDRAD Intego PET -infuusiojérjestelmén
annostelusarjojen asennusta ja kayttod. Naiden tietojen
ymmértdminen auttaa kéyttajaa kayttdméaan MEDRAD
Intego -jarjestelmaa turvallisesti.

Kayttotarkoitus: MEDRAD Intego PET -infuusiojarjestelma
a suunniteltu antamaan tarkkoja ann0k5|a radiofarmaseuttista

SF-fluorodeoksiglukoosia (FDG) ja '°F-natriumfluoridia
(NaF) seka yleisesti kaytossa olevia huuhteluliuoksia
potilaille molekyylikuvantamisen (isotooppiléaketieteellisten)
diagnostisten toimenpiteiden aikana. MEDRAD Intego PET
-infuusiojarjestelmé on tarkoitettu myds tarjoamaan
Iééketieteeléiselle henkildkunnalle tehokkaan suojauksen
fluori-18:n (1 F:n) tuottamalta séteilyita isotooppildaketieteellisten
diagnostisten toimenpiteiden aikana.

Kayttoindikaatiot: MEDRAD Intego PET -infuusiojarjestelma
on %uunmteltu antamaan '°F-fluorodeoksiglukoosia (FDG)
F-natriumfluoridia (NaF) seké yleisesti kaytdssa olevia
huuhtelul|uok5|a potilaille molekyylikuvantamisen
(isotooppiladketieteellisten) diagnostisten toimenpiteiden
aikana.
HUOMAUTUS: MEDRAD Integon kertakayttovalineet, jotka
on merkitty kaytettévaksi '°F-FDG:n tai '°F-NaF:n kanssa, on
tarkoitettu NaF:n antamiseen ohjelmistoversion CR10.1 tai
uudemman kanssa. Ota yhteytta Bayer-edustajaan
saadaksesi lisétietoja T8F-NaF:n antamisesta.

Myyntirajoitus: USA:n Food and Drug Administration
(FDA) rajoittaa tdman laitteen myynnin vain laakéreille tai
niille, joilla on ladkarin antama kirjallinen valtuutus.

Raportoi kaikki tahan laitteeseen liittyvat vakavat tapaukset
Bayerille (radiology.bayer.com/contact) ja paikalliselle
eurooppalaiselle toimivaltaiselle viranomaiselle (tai, mikali
sovellettavissa, sen maan asianmukaiselle valvovalle
viranomaiselle, jossa tapaus tapahtui).

/A\ Varoitus

Huomaa kertakayttoisiksi ilmoitettujen laitteiden
osalta seuraavaa: Tama tuote on tarkoitettu
ainoastaan kertakayttoon. Ei saa steriloida uudelleen,
kasitelld uudelleen tai kdyttaa uudelleen.
Kertakayttolaitteet on suunniteltu ja validoitu vain
kertakayttoon. Kertakayttoisten laitteiden uudelleenkaytto
aiheuttaa laitteen rikkoutumisriskin seka riskeja potilaalle.
Mahdollinen laitteen rikkoutuminen voi johtua
merkittdvasta komponentin kulumisesta pitkaaikaisen
kaytdn seurauksena, komponentin toimintahairiosta ja
jarjestelman rikkoutumisesta. Mahdollisia potilaaseen
kohdistuvia riskeja ovat laitteen toimintahairidsté johtuva
vammautuminen tai infektiosta johtuva vammautuminen,
silld laitetta ei ole validoitu puhdistettavaksi tai uudelleen
steriloitavaksi.

dall o

Potilasannostelusarjan kaytto tai
tekniikan laiminlydnti voi aiheuttaa biologisen
kontaminaation. ALA kayta sitd uudelleen tai yrita
steriloida sitd uudelleen. Havité kertakayttovalineet
madardysten mukaisesti kayton jalkeen. Jos valmistelun tai
kéyton aikana on voinut tapahtua kontaminaatiota, pura
laite ja valmistele uusi steriili tuote.

Jos potilasannostelusarjan lohkon kantta tai
suojakammion kantta avattaessa tai suljettaessa ei
noudateta var tta, voi seurauk olla
kayttdjan vakava loukkaantuminen. Varmista, ettd
kaikki sormet ovat poissa alueelta ennen kuin avaat tai
suljet suojakammion kannen tai potilasannostelusarjan
lohkon kannen.

Vain sarjan nestevayla on steriloitu ja pyrogeeniton.
Ald kayta steriilill tai aseptisella alueella iiman
asianmukaisia varotoimia.




/\ Varoitus
Jos suolalluosllnja on vaurioitunut, voi seuraksena
ollail bolia tai injektion véara tus. Al

aseta suolaliuosletkua purlstuksnn suolaliuospumpun
sisaan, silla tdma voi vaurioittaa annostelusarjaa.

Jos aseptisia tekniikoita ei noudeta, voi seurauksena
olla biologinen kontaminaatio. Noudata laitoksen
ohjeita séilién septumin desinfioimiseksi.

Sateilylle altistumisen vaara; Injektori voi sisaltaa

radioaktiivisia materiaaleja. Al kurota vaunun alle, kun
jarjestelméssa on aktiivisuutta. Al4 poista paneeleja, kun
jarjestelmassa on aktiivisuutta.

Ei saa kdyttaa, jos pakkaus on avattu tai vahingoittunut.
Jos pakkaus on avonainen tai vaurioitunut tai jos
kaytetaan viallisia osia, seurauksena voi olla potilaan tai
kayttajan vamma. Tarkasta ennen jokaista kayttokertaa,
ettei pakkauksen sisallossa tai pakkauksessa ole
havaittavissa vikoja.

Plstovaara SAS sisiiltdd teravié esineitd. Vamman
data varovaisuutta kisi

SASia neulojen ohjaukseen. Havita teravat esineet

noudattaen laitoksen ohjeita.

ALA Kayti lahteenannostelusarjaa useamman
kuin yhden moniannosampullin kanssa.
Lahteenannostelusarjan kéyttd useamman kuin yhden
moniannosampullin kanssa voi johtaa potilaan tai
kayttajan loukkaantumiseen.

Siteilylle altistumisen vaara. Suojakammion kannen
kayttaminen tyoskentelyalustana voi altistaa
kayttajan liialliselle sateilylle. Ala kayta suojakammion
kantta tyoskentelyalustana, kun jarjestelméssa on
radioaktiivisia materiaaleja. Kannen kayttaminen
tydskentelyalustana tai esineiden asettaminen kannen
paalle, kun kansi on auki, voi vaurioittaa kantta ja haitata
sen kykya antaa asianmukainen séteilysuoja.

Badinf:

Siteilylle altist vaara. ittiset
tuotteet ldhettavat gammasateilya. Kéayttajan on
noudatettava adrimmaisté varovaisuutta radiolaakkeiden
késittelyssa. Annokset voivat ylittaa sallitun
maksimiannoksen, jos varotoimenpiteité ei noudateta
asianmukaisesti. Noudata kaikkia laitoksen erityisia
ohjeita, jotka koskevat radioaktiivisten materiaalien
kasittelya ja havittamista. ALA avaa suojakammiota ilman,
etté suoritat laitoksen menettelytavoissa mainitut séteilyyn
liittyvat varotoimenpiteet.

ALA kayta MEDRAD Intego -questelmassa muita
radiofarma; ffuttlsm tuotteita kuin "°F-fluorodeoksiglukoosia
(FDG) tai '°F-natriumfluoridia (NaF), Muiden
radiofarmaseuttisten tuotteiden kuin '°F-FDG:n tai

BF-NaF:n kayttd voi vaurioittaa MEDRAD Intego -
jarjestelmaa ja johtaa epétarkkoihin annosmittauksiin ja/tai
liialliseen radioaktiivisuudelle altistumiseen.

Suojakammion kannen sulkeminen letkusarjan paélle
voi johtaa vadraan annoskokoon tai sateilyvuotoon.
Varmista, etté letkusarja ja kaikki annostelusarjan osat
ovat oikein asennettuja ennen suojakammion kannen
sulkemista.

Potilas voi saada infektion, jos epésteriileja
komponentteja kaytetaan. Sailyta kaikkien
kertakéyttotarvikkeiden steriiliys aseptisella tekniikalla.

PAS:n PVC-letku siséltad DEHP-kemikaalia, jonka
on todettu Kalifornian osavaltiossa aiheuttaneen
syntymavaurioita ja muita suvunjatkamiseen
kohdistuneita h&iridita.

Adrimmaisen suurten ftalaattiannosten, kuten DEHP:n, on
todettu aiheuttaneen syntymavikoja koe-eldimilla. Vaikka
saatavissa on vain rajoitetusti tieteellistd dataa ftalaattien
vaikutuksesta ihmisilla, terveysviranomaiset suosittelevat,
ettd lasten ja imettavien tai raskaana olevien naisten
altistumista néita yhdisteita sisaltaville valineille pitéisi
rajoittaa mahdollisimman paljon.

DEHP on myos erityista huolta aiheuttavien aineiden
(SVHC) ehdokaslistalla EY-maarayksen 1907/2006 artiklan
59 mukaisesti koskien kemikaalien rekisterdintia, arviointia,
rajoitusta ja lupamenettelyd (REACH).

Aineen nimi: Di(2-etyyliheksyyli)ftalaatti (DEHP)
CAS-numero: 117-81-7

EY-numero: 204-211-0

LAHTEENANNOSTELUSARJAN (SOURCE
ADMINISTRATION SET, SAS) ASENNUS

Asenna aina uusi SAS ennen uuden moniannosampullin
asentamista. Asenna moniannosampulli ja SAS
suojakammioon kayttaen seuraavaa menettelya:

1. Vapauta suojakammion kannen kiinnittava salpa ja liv'uta

kansi vaunun etureunaa kohti paljastaaksesi suojakammion.

2. Avaa kertakayttopakkaus ja ota SAS pois pakkauksesta.

3. Aseta keittosuolaliuospussi vaunun takaosan kahvan
lahella olevaan riipputelineeseen ja tydnna SASin
piikkipaa keittosuolaliuospussiin.

4.Tydnnd keittosuolaliuosletku keittosuolaliuospumppuun
niin, ettd liitin on pumpun ja keittosuolaliuospussin
vallssa lahella pumppua.

5. Aseta letku pitoklipsiin ja johda keittosuolaliuosletku
SAS-polkua pitkin, alkaen keittosuolaliuospumpusta ja
paatyen ampullin suojuslohkoon, jonne ampullin suojus
asennetaan.

HUOMAUTUS: Varmista, ettd keittosuolaliuosletku on

keskitetty pumpun rullien paélle. Letkut eivat saa pudota

rullien alapuolelle. Kun suljet pumpun luukun, varmista etta
keittosuolaliuosletku on keskelld pumpun luukkua niin, etta
letku ei ole puristuksissa.

6. Aseta neulakasetti suojakannen Klipsiin. Neulakasetista
ulos tulevan letkun tulisi olla kohdistettuna RP-pumppuun
péin.

HUOMAUTUS: Al poista neulakasetin neulojen suojavaippaa.

7. Aseta yhtymakohta SAS:n yhtymékohdan pidikkeeseen.

8. Varmista, ettd annoskalibraattori on tyhja ennen kierukan
asennusta.

9. Aseta SAS-kierukka annoskalibraattoriin niin, etta letkun

vapaat paat ovat ylospain.

HUOMAUTUS: Varmista, ettd SAS-kierukka on

annoskalibraattorin alaosassa.

10. Avaa poistopussi ja aseta se suojattuun jatteen
varastointilokeroon.

11. Aseta T-liitin pidikkeeseen.

12. Aseta T-liittimen ja poistopussin valinen letkuosio
poisto-puristusventtiiliin.

HUOMAUTUS: Puristusventtiili avataan venttiilin yldosassa

olevaa painiketta painamalla. Letkujen asentamiseksi

tydnna letku venttiiliin, kun painat painiketta.

13.Asenna puristusventtiilin suojus poisto-puristusventtiiliin.

14.Aseta T-liittimen ja aseptisen venttiilin letkuosio PASIn
puristusventtiiliin.

HUOMAUTUS: Puristusventtiili avataan venttiilin yldosassa

olevaa painiketta painamalla. Letkujen asentamiseksi

tydnna letku venttiiliin, kun painat painiketta.

15.Asenna puristusventtiilin suojus PAS-puristusventtiiliin.

16.Aseta SAS:n vapaa péa (joka poistuu PAS:n

puristusventtiilistd) ilmantunnistimeen.

17.Nosta ampullin suojuksen lohkon kansi suoraan ylos ja
kierré sita vastapéivaan kéyttaen kahvaa.

18.Suojakansi on saranoitu. Nosta kantta paljastaaksesi
neulakasetin klipsin.

19.Laske suojakansi neulakasetin paalle.

20.Aseta ampullin suojus, jonka sisalla on maarattya
radiofarmaseuttista tuotetta sisaltava taysi ampulli,
ampullin suojuslohkoon. ALA poista ampullin suojuksen
ampullin avauskorkkia. Jata ampullin suojuksen
kantokahva paikoilleen.

HUOMAUTUS: Ampullin suojus on muotoiltu niin, etté se

voidaan asettaa ampullin suojuksen lohkoon vain

oikeinpéin, niin ettd ampullin suojuslohkon tapit jaavat

ampullin suojuksen tasaisten pintojen viereisiin aukkoihin.

21.lrrota ampullin suojuksen korkki painamalla
kantokahvaa, kiertamalla ampullin avauskorkkia
vastapéivaan ja nostamalla korkki suoraan ylospéin.

22.Noudata laitoksen aseptista tekniikkaa ampullin
septumin desinfioimiseksi.
23.Tyonna neulat moniannosampulliin kédantamalla suojan
kansi reién paalle ja painamalla neulat suoraan ampulliin.

24.Aseta neulakasetin letku RP-pumppuun. Varmista, etta
letkun kaulus jaa suoraan RP-pumpun ulkopuolelle,
lahimméksi ampullin suojuslohkon puolta. Sulje pumpun
kansi.

25.Varmista, ettd koko SAS on tasaisesti paikoillaan
kanavassa, ampullin suojuslohkon kahva on alhaalla,
RP-pumpun letkut ovat kokonaan paikoillaan ja pumpun
luukku on suljettuna. Sulje kammion kansi.

HUOMAUTUS: Noudata laitoksesi menettelytapoja

varmistaaksesi, ettd kaytettavaksi maaratty

radiofarmaseuttinen tuote on asianmukaisesti varmistettu
paikoilleen MEDRAD Intego PET -infuusiojérjestelmén sisalle.

HUOMAUTUS: MEDRAD Intego PET -infuusiojérjestelma

on suunniteltu kaytettévaksi normaalien lukkojen kanssa.

Bayer ei toimita lukkoa jarjestelmén kanssa.

26. Sy6ta moniannosampullin analyysitiedot noudattamalla
MEDRAD Integon kayttéoppaan osiossa
“Moniannosampullin analyysitietojen sydttdminen”
annettua toimenpidetta.

POTILASANNOSTELUSARJAN (PATIENT

ADMINISTRATION SET, PAS) ASENTAMINEN

Asenna aina uusi PAS jokaiselle potilaalle. Asenna PAS

kayttden seuraavaa menettelya:

1. Avaa suojakammion PAS-alueen suojakansi.

2. Puhdista aseptinen venttiili SASin distaalipdassa
noudattamalla laitoksen ohjeissa kuvattua aseptista
tekniikkaa.

/\ Varningar

For enheter som ar markta for engangsbruk, vanligen
observera: Denna produkt ar endast avsedd for
engangsbruk. Far inte omsteriliseras, omarbetas
eller ateranvandas. Engangsenheterna har endast
utformats och godkants for engangsbruk.

teranvandning av engangsenheter utgor en risk for att
enheten gar sonder och risk for patienten. Potentiella
enhetsfel inkluderar avsevard nedbrytning av komponent
vid langvarig anvandning, funktionsfel hos komponent och
systemhaveri. Potentiella risker for patienten inkluderar
personskada till foljd av funktionsfel hos enheten eller
infektion, eftersom enheten inte godkénts for rengéring
eller omsterilisering.

Biologisk kontamination kan uppsta om patient-
administreringsset anvands flera ganger eller om
steril teknik inte tillampas. Du far INTE anvénda flera
ganger eller forsoka att omsterilisera. Engangsartiklarna
maste kasseras pa korrekt satt efter anvandning. Ta iséar
setet och gor i ordning ett nytt, sterilt set om det ar méjligt
att kontamination uppstatt under iordningstallande eller
anvandning.

Operatoren kan skada sig allvarligt om han/hon inte &r
forsiktig nar han dppnar eller stanger luckorna pa den
skdrmade kammaren eller skyddet till PAS-facket.

Se till att inga fingrar kommer i kldm nar du oppnar eller
stéanger den skdrmade kammarens lock eller skyddet ill
PAS-facket.

Endast setets vétskebana ér steril och icke-pyrogen.
Anvand inte i ett sterilt eller aseptiskt omrade utan att vidta
lampliga forsiktighetsatgarder.

Luft

boli eller kan uppsta
om saltlésningsslangen 4r skadad. Se il att
saltidsningsslangen inuti saltlésningspumpen inte klams,
eftersom det kan skada administreringssetet.

£alaktin iniakt _.
&l

Biologisk kontamination kan uppsta om aseptisk
teknik inte tillampas. Folj sjukhusets riktlinjer for att
desinfektera ampullseptum.

Risk for stralningsexponering: Injektorn kan innehalla
radioaktiva amnen. Strack dig inte under vagnen medan
systemet innehaller aktivitet. Aviagsna inte atkomstpaneler
medan systemet innehaller aktivitet.

Anvand inte produkten om den sterila forpackningen
har 6ppnats eller &r skadad. Patienten eller anvandaren
kan skadas om forpackningen &r 6ppnad eller skadad,
eller om skadade komponenter anvands. Kontrollera alltid
forpackning och innehall visuellt fore varje anvandning.

Risk for punktion. SAS innehaller patroner. Skada
forebyggs genom att du ar forsiktig nér du hanterar
SAS for att styra patronerna. Kassera patronerna

i enlighet med sjukhusets riktlinjer.

Anvand INTE kélladministreringssetet med mer an en
flerdosampull. Anvénds kalladministreringssetet med
mer &n en flerdosampull kan det leda till att patienten eller
operatéren skadas.

Risk for stralningsexponering. Anvénds locket pa den
skdarmade kammaren som en arbetsyta ar det risk for
att operatoren utsatts for pataglig stralning. Anvand
inte locket pa den skarmade kammaren som en arbetsyta
nar det finns radioaktiva material i systemet. Anvénds
locket pa den skirmade kammaren som en arbetsyta,
eller om ett foremal placeras pa locket medan det &r oppet,
kan det skada dess formaga att forse tillrackligt skydd mot
stralning.

3. Liita PAS aseptiseen venttiilin SASin distaalipaassa.

4. Riippuen siitd, kummalla puolella potilasta MEDRAD
Intego PET -infuusiojérjestelma sijaitsee, aseta PAS joko
suojauksen vasemmalle tai oikealle puolelle.

5. Varmista, ettd PAS ei j& puristuksiin ja sulje suojakansi.

SVENSKA

Inledning: Las informationen i det har dokumentet helt
innan du installerar eller anvander MEDRAD Intego PET-
infusionssystemets administreringsset. Att forsta denna
information hjélper anvandaren att anvanda MEDRAD
Intego-systemet pa ett sakert satt.

Avsedd anvéndning: MEDRAD Intego PET-
infusionssystemet ar avsett att infundera exakta doser
ay radiofarmaka T8F.fluordeoxiglukos (FDG) och
8F-natriumfluorid (NaF) och vanligen anvanda skdljldsningar
till patienter vid diagnostiska procedurer for molekylar
avbildning (nuklearmedicin). MEDRAD Intego PET-
infusionssystemet ar aven avsett att forse medicinsk
personal med effektivt stralningsskydd mot fluor-18 (*'8F)
under diagnostiska nukleérmedicinska procedurer.

Anvéndningsomrade: MEDRAD Intego PET-
@fuswnssystemet ar avsett f% administrering av
F-fluordeoxiglukos (FDG), '°F-natriumfluorid (NaF)
och vanligen anvanda skoljlosmngar till patienter vid
diagnostiska procedurer for molekylar avbildning
(nukleérmedicin).
0BS! Engangsamklar fran MEDRAD Intego som ar markta
for '°F FDG eller '°F NaF &r avsedda for infundering av NaF
med programversionen CR10.1 och nyare. Kontakta en
Bayer-representant for mer information géllande
administrering av '°F NaF.

Forsaljningsrestriktioner: Den amerikanska
forsaljningsrestriktionen FDA (Food and Drug Administration)
begransar forséljning av den har enheten till lakare eller de
som har mottagit skriftlig auktorisering fran en lakare.

Rapportera alla allvarliga incidenter som uppstatt i samband
med den hér enheten till Bayer (radiology.bayer.com/
contact) och till relevant lokal europeisk myndighet (eller, i
forekommande fall, till [&mplig tillsynsmyndighet i det land
dar incidenten har intraffat).

Risk for stralningsexponering. Radiofarmaka avger
gammastralning. Operatoren ska vara véldigt forsiktig vid
hantering av radiofarmaka. Doser kan dverskrida den
maximalt tillatna dosen om lampliga forsiktighetsatgérder
inte foljs. Folj sjukhusets alla individuella riktlinjer for
hantering och kassering av radioaktiva material. Oppna
INTE den skérmade kammaren utan att forst ha vidtagit
forsiktighetsatgérder gallande stralning som beskrivs

i sjukhusets procedurer.

%nvand INTE andra radlofarmacelétlska produkter dn
F-fluordeoxiglukos (FDG) eller "SF-natriumfluorid
(NaF) med MEDRAD Intego-systemet, Anvandning av

annan radiofarmaka an "8F FDG eller '°F NaF kan det
skada MEDRAD Intego-systemet och kan orsaka felaktig
dosmétning och/eller for mycket radioaktiv exponering.

Felaktig injektionsdosering eller stralningsspill kan
uppsta om den skdrmade kammarens lock stangs pa
slangsetet. Sakerstall att alla komponenter for slangsetet
och administreringssetet &r korrekt installerade innan du
stanger den skdrmade kammarens lock.

Patientinfektion kan uppsta vid anvéndning av icke
sterila komponenter. Hall alla engangskomponenter
sterila med anvéandning av aseptiska metoder.

PVC-slangen i detta PAS innehaller DEHP, ett kemiskt
amne som i delstaten Kalifornien ar kant for att orsaka
medfédda missbildningar och andra reproduktiva skador.

Extremt hoga doser av ftalater sasom DEHP har
rapporterats orsaka medfédda missbildningar hos
forsoksdjur. Aven om det endast finns begransade
vetenskapliga data om effekten av ftalater pa manniskor
rekommenderar halsovardsmyndigheter att exponering
for produkter som innehaller dessa foreningar begrénsas
s& mycket som majligt nar det géller barn samt ammande
eller gravida kvinnor.
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DEHP finns dessutom med pa kandidatlistan for sarskilt
farliga &mnen (Substances of Very High Concern, SVHC)
enligt artikel 59 | FORORDNING (EG) nr 1907/2006 om
registrering, utvardering, godkannande och begransning av
kemikalier (REACH).

Substansnamn: Dietylhexylftalat (DEHP)

CAS-nummer: 117-81-7

EC-nummer: 204-211-0

INSTALLATION AV KALLADMINISTRERINGSSET (SAS)
Installera alltid en ny SAS nér du installerar en ny
flerdosampull. Installera flerdosampullen och SAS i den
skérmade kammaren med féljande procedur:

1. Frigér sparren som sékrar kammarens lock och skjut
locket mot vagnens framsida for att exponera den
skarmade kammaren.

2. Oppna engangsbrickan och avlagsna SAS fran
forpackningen.

3. Hang saltlosningspasen pa hangaren vid baksidan av
vagnen nara handtaget och for in spetsen vid &nden pa
SAS i saltiosningspasen.

4. Satt in saltlosningsslangen i saltldsningspumpen sa att
kopplingen ligger mellan pumpen och saltidsningspasen,
med kopplingen néra pumpen.

5. Sétt in slangen i den nedhallande kldmman och dra
saltidsningsslangen langs SAS-sparet fran
saltlésningspumpen och till ampullskyddfacket dér
ampullskyddet ska installeras.

0BS! Se till att saltlosningsslangen ar centrerad pa

pumprullarna. Slangen farinte hamna under rullarna. Nér du

stanger pumpens lucka ska du se till att saltidsningsslangen

&r centrerad i pumpluckan sa att slangen inte blir kiamd.

6. Satt in patronkassetten i klamman pa skyddslocket.
Slangen som I6per fran patronkassetten ska ga mot
RP-pumpen.

OBS! Avlagsna inte skyddet fran nalama pa patronkassetten.

7. Sétt in slanganslutningen i hallaren for
SAS-slanganslutningen.

8. Bekréfta att doskalibratorn ar tom innan du installerar
spolen.

9. Sattin SAS-spolen i doskalibratorn sa att slangens losa
andar pekar uppat.

0BS! Sakerstéll att SAS-spolen &r placerad i botten av

doskalibratorn.

10. Rulla ut avfallspasen och satt in den i det skarmade

avfallsutrymmet.

11. Sétt in T-kopplingen i hallaren.

12. Installera delen av slangen som ligger mellan

T-kopplingen och avfallspasen i avfallskiamventilen.

OBS! Klamventilen dppnas genom att man trycker pa

knappen ovanpa ventilen. Slangen installeras genom att du

skjuter in den i ventilen med du trycker ned knappen.

13.Montera klamventilskyddet pa avfallskldmventilen.

14.Installera delen av slangen som ligger mellan
T-kopplingen och den vaskulara atkomstventilen i
PAS-klamventilen.

OBS! Klamventilen dppnas genom att man trycker pa

knappen ovanpa ventilen. Slangen installeras genom att

du skjuter in den i ventilen med du trycker ned knappen.

15.Montera klamventilskyddet pa PAS-kldmventilen.

16.S4tt in den lediga anden fran SAS (Ioper fran
PAS-kldmventilen) i luftdetektorn.

17.Anvéand handtaget pa ampullskyddfacket for att lyfta
skyddslocket uppat och sedan rotera det moturs.

18.Skyddslocket ar gangjérnsforsett. Lyft pa locket for att
exponera patronkassettens klamma.

19.Sank skyddslocket dver patronkassetten.

20.Satt in ampullskyddet med en ampull som ar full med

radiofarmaka som ar indikerad for anvandning

i ampullskyddfacket. Avldgsna INTE ampullens
atkomstlock som sitter i ampullskyddet. Lat handtaget
sitta kvar pa ampullskyddet.

0BS! Ampullskyddet ar anpassat sa att det endast kan

séttas in i ampullskyddfacket med ampullskyddfackets stift

som sitter i de anpassade omradena bredvid
ampullskyddets slata ytor.

21.Avlagsna locket fran ampullskyddet genom att trycka ned

handtaget, rotera ampullens atkomstiock moturs och
sedan lyfta upp locket.
22.Anvand de aseptiska tekniker som beskrivs sjukhusets
individuella riktlinjer for desinficering av ampullseptum.

23.Sétt in patronerna i flerdosampullen genom att vrida
skyddslocket bak dver brunnen och sedan trycka ned
nalarna i ampullen.
24.53tt in slangen fran patronkassetten in i RP-pumpen.
Sakerstall att slangens krage ligger precis utanfor RP-
pumpen pa den sida som &r narmast ampullskyddfacket.
Stang pumpluckan.

25.Bekrafta att all SAS ligger platt mot kanalen, att
ampullskyddfackets handtag ligger ned och att luckan for
RP-pumpen ar stdngd med slangen helt installerad.
Stang kammarlocket.

0BS! Folj sjukhusets procedurer fér att sakerstélla att den

radiofarmaka som &r indikerad for anvandning &r ordentligt

sékrad inuti MEDRAD Intego PET-infusionssystemet.
0BS! MEDRAD Intego PET-infusionssystemet &r avsett att
anvandas med standardlas. Bayer tillhandahaller inte ett las
med systemet.

26.Ange analysinformation fér flerdosampullen genom att

folja proceduren som beskrivs i avsnittet Ange
information for flerdosampullen i bruksanvisningen fran
MEDRAD Intego.

INSTALLATION AV PATIENTADMINISTRERINGSSET

(PAS)

Installera alltid en ny PAS for varje patient. Installera PAS

med féljande procedur:

1. Oppna skyddslocket ver PAS-omradet i den skarmade
kammaren.

2.Rengor den vaskuléra atkomstventilen vid den distala
anden for SAS med aseptiska tekniker som beskrivs
i sjukhusets individuella riktlinjer.

3. Anslut PAS till den vaskuléra atkomstventilen vid den
distala anden for SAS.

4. Du drar antingen ut PAS fran skyddets vanstra eller hogra
sida beroende pa vilken sida om patienten som MEDRAD
Intego PET-infusionssystemet star.



5. Sékerstall att PAS inte kommer att kiammas, och sténg
sedan skyddet.

Uvod: Pred in3talaciou alebo pouzitim stiprav na podavanie
infizneho systému MEDRAD Intego PET si kompletne
precitajte vSetky informéacie v tomto dokumente.
Pochopenie tychto informacii vam pomdZze pri bezpecnej
obsluhe systému MEDRAD Intego.

Stanovené pouzitie: Infizny systém MEDRAD Intego PET
je urceny na podavanie presnych davok rad|of%rmék
obsahujlicich '°F fluordeoxygiukozu (FDG) a 'oF fluorid
sodny (NaF) a bezne vyuzivanych premyvacmh roztokov
pacientom pri diagnostickych postupoch molekulareho
zobrazovania (v nuklearnej medicine). Infuizny systém
MEDRAD Intego PET je tiez urceny na poskytovanie
G¢inného tienenia zdravotnickeho personalu pred
radiaénymi Gcinkami fluéru 18 ('SF) pri diagnostickych
postupoch nuklearnej mediciny.

Indikacie pouzitia: Infuzn1y systém MEDRAD Intego PET je
| dikovany na podavanie °F fluérdeoxyglukézy (FDG),
T8F fluoridu sodného (NaF) a bezne vyuzivanych
premyvacich roztokov pacientom pri diagnostickych
postupoch molekularneho zobrazovania (v nukleamej
medicine).
POZNAMKA: Jednorazovy material MEDRAD Intego
uréeny pre 18F-FDG alebo F-NaF je ur€eny na podavanie
NaF s verziou softvéru CR10.1 a vy$Sou. Poziadajte
%gétapti‘:u spolocnosti Bayer o dal3ie informacie o podavani
-NaF.

Obmedzenia predaja: Sprava potravin a lie¢iv Spojenych
Statov americkych (FDA) obmedzuje predaj tejto pomécky
vyluéne lekarovi alebo osobe s pisomnym poverenim od
lekara.

Akeékolvek zavazné udalosti, ktoré nastant v svislosti
s tymto zariadenim, hlaste spolocnosti Bayer
(radiology.bayer.com/contact) a vaSmu miestnemu
europskemu zodpovednému organu (alebo ked sa to
vztahuje, prislusnému regulaénému tradu v krajine, kde
doslo k udalosti).

/\ Vystrahy

Pri zariadeniach uréenych na jednorazové pouzitie
je uvedené: Tento vyrobok je urceny len na jedno
pouzitie. Nesmie sa opakovane sterilizovat),
spracovavat' ani pouzivat'. Jednorazové zariadenia st
urcené a overené len na jedno pouzitie. Pri opakovanom
pouZiti jednorazovych zariadeni hrozi riziko poruchy
zariadenia a riziké pre pacienta. Mozné poruchy zariadenia
zahffiajil znaéné opotrebovanie komponentov pri dlhom
pouziti, nefunkénost komponentov a nefunkénost
systému. MoZzné rizika pre pacienta zahffiaju zranenie

z dévodu poruchy zariadenia alebo infekcie, kedZe
zariadenie nie je uréené na Cistenie alebo opakovanu
sterilizaciu.

Pri opakovanom pouziti pacientskej stipravy na
podavanie alebo nedodrzani sterilnych postupov
moze dojst’ k biologickej kontaminacii. NEPOUZIVAJTE
opakovane a nepokusajte sa opatovne sterilizovat. Po
pouziti riadne zlikvidujte diely urcené na jednorazové
pouzitie. Ak je mozné, Ze ku kontaminacii mohlo déjst pri
priprave alebo pouZiti, supravu rozoberte a pripravte novy
sterilny vyrobok.

V pripade nedostatocnej opatrnosti hrozi nebezpecenstvo
zavaznej telesnej ujmy obsluhy pri otvéarani alebo
zatvérani krytov tienenej komory alebo priehradky na
sUpravu na podavanie pacientovi. Pred otvorenim
alebo zatvorenim krytu tienenej komory alebo krytu
priehradky na pacientsku stipravu na podavanie sa uistite,
ze nemate prsty v blizkosti pohyblivych ¢asti.

Sterilné a nepyrogénne je len vnitro vedenia na
tekutiny. Nepouzivajte v sterilnom alebo aseptickom
prostredi bez primeranych preventivnych opatreni.

Pri poskodeni vedenia s fyziologickym roztokom
moéze dojst k vzduchovej embolii alebo nespravneho
davkovania injekcie. Uistite sa, Ze ste neprivreli hadicku
s fyziologickym roztokom do pumpy na fyziologicky roztok,
inak hrozi poSkodenie supravy na podavanie.

Ak sa nedodrziavaju aseptické techniky, moze dojst

k biologickej kontaminacii. Pri dezinfikovani priehradky
injekénej liekovky postupuite podra pravidiel zdravotnickeho
zariadenia.

Riziko radiacnej expozicie: Injektor méze obsahovat'
radioaktivny material. Nesiahajte pod vozik, kym systém
obsahuje aktivitu. Neodstrafiujte pristupové panely, kym

systém obsahuje aktivitu.

Nepouzivajte, ak je sterilné balenie otvorené alebo
poskodené. Pouzitie otvorenych alebo poskodenych
baleni alebo poskodenych komponentov méze sposobit
zdravotny ujmu pacienta alebo obsluhy. Pred kazdym
pouzitim vizualne skontrolujte obsah a balenie.

Nebezpecenstvo prepichnutia. SAS obsahuje ostré
predmety. Aby ste predisli poraneniu, pri narabani so
SAS dajte pozor na ostré predmety. Ostré predmety
zlikvidujte pod'a prislunych predpisov zdravotnickeho
zariadenia.

NEPOUZIVAJTE supravu na podavanie zdroja s viac
ako jednou viacdavkovou injekénou liekovkou.
Poutzitie sipravy na podavanie zdroja s viac ako jednou
viacdavkovou injekénou liekovkou by mohlo mat za

nasledok poranenie pacienta alebo operatéra.

/\ Vystrahy

Riziko radiacnej expozicie. Pri pouziti krytu tienenej
komory ako pracovnej plochy moze byt operatér
vystaveny nadmernému Ziareniu. Nepouzivajte kryt
tienenej komory ako pracovnu plochu, ked sa v systéme
nachadza radioaktivny material. PouZitie krytu ako
pracovnej plochy alebo ukladanie predmetov na kryt

v otvorenej polohe mdZze spdsobit jeho poskodenie

a narusit jeho schopnost adekvatneho tienenia Ziarenia.

Riziko radiacnej expozicie. Radiofarmaka vyzaruju
gama ziarenie. Manipulacia s radiofarmakami si od
obsluhy vyzaduje extrémnu opatrnost. Pri nedodrzani
vhodnych ochrannych opatreni mézu davky prekrocit
maximalnu povolend hodnotu. DodrZujte vSetky pokyny na
zaobchadzanie a likvidaciu radioaktivnych materialov
platné v zdravotnickom zariadeni. NEOTVARAJTE
tienent komoru skér, ako vykonate vSetky preventivne
opatrenia pred Ziarenim, ako ich uvadzaju predpisané
postupy zdravotnickeho zariadenia.

NEPOUZIVAJTE v systéme MEDRAD Intego iné
radlofarmaceuglcke produkty ako '°F fluérdeoxyglukéza
(FDG) alebo ' 2guorld sodny (1NaF) Pouzitie inych
radiofarmak ako '8F-FDG alebo '®F-NaF moze poskodit
systém MEDRAD Intego a mat za nasledok nepresné
meranie davky a/alebo nadmerné vystavenie Ziareniu.

Nespravne davkovanie pri vstrekovani alebo tnik
radiacie mozu byt sposobené zatvorenim krytu
tienenej komory na stpravu hadiciek. Pred uzavretim
krytu tienenej komory sa uistite, ze stiprava hadiciek a
vSetky komponenty slpravy na podavanie si spravne
nainstalované.

Poutzitie nesterilnych komponentov méze sposobit’
infekciu pacienta. Zachovavajte sterilitu vSetkych
jednorazovych komponentov.

PVC hadicka v tejto stiprave na podavanie pacientovi
(PAS) obsahuje DEHP. Je to chemikalia, o ktorej je Statu
Kalifornia zname, Ze spdsobuje vrodené chyby alebo iné
reprodukéné poskodenie.

Nadmerné davky ftalatov (ako je napriklad DEHP)
spdsobuju u laboratérnych zvierat vrodené poruchy. Hoci
su k dispozicii len obmedzené tdaje o vplyve ftalatov

na ¢loveka, zdravotnicke organy odportcaju, aby bol

v maximalnej moznej miere obmedzeny styk deti a
tehotnych alebo dojCiacich Zien so zariadeniami, ktoré
tieto zluceniny obsahuju.

DEHP je taktiez latka uvedena na pripravnom zozname
latok vzbudzujicich mimoriadne obavy v sulade s ¢lankom
59 NARIADENIA (ES) €. 1907/2006 o registracii, hodnoteni,
autorizacii a obmedzovani chemickych latok (REACH).
Nézov latky: Bis-(2-etylhexyl)ftalat (DEHP)

Cislo CAS: 117-81-7

Cislo EC: 204-211-0

INSTALACIA SUPRAVY NA PODAVANIE ZDROJA (SAS)
Pri intalacii novej viacdavkovej injekénej liekovky vzdy
nain$talujte novi SAS. Nainstalujte viacdavkovu injekcnt
liekovku a SAS do tienenej komory podla nasledujiceho
postupu:

1. Uvolnite zapadku blokujlicu kryt tienenej komory
a posunutim krytu k prednej strane vozika otvorte tienend
komoru.

2. Otvorte jednorazovy zasobnik a vyberte z obalu SAS.

3. Zaveste vak s fyziologickym roztokom dozadu na veSiak
vozika do blizkosti rukovate a zasurite hrot na konci SAS
do vaku s fyziologickym roztokom.

4.Vlozte hadicku fyziologického roztoku do pumpy na
fyziologicky roztok, aby sa konektor nachadzal medzi
pumpou a vakom s fyziologickym roztokom, pricom by
mal byt blizsie k pumpe.

5. VloZte hadicku do pridrziavacej spony a vedte hadicku s
fyziologickym roztokom pozdIz SAS, od pumpy na
fyziologicky roztok smerom k priehradke tienenia
injekénej liekovky, kde bude pripevnené tienenie injekcnej
liekovky.

POZNAMKA: Skontrolujte, ¢i je hadicka s fyziologickym

roztokom vycentrovana na valéekoch pumpy. Hadicka

nesmie spadnUt pod uroven valCekov. Pri zatvarani dvierok
pumpy skontrolujte, ¢i je hadicka s fyziologickym roztokom
vycentrovana v dvierkach pumpy, aby sa do nich neprivrela.

6. Vlozte jednotku Sharps Cartridge (Zasobnik s ostrymi
predmetmi) do spony na kryte tienenia. Hadicka
vychadzajlca z jednotky Sharps Cartndge (Zasobnik s
ostrymi predmetmi) by mala smerovat k pumpe na RP.

POZNAMKA: Neodstrariujte ochranné puzdro z ihiel v

jednotke Sharps Cartridge (Z&sobnik s ostrymi predmetmi).

7. Vlozte sitok do drZiaka sttoku SAS.

8. Pred instalovanim cievky skontrolujte, ¢i je prazdny
kalibrator davky.

9. Vlozte cievku SAS do kalibratora davky tak, aby volné
konce hadiciek smerovali hore.

POZNAMKA: Skontrolujte, Ci sa cievka SAS nachadza na

dne kalibratora davky.

10. Vyrolujte vrecko na odpad a vlozte ho do tieneného

Uloziska na odpad.

11. Prikljucek T vstavite v drzalo.

12. Nainstalujte ¢ast hadicky medzi T-konektorom a

vreckom na odpad do odpadového stla¢acieho ventilu.

POZNAMKA: Tlackovy ventil sa otvori stlacenim tlacidla v

hornej ¢asti ventilu. Priindtalacii hadicky zasurite hadic¢ku do

ventilu za su¢asného podrzania tlacidla v stlacenej polohe.
13.Na uzatvaraci ventil odpadu nainstalujte kryt
uzatvaracieho ventilu.

14.Nainstalujte Cast hadicky medzi T-konektorom a

ventilom typu swabable do stla¢acieho ventilu PAS.

POZNAMKA: Tlackovy ventil sa otvori stlacenim tlacidla v

hornej ¢asti ventilu. PriinStalcii hadicky zasurite hadicku do

ventilu za si¢asného podrzania tlacidla v stlacenej polohe.
15.Na tlackovy ventil PAS nainstalujte kryt uzatvaracieho
ventilu.

16.Vstavite prosti konec sistema SAS (ki izhaja iz stisnega

ventila sistema PAS) v detektor zraka.

17.Pomocou rukovéte priehradky tienenia injek¢nej liekovky

vytiahnite kryt tienenia hore a otocte krytom proti smeru
hodinovych ruiciek.

18.Kryt tienenia ma panty. Zdvihnutim krytu spristupnite

sponu jednotky Sharps Cartridge (Zasobnik s ostrymi
predmetmi).

19.Spustite kryt tienenia na jednotku Sharps Cartridge
(Zasobnik s ostrymi predmetmi).

20.Vlozte do priehradky tienenie injekénej liekovky

obsahujuce plnd injekénu liekovku radiofarmaka
indikovaného na pouzitie. NEODSTRANUJTE
pristupovy uzaver k injekénej liekovke na tieneni
injekénej liekovky. Ponechajte prenosovi rukovat na
tieneni injekénej liekovky.

POZNAMKA: Tienenie injekénej liekovky ma vyrezy

umoziujuce jeho presné zasunutie do priehradky tienenia

injekénej liekovky tak, aby zarazky priehradky na tienenia
injekénej liekovky zapadli do vyrezovych ploch vedra ploSok
tienenia injekcnej liekovky.

21.0dstrante uzaver z tienenia injekénej liekovky zatlacenim

na prenosovu rukovat, oto¢enim pristupového uzaveru
injekEnej liekovky proti smeru hodinovych ruiciek a
vytiahnutim uzaveru.

22.Pri dezinfekcii priehradky injekénej liekovky postupuijte

podla aseptickych postupov popisanych v predpisoch
zdravotnickeho zariadenia.
23.Zasuirite ihlu do viacdavkovej injekEnej liekovky
pootocenim krytu tienenia cez jamku a zatlacenim ihiel
v smere dole do injekEnej liekovky.

24.Zasurite hadicku z jednotky Sharps Cartridge (Zasobnik
s ostrymi predmetmi) do pumpy na RP. Skontroluite, ¢i
objimka hadicky dolieha na pumpu na RP, na strane
blizsie k priehradke na tienenie injekcnej liekovky.
Zatvorte kryt pumpy.

25.Skontrolujte, Ci cela SAS lezi v kandli a ¢i je rukovat
priehradky na tienenie injekénej liekovky v dolnej polohe
a ¢i s dvierka pumpy na RP Uplne zatvorené a vetky
potrebné hadicky nainstalované. Zatvorte kryt komory.

POZNAMKA: Podla prevadzkovych postupov skontrolujte,

¢i je radiofarmakum indikované na pouzitie riadne upevnené

v infuznom systéme MEDRAD Intego PET.

POZNAMKA: Infizny systém MEDRAD Intego PET je

uréeny na pouzitie so Standardnym zamkom. Spolo¢nost

Bayer nedodava k systému zamok.

26.Informéacie o postupe s vyuzitim viacdavkovej injekénej

liekovky zadajte podla postupu popisaného v ¢asti o
zadavani informacii o viacdavkovej injekénej liekovke v
navode na poutzitie od spolo¢nosti MEDRAD Intego.

INSTALACIA SUPRAVY NA PODAVANIE PACIENTOVI

(PAS)

Kazdému pacientovi inStalujte novi PAS. PAS nainstalujte

podra nasledujiceho postupu:

1. Otvorte kryt tienenia nad priestorom PAS v tienenej
komore.

2. Ocistite utieratelny ventil na distalnom konci SAS podia
aseptickych postupov v prislu§nych predpisoch
zdravotnickeho zariadenia.

3. Pripevnite PAS k utieratelnému ventilu na distalnom
konci SAS.

4.V zavislosti od toho, na ktorej strane pacienta je
umiestneny infiizny systém MEDRAD Intego PET,
vyvedte PAS z lavej alebo pravej strany tienenia.

5. Skontrolujte, ¢i nie je PAS privreta a zatvorte kryt tienenia.

SRPSKI

Uvod: Procitajte sve informacije koje se nalaze u ovom
dokumentu pre postavljanja ili koriS¢enja kompleta za
ubrizgavanje MEDRAD Intego PET infuzionog sistema.
Razumevanje ovih informacija pomoci ¢e korisniku da
bezbedno koristi sistem MEDRAD Intego.

Namena: MEDRAD Intego PET infuzioni sistem namenjen
je za ubrizgavanje preciznih doza rad|ofarmaceutsk|h
lekova 'F Fluorodeoksiglukoze (FDG), '°F Natrijum-
fluorida (NaF) i najéesce koriS¢enih rastvora za ispiranje
pacijentu tokom dijagnostickih procedura molekularnog
snimanja (nuklearna medicina). MEDRAD Intego PET
infuzioni sistem sluzi i za to da medicinskom osoblju
omoguéi efikasnu 1zasmu od radioaktivnog zracenja

leka Fluorine-18 ('°F) tokom dijagnostickih procedura

u nuklearnoj medlcml

Indikacije za upotrebu: MEDRAD Intego PEI

infuzioni sistem namenjen je ] ubrizgavanje

Fluorodeoksiglukoze (FDG), ™F Natrijum- fluonda (NaF)

i najcesce koriscenih rastvora za ispiranje pacijentu tokom

dijagnostickih procedura molekularnog snimanja (nuklearna

medicina).

NAPOMENA: Pribor MEDRAD Integlo sistema za

jednokratnu upotrebu sa oznakama 8F FDG ili 'F NaF

namenjen je za ubrizgavanje NaF uz verziju softvera

((‘R10 .1i noviju. Dodatne informacije o ubrizgavanju leka
5F NaF zatrazite od predstavnika kompanije Bayer.

Ogranicena prodaja: Americka Uprava za hranu i lekove
(FDA) ogranicava prodaju ovog uredaja, pa je prodaja
dozvoljena samo lekarima ili osobama koje imaju pisano
odobrenje lekara.

Prijavite sve ozbiljne incidente do kojih je doslo u vezi sa
ovim uredajem kompaniji Bayer (radiology.bayer.com/
contact) i lokalnom evropskom nadleznom organu (ili, ako je
primenljivo, odgovarajucem regulatornom organu u zemlji u
kojoj je doslo do incidenta).
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/\ Upzorenja

Za uredaje oznacene za jednokratnu upotrebu,
obratite paznju na sledece: Ovaj proizvod je
namenjen samo za jednokratnu upotrebu. Nemojte
ponovo sterilisati, obradivati ili koristiti. Uredaji

za jednokratnu upotrebu su napravljeni i odobreni
iskljucivo za jednokratnu upotrebu. Ponovna upotreba
uredaja za jednokratnu upotrebu moze da izazove kvar
uredaja i rizik po pacijenta. Moguci kvar uredaja obuhvata
znacajno habanje komponente tokom duze upotrebe,
neispravnost komponente i kvar sistema. Mogui rizici po
pacijenta obuhvataju povredu zbog neispravnosti uredaja
ili infekciju jer nije provereno da li je uredaj ocis¢en ili
ponovo sterilisan.

BioloSka kontaminacija moZe nastati kao posledica
ponovnog koris¢enja kompleta za ubrizgavanje
sredstva pacijentu ili zbog propusta u pridrzavanju
pokusati da steriliSete. Nakon upotrebe, propisno odlozite
proizvode za jednokratnu upotrebu. Ako postoji bilo
kakva mogucnost da je doslo do kontaminacije tokom
postavljanja li koris¢enja, rasklopite i postavite novi sterilni
proizvod.

Ako se ne pazi prilikom otvaranja ili zatvaranja
poklopaca na zasti¢enoj komori ili pregradi kompleta
za ubrizgavanje sredstva pacijentu, moze do¢i do
ozbiljnih povreda rukovaoca. Pre otvaranja ili zatvaranja
poklopca zasticene komore kompleta za ubrizgavanje
sredstva pacijentu obavezno pomerite prste.

Na kompletu je samo putanja kojom prolazi te¢nost
sterilna i nezapaljiva. Nemojte koristiti uredaj na sterilnoj
ili asepticnoj oblasti bez primene odgovarajucih mera
opreza.

Ukoliko je cev kroz koju prolazi fizioloski rastvor
ostecena, moze doci do ubrizgavanja pogresnih doza
ili vazdusne embolije. Vodite racuna da ne pritisnete cev
kroz koju prolazi fizioloski rastvor u pumpi za fizioloski
rastvor jer to moze da osteti komplet za ubrizgavanje
sredstva pacijentu.

Ukoliko se ne primenjuju asepticne tehnike, moze
doci do bioloske kontaminacije. Pridrzavajte se
smernica ustanove za dezinfekciju septuma bocice.

Opasnost od izlaganja radioaktivnom zracenju:
Injektor moze da sadrzi radioaktivne materijale.
Nemojte stavljati ruku ispod kolica dok je sistem aktivan.
Nemojte uklanjati pristupne ploce dok je sistem aktivan.

Nemojte koristiti ako je sterilno pakovanje otvoreno
ili oSte¢eno. MoZe doci do povredivanja pacijenta ili
rukovaoca ukoliko je pakovanje otvoreno ili oSte¢eno

ili ukoliko se koriste ostecene komponente. Vizuelno
pregledajte sadrZaj i pakovanje pre svake upotrebe.

Opasnost od uboda. SAS sadrzi ostre delove. Da biste
sprecili povredu, pazljivo rukujte kompletom SAS da
biste izbegli opasnost od povrede ostrim delovima.
OdloZite ostre delove u skladu sa pravilima svoje
ustanove.

NEMOJTE koristiti izvorni komplet za ubrizgavanje
sa viSe bocica sa viSe doza. Kori§¢enje kompleta za
ubrizgavanje izvora sa viSe bocica sa viSe doza moze
da dovede do povrede rukovaoca ili pacijenta.

Opasnost od izlaganja radioaktivnom zracenju. Ako
se poklopac na zasticenoj komori koristi kao radna
povrsina, to moze da izlozi rukovaoca prevelikom
radioaktivnom zraéenju. Nemojte koristiti poklopac
zasticene komore kao radnu povrsinu dok se u sistemu
nalaze radioaktivni materijali. Ako se poklopac koristi
kao radna povrsina ili se na njega stavljaju stvari dok je
otvoren, to moze da osteti poklopac, ¢ime se umanjuje
mogucnost da on obezbedi odgovarajuéi stepen zastite
od radioaktivnog zracenja.

Opasnost od izlaganja radioaktivnom zracenju.
Radiofarmaceutski lekovi emituju gama zracenje.
Rukovalac mora da bude izuzetno pazljiv prilikom
rukovanja radiofarmaceutskim lekovima. Doze mogu

da premase maksimalne dozvoljene doze ukoliko se
odgovarajuce mere opreza ne primenjuju na propisan
nacin. Postujte sve smernice ustanove za rukovanje
radioaktivnim materijalima i njihovo odlaganje. NEMOJTE
otvarati zasticenu komoru bez prethodne primene mera
opreza za spre€avanje rizika od zratenja na nacin opisan
u procedurama ustanove.

NEMOgTE koristiti radiofarmaceutske prglzvode
osim '°F Fluorodeoksiglukoze (FDG) ili '°F Natrijum-
fluorida (NaF) sa sistemom MEDRAD Intego. Up?treba
radiofarmaceutskih proizvoda koji nisu '°F FDG ili

NaF moZe da osteti sistem MEDRAD Intego i da dovede
do pogre$nog merenja dozefili prekomernog izlaganja
radioaktivnom zracenju.

Neispravno doziranje sredstva koje se ubrizgava

ili oslobadanje radioaktivnog zracenja mogu da

se dogode ukoliko je poklopac zasticene komore
zatvoren preko kompleta cevcica. Vodite racuna o
tome da komplet cevcica i sve komponente kompleta

za ubrizgavanje budu ispravno postavljeni pre zatvaranja
poklopca zasticene komore.

Upotreba nesterilnih komponenti moze da dovede
do infekcije pacijenta. Sve jednokratne komponente
odrzavajte sterilnim pomocu asepticnih tehnika.

PVC cevi u PAS-u sadrze DEHP, hemikaliju za koju se
u saveznoj drzavi Kalifornija zna da uzrokuje oStecenja
ploda ili druga reproduktivna ostecenja.




/\ Upzorenja

Prijavljeno je da izuzetno visoke doze ftalata kao $to je
DEHP izazivaju ostecenja ploda kod ispitivanih Zivotinja.
Mada je o delovanju ftalata na ljude dostupno malo
nauénih podataka, nadlezni organi za zdravstvo
preporucuju da se izlaganje sredstvima koja sadrze ova
jedinjenja svede na $to manju meru kada su u pitanju deca
i Zene koje doje ili su u drugom stanju.

DEHP se takode nalazi na listi kandidata za suspstance koje
izazivaju veliku zabrinutost (Substances of Very High
Concern — SVHC) prema ¢lanu 59 Regulative (EC) br. 1907/
2006, koja se bavi registracijom, procenom, odobravanjem i
ograni¢avanjem hemikalija (Registration, Evaluation,
Authorization and Restriction of Chemicals — REACH).
Naziv supstance: Bis (2-etil(heksil)ftalat) (DEHP)

CAS broj: 117-81-7

EC broj: 204-211-0

POSTAVLJANJE KOMPLETA ZA UBRIZGAVANJE

IZVORA (SAS)

Uvek postavite novi SAS kada stavljate novu bocicu sa vise

doza. Stavite bocicu sa vie doza i SAS u zasticenu komoru

pomocu sledeceg postupka:

1. Skinite bravu koja obezbeduje poklopac komore
i pomerite poklopac ka prednjem delu kolica kako
biste dosli do zasticene komore.

2. Otvorite pregradu za jednokratne delove i izvadite
SAS iz pakovanja.

3. Postavite kesu sa fiziolodkim rastvorom na stalak na
zadnjem delu kolica blizu rucke i ubacite zaSilieni deo
SAS-a u kesu sa fizioloSkim rastvorom.

4. Ubacite cev za fizioloski rastvor u pumpu za fizioloski
rastvor tako da se konektor nalazi izmedu pumpe i kese
sa fizioloSkim rastvorom, pri ¢emu konektor treba da bude
blize pumpi.

5. Ubacite cev u steza€ za fiksiranje i usmerite cev za
fizioloski rastvor duz SAS kanala, sa po¢etkom u pumpi
za fiziolo$ki rastvor i krajem u zastitnoj pregradi za bo¢icu
u kojoj ¢e biti postavljen $titnik za bocicu.

NAPOMENA: Vodite rauna o tome da cev za fizioloki

rastvor bude postavljena na sredini valjaka pumpe. Cev

ne sme da upadne ispod valjaka. Prilikom zatvaranja vrata
pumpe, vodite racuna o tome da cev za fizioloski rastvor
bude postavljena na sredinu vrata pumpe tako da cev ne
moze da se priklesti.

6. Ubacite Sharps Cartridge u steza¢ na zastitnom
poklopcu. Cev koja izlazi iz Sharps Cartridge-a ne
treba da bude okrenuta ka RP pumpi.

NAPOMENA: Nemojte skidati zastitnu futrolu sa igala

u Sharps Cartridge-u.

7. Ubacite sastavak u SAS drzac za sastavak.

8. Uverite se da je kalibrator doze prazan pre postavijanja
kalema.

9. Ubacite SAS kalem u kalibrator doze tako da olabavljeni
krajevi cevi budu okrenuti ka vrhu.

NAPOMENA: Imajte u vidu da je SAS kalem postavljen na

dno kalibratora doze.

10. Odmotajte vre¢u za otpad i ubacite je u zasticen prostor

za skladistenje otpada.

11. Ubacite T-konektor u drzag.

12. Ubacite deo cevi izmedu T-konektora i vrece za otpad u
ventil za pritiskanje otpada.

NAPOMENA: Stezni ventil otvara se pritiskom na taster koji

se nalazi na vrhu ventila. Da biste postavili cev, uvucite cev

u ventil drze¢i dugme pritisnuto.

13. Namontirajte poklopac steznog ventila na stezni ventil
za otpad.

14. Ubacite deo cevi izmedu T-konektora i ventila bez igala
u ventil za pritiskanje sistema PAS.

NAPOMENA: Stezni ventil otvara se pritiskom na taster koji

se nalazi na vrhu ventila. Da biste postavili cev, uvucite cev

u ventil drzeci dugme pritisnuto.

15. Namontirajte poklopac steznog ventila na stezni ventil
sistema PAS.

16. Ubacite slobodan kraj SAS-a (koji izlazi iz steznog
ventila PAS-a) u detektor za vazduh.

17. Pomocu rucice zastitne pregrade za bocicu, podignite
§titnik uvis, a zatim rotirajte poklopac u smeru
suprotnom od kretanja kazaljki na satu.

18. Poklopac $titnika povezan je Sarkama. Podignite
poklopac kako biste otkrili steza¢ Sharps Cartridge-a.

19. Spustite zastitni poklopac preko Sharps Cartridge-a.

20. Ubacite Stitnik za bocicu u koji je ubacena puna bogica
radiofarmaceutskog leka namenjenog za upotrebu
u zastitnu pregradu za bo¢icu. NEMOJTE uklanjati
poklopac za pristup bo€ici sa $titnika za bocicu. Ostavite
ruéku za drzanje na $titniku za bocicu.

NAPOMENA: Stitnik za bocicu ima Zlebove i moze pravilno

da se ubaci u zastitnu pregradu za bocicu samo kada su

potpore zastitne pregrade za bocicu postavljene na prostor
sa zlebovima koji se nalazi pored ravnih povrsina Stitnika
za bocicu.

21. Uklonite poklopac sa Stitnika za bocicu tako $to cete
pritisnuti rucku za drZanje nadole, okrenuti poklopac
bogice u smeru suprotnom od smera kretanja kazaljke
na satu, a zatim podici i skinuti poklopac.

22. Postujte asepticne tehnike na nacin opisan u
smernicama ustanove za dezinfekciju septuma bocice.

23. Ubacite ostre delove u bocicu za viSe doza vracanjem
poklopca Stitnika iznad otvora i spustanjem igala pravo
u bocicu.

24. Ubacite cev iz Sharps Cartridge-a delove u RP pumpu.
Vodite ra¢una o tome da obod cevi treba da se nalazi
neposredno ispred RP pumpe, na strani koja je najbliza
zastitnoj pregradi za bocicu. Zatvorite poklopac pumpe.

25, Uverite se da su svi delovi SAS-a postavljeni ravno
u kanalu, da je rucka zastitne pregrade za bogicu
spustena nadole i da su vrata RP pumpe zatvorena,

a cev u potpunosti postavljena. Zatvorite poklopac
komore.

NAPOMENA: Postujte procedure ustanove da biste bili

sigurni da je radiofarmaceutski lek koji je namenjen za

upotrebu zasticen u okviru MEDRAD Intego PET infuzionog
sistema.

NAPOMENA: MEDRAD Intego PET infuzioni sistem
napravljen je za koriScenje sa standardnim bravama.
Kompanija Bayer ne isporuéuje bravu sa sistemom.

26. Unesite informacije o testiranju bogice sa vise doza
pridrzavajuci se procedure navedene u odeljku za
uno$enje informacija o testiranju bocice u uputstvu
za upotrebu sistema MEDRAD Intego.

POSTAVLJANJE KOMPLETA ZA UBRIZGAVANJE

SREDSTVA PACIJENTU (PAS)

Za svakog pacijenta uvek postavite novi PAS. Postavite

PAS pomocu sledeceg postupka:

1. Otvorite zastitni poklopac iznad PAS oblasti zasticene
komore.

2. Ocistite zamenljivi ventil na distalnom kraju SAS postujuci
asepticne tehnike opisane u smernicama ustanove.

3. Prikljucite PAS na zamenljivi ventil na distalnom kraju
SAS-a.

4. U zavisnosti od toga sa koje strane MEDRAD Intego PET
infuzionog sistema se nalazi pacijent, usmerite PAS ka
spolja sa leve ili desne strane zastitnog sistema.

5. Vodite racuna o tome da ne dode do priklestenja PAS-a ili
zatvaranja zatitnog poklopca.

MAGYAR

Bevezetd: a MEDRAD Intego PET infiziés rendszer
adagolokészleteinek csatlakoztatasa vagy hasznalata

elétt olvassa el a jelen dokumentumban szereplé dsszes
informaciot. Az informaciok megértése segitségére lesz

a felhasznaloknak a MEDRAD Intego rendszer biztonsagos
miikddtetésében.

Felhasznalési teriilet: a MEDRAD Intego PET Igfuzms
rendszer rendeltetése a megfelel(% mennyiségl
fluoro-dezoxi-gliikoz (FDG) vagy 8F natrium- flond (NaF)
radiofarmakon és altalanosan hasznalt éblit6folyadekok
bejuttatasa a paciensekbe a molekularis képalkotasi
modszereket (nuklearis gyogyaszat) alkalmazo
diagnosztikai miveletek soran. A MEDRAD Intego PET
infizios rendszer tovabba megfelel6 vedelmet b|zto?|t
az egészségligyi személyzet szamara a fluorin-18 (
sugarzasanak valo kitettséggel szemben a nukleans
gyogyaszatot alkalmazé diagnosztikai eljarasok soran.

Felhasznalasi javallatok: a MEDRAD Intego PET inftizios
rendszer rendeltetése a '°F fluoro-dezoxi-gliikéz (FDG) vagy
F natrium-florid (NaF) anyagok és altalanosan hasznalt
oblitéfolyadékok bejuttatasa a paciensekbe a molekularis
képalkotasi médsz rek nuklearis 1%yogyaszat soran.
MEGJEGYZES: a F FDG vagy '°F NaF cimkével
ellatott egyszer hasznalatos MEDRAD Intego
eszkozoket a NaF CR10.1 vagy %abb szoftververziéval vald
befecskendezésére tervezték. A "°F NaF befecskendezésére
vonatkozo bévebb informéacidért vegye fel a kapcsolatot a
Bayer képviselettel.

Ertékesitési korlatozas: az Egyesiilt Allamok Elelmiszer-
és Gyogyszerfelligyeleti Hatosaga (FDA) a berendezés
értékesitését orvosok szamara vagy irasos orvosi
engedéllyel rendelkez6 személyek szamara korlatozza.

Kérjik, hogy a készlilékkel kapcsolatos barmilyen stlyos
esetet jelentsen a Bayer vallalat (radiology.bayer.com/
contact) és a helyi eurdpai illetékes hatésag szamara (illetve
adott esetben azon orszag megfelelé hatosaga szamara,
ahol a baleset tortént).

/\ Figyelmeztetések

Az egyszer hasznélatos termekekkent jelolt
késziilékek eben vegye fi az alabbial
a termék kizarolag egyszeri hasznalatra alkalmas

/\Figyelmeztetések

Sugarzasnak valo kitettség veszélye: az injektor
radioaktiv anyagokat tartalmazhat. Ne tegye semmilyen
testrészét a kocsi ala, amikor a rendszer radioaktiv
anyagokat tartalmaz. Ne tavolitsa el az ajtokat, amikor

a rendszer radioaktiv anyagokat tartalmaz.

Ne hasznélja, ha a steril csomagolas fel van nyitva
vagy megseériilt! A paciens vagy a kezelést végzo
személy sériiléséhez vezethet, ha a csomagolas
nyitva van vagy sérillt, illetve ha sériilt alkatrészeket
hasznalnak. Minden felhasznalas elétt
szemrevételezéssel ellendrizze a csomagot és

annak tartalmat!

Szlrasveszély. A SAS készlet tiiket tartalmaz.

A sériilések érdekében jarjon el 6

a SAS készlet kezelése soran. A tiiket a |étesitmény
eléirasainak megfeleléen selejtezze ki.

A készitmény oldali adagolokészletet KIZAROLAG
egyetlen tobb dozist tartalmazo livegcsével hasznalja.
A készitmény oldali adagolokészlet tobb tvegcsével vald
hasznalata a paciens vagy a kezeld sériilésével jarhat.

Sugarzasnak valo kitettség veszélye. A sugarbiztos
kamra fedelének munkafeliiletként valé hasznalata
tulzott mértéki sugarzasnak teheti ki a kezel6t. Ne
hasznalja a sugarbiztos kamra fedelét munkafelliletként,
amikor radioaktiv anyagok talalhatok a rendszerben.

Ha a fedelet munkafeltiletként hasznalja vagy targyakat
helyez ra, akkor az megrongalddhat, kévetkezéskeppen
elfordulhat, hogy a tovabbiakban nem lesz képes
megfeleld védelmet nyujtani a sugarzassal szemben.

Sugarzasnak valo kitettség veszélye.

A radiofarmakonok garzast bocsatanak
ki. A kezel6nek fokozott figyelemmel kell eljarnia

a radiofarmakonok kezelése soran. A megfelelé
ovintézkedések megtételének elmulasztasa esetén

a dozisok meghaladhatjak a megengedett adagokat.
A radioaktiv anyagok kezelését és kiselejtezését
illetden kdvesse az adott létesitmény eldirasait.

NE nyissa ki a sugarbiztos kamrat, csak miutan
megtette a létesitményben el8irt sugarzas-megeldzési
ovintézkedéseket.

NE Igasznaljon az "8F fluoro-dezoxi- -gliikoz (FDG) vagy
F natrium-florid (NaF) radlofarmakonokto! eltéro

termekeket a MEDRAD Intego rendszerrel. Az

FDG vagy '8F NaF anyagoktol eltéré radiofarmakon

hasznalata a MEDRAD Intego rendszer sériilését

okozhatja, valamint nem megfeleld dézis kimérésével

éslvagy tulzott sugarzasnak valé k|tettseggel Jarhat

£ 1ald hafoarckand kkal

Nem ]

vagy a sugarzasszwargassal jarhat haa sugarblztos
kamra fedelét a csokészletre csukja. A sugarbiztos
kamra fedelének lezarasa elétt gy6z6djon meg arrol, hogy
a cs6készlet és az adagolokészlet 6sszes alkatrésze
megfelelden van behelyezve.

A nem steril alkatrészektdl a paciens fert6zédhet.
Aszeptikus eljarassal biztositsa az egyszer hasznélatos
alkatrészek sterilitasat.

A PAS készletben 1év6 PVC csovezet DEHP vegyiletet
tartalmaz, amelyet Kalifornia allam szilletési
rendellenességeket és a reproduktiv szervek karosodasat
okoz6 vegyiletként tart szamon.

ismételt k éshen
és ne hasznalja fel Gjra. Az egyszer hasznalatos
eszkozok egyszeri hasznalatra lettek tervezve és
jovahagyva. Az egyszer hasznalatos eszkozok ismételt
felhasznalasanak kovetkeztében az adott eszkoz
meghibasodhat, illetve az ilyen alkalmazas veszélyt
jelenthet a paciensre nézve. Az eszkoz esetleges
meghibasodasai kozo6tt megemlithetd az alkatrészek
huzamosabb ideig torténd hasznalatbol bekovetkezd
jelentés sériilése, az alkatrészek rendellenes miikodése
és a rendszer meghibasodasa. A pacienst érintd
veszélyek koz6tt megemlithetok az eszkdz nem megfeleld
mikddésébdl szarmazo sérilések, valamint a fertézés,
mivel az eszkdz nem tisztithatd és nem sterilizalhaté Ujra.

Ne sterilizélja Ujra, ne r |

Biologiail 6dés kovetkezhet be a |
oldali adagolokeszlet ismételt hasznalata vagy a
steril eljaras be nem tartasa miatt. NE hasznalja tjra

a készletet, és ne probalja meg Gjrasterilizalni. Az egyszer
hasznalatos eszkozoket hasznalat utan megfelelé modon
ki kell selejtezni. Amennyiben felmeril a legaprébb
lehetdsége annak, hogy az 6sszeszerelés vagy a
hasznalat soran szennyezés kovetkezhetett be, szerelje
szét a rendszert, és szereljen dssze egy steril terméket.

Akezeld sulyos sériilését okozhatja, ha a sugarbiztos
kamra vagy a paciens oldali adagolokészletnek helyet
ado rekesz fedelének felnyitasakor vagy lezarasakor
nem jar el kell6 dvatossaggal. A sugarbiztos kamra
fedelének vagy a paciens oldali adagolokészletnek helyet
adé rekesz fedelének felnyitasa vagy lezarasa el6tt
gy6z6djon meg arrol, hogy az Osszes Ujja tiszta.

Akeészletben csupan a folyadék utvonala steril és nem
pirogeén. Steril vagy aszepnkus kérnyezetben csak kelld
elévigyazatossaggal haszndlja.

A sooldat csovezet sériilése légemboliat vagy

nem megfelelé mennyiségi befecskendezést
eredményezhet. Gy6z6djon meg arrél, hogy a séoldat
csdvezet nem csipodott be a sdoldat szivattytba, mivel
ez megrongalhatja az adagolokészletet.

Az aszeptikus eljarasok alkalmazasanak elmulasztasa
biologiai fertézéssel jarhat. Az Givegcse kupakjanak
fertotlenitéséhez kdvesse a létesitmény eldirasait.

Rendkiviil magas ftalat-dozist kovetéen (példaul DEHP)
a kisérleti allatoknal sziiletési rendellenességek voltak
kimutathatok. Habar korlatozott mennyiségti tudomanyos
adat all rendelkezésre a ftalatok emberre gyakorolt
hatasairdl, az egészségiigyi szervezetek azt javasoljak,
hogy a gyerekek és a szoptaté vagy terhes nok a lehetd
legkisebb mértékben tegyék ki magukat ilyen anyagokat

tartalmazo készilékeknek.

Tovébba a DEHP a rendkiviili aggodalomra okot adé anyagok
(SVHC - Substances of Very High Concern) jeldltlistajaban
is szerepel a vegyi anyagok regisztralasarol, értékelésérdl,
engedélyezésérd| és korlatozasarol (REACH) sz6l6
1907/2006/EK RENDELET 59. cikkelyének értelmében.
Anyag neve: Di (2-etil(hexil)ftalat) (DEHP)

CAS-szam: 117-81-7

EK-szam: 204-211-0

A KESZITMENY OLDALI ADAGOLOKESZLET (SAS)

CSATLAKOZTATASA

Egy Uj tobb dozist tartalmazd (ivegcse behelyezésekor

mindig csatlakoztasson egy Uj SAS készletet. A tdbb dozist

tartalmazo tivegcsét és a SAS készletet az alabbi mddon
helyezze a sugarbiztos kamraba:

1. Oldja ki a sugarbiztos kamra fedelét rogzitd zarat,
és csUsztassa a fedelet a kocsi eleje felé, hogy
hozzaférhetové tegye a sugarbiztos kamrat.

2. Nyissa fel az egyszer hasznalatos talcat és vegye ki
a SAS készletet a csomagolasbol.

3. Helyezze a sooldatos tasakot a kocsi hatsd részén, a kar
mellett talélhat6 akasztora, és szlrja a SAS készlet végén
talalhato tiit a sooldatos tartalyba.

4. Helyezze a sdoldat csovezetet a sdoldat szivattytiba ugy,
hogy a csatlakoz6 a szivattyl és a sboldatos tasak kdzott
legyen, a szivattyihoz kdzel.

5. lllessze a csovezetet a leszoritd kapocsba és vezesse
a sooldat csovezetet a SAS készlet vezetdjébe. Kezdje
a sooldat szivattyltol és haladjon az iivegcsekapszula
rekesze felé, ahova az livegcsekapszula behelyezésre
kerdl.

MEGJEGYZES: gy6zdjon meg arrél, hogy a séoldat

csdvezet megfelelden illeszkedik a szivattyu gérgdire.

A csévezet nem eshet le a gorgokrol. A szivattyd ajtajanak

bezarasakor gy6z6djon meg arrol, hogy a sdoldat csovezet

a szivattyU ajtajanak kézepénél halad at, hogy az ajté ne

csipje be azt.
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6. Helyezze a Sharps Cartridge tiiegységet a védéfedélen
talalhato kapocsba. A Sharps Cartridge tiiegységbél
kilépd csonek a radiofarmakon (RP) szivattyu felé kell
tavoznia.

MEGJEGYZES: ne tavolitsa el a Sharps Cartridge tliegység

tiiin talélhato véddburkolatot.

7.Helyezze a becsatlakozot a SAS készlet becsatlakozé
tartojaba.

8.A spiral behelyezése el6tt ellendrizze, hogy
a doziskalibralo tires.

9. Helyezze a SAS spiralt a doziskalibraldba, hogy
a csovezet szabad végei felfelé nézzenek.

MEGJEGYZES: gy6z6djon meg arrol, hogy a SAS spiral

a doziskalibralo aljan talalhato.

10. Bontsa ki a hulladéktartalyt és helyezze a
hulladéktartaly arnyékolt tartéjaba.

11. llessze a T-elagazét a rogzitdelembe.

12. lllessze a csdvezet T-elagazo és hulladéktartaly kozotti
szakaszat a szoritdszelepbe.

MEGJEGYZES: a szoritdszelep nyitdsahoz nyomja meg

a tetején talalhatd gombot. A csévezet behelyezéséhez

csusztassa a csovet a szelepbe, mikdzben lenyomva tartja

a gombot.

13. Helyezze a szoritdszelep sapkajat a hulladékanyag
szoritdszelepére.

14. lllessze a csdvezet T-elagazo és tisztithato szelep
kozétti szakaszat a PAS szoritoszelepjébe.

MEGJEGYZES: a szoritdszelep nyitasahoz nyomja meg

a tetején talalhaté gombot. A csdvezet behelyezéséhez

csusztassa a csovet a szelepbe, mikdzben lenyomva tartja

a gombot.

15. Helyezze a szoritdszelep sapkajat a PAS (Paciens oldali
adagolokészlet) szoritoszelepére.

16. lllessze a SAS készlet szabad (a PAS szoritészelepjébdl
kilépd) végét a levegdérzékeldbe.

17. Az Uvegcsekapszula rekeszének fogantytjaval emelje
fel egyenesen a véddfedelet, majd forgassa a fedelet az
oramutato jarasaval ellentétes iranyba.

18. A véddfedel csuklos szerkezetii. Emelje fel a fedelet,
hogy hozzaférhetévé tegye a Sharps Cartridge
tliegység kapcsat.

19. Eressze le a véddfedelet a Sharps Cartridge
tegységre.

20. Helyezze az iivegcsekapszulat a hasznalni kivant
radiofarmakont tartalmazo teli tivegcsével az
livegcsekapszula rekeszébe. NE tavolitsa el
az Uvegcsekapszula zérokupakjat. Hagyja
a hordozéfogantyut az Givegcsekapszulan.

MEGJEGYZES: az Uvegcsekapszula Ugy van kialakitva,

hogy csak megfelel6 pozicioban helyezhetd be az

livegcsekapszula rekeszébe. Az livegcsekapszula
rekeszében talalhaté rudak és az livegcsekapszula

lapos oldalain talalhaté bevagasokba illeszkednek.

21. Vegye le az livegcsekapszula kupakjat. Ehhez nyomja
le a hordozéfogantyut, forgassa a zarokupakot az
oramutato jarasaval ellentétes iranyba, majd hatarozott
mozdulattal emelje fel a kupakot.

22. Az livegcse kupakjanak fertétlenitéséhez tartsa be a
|étesitmény el6irasaiban szerepld aszeptikus eljarast.

23. Szrja a tliket a tobb dozist tartalmazo Uvegcsébe.
Ehhez forditsa a véddfedelet vissza a tartalyra, és
nyomja a tliket az livegcsébe.

24, lllessze a Sharps Cartridge tiiegységbdl kilépd
csvezetet a radiofarmakon (RP) szivattydba.

A csovezet gylirijének kdzvetlenil a radiofarmakon
(RP) szivattyln kivil kell maradnia, az ivegcsekapszula
rekeszéhez legkdzelebbi oldalon. Zarja le a szivattyu
fedelét.

25. Ellendrizze, hogy a SAS készlet 6sszes eleme laposan
fekszik a csatornaban, az livegcsekapszula rekesz
fogantyUja als6 pozicioban talalhato, a radiofarmakon
(RP) szivattytjanak ajtaja zarva van, a csovek pedig
teljes mértékben csatlakoztatva vannak. Zarja le a
kamra fedelét.

MEGJEGYZES: a létesitményi eléirasoknak megfeleléen

biztositsa a hasznalni kivant radiofarmakon megfelelé

rdgzitését a MEDRAD Intego PET infuziés rendszerben.

MEGJEGYZES: a MEDRAD Intego PET infuziés rendszer

hagyomanyos lakatokkal hasznalhaté. A Bayer vallalat nem

mellékeli a lakatot a rendszerhez.

26. A vizsgalathoz hasznalt tobb dozist tartalmazo
livegcsére vonatkozé adatokat a MEDRAD Intego
kezelési kézikdnyv ,Vizsgalathoz hasznalt tobb dozist
tartalmazo Uivegcsére vonatkozd adatok megadasa”
cim(i részében ismertetett modon adja meg.

A PACIENS OLDALI ADAGOLOKESZLET (PAS)
CSATLAKOZTATASA

Minden paciens esetében hasznaljon Uj PAS készletet.

A PAS készlet csatlakoztatasakor jarjon el az alabbi modon:

1. Nyissa fel a sugérbiztos kamra PAS készletnek
fenntartott rekeszét lezaro védofedelet.

2. Tisztitsa meg a SAS készlet disztalis végén taldlhato
tisztithatd szelepet a létesitmény eldirasaiban szerepld
aszeptikus eljarassal.

3. Csatlakoztassa a PAS készletet a SAS készlet disztalis
végeén talalhato tisztithatd szelephez.

4. Attol fligg6en, hogy a paciens melyik oldalan talalhatd
a MEDRAD Intego PET infiziés rendszer, vezesse ki
a PAS készletet a fedél jobb vagy bal oldalan.

5. Gy6z6djon meg arrdl, hogy a PAS nem csipédik be,
és zarja le a véddfedelet.

POLSKI

Wstep: Nalezy zapozna¢ sig ze wszystkimi informacjami
zawartymi w niniejszym dokumencie przed instalacjg lub

skorzystaniem z zestawéw podawania systemu infuzyjnego
PET MEDRAD Intego. Zrozumienie tych informacii jest
pomocne w bezpiecznym uzytkowaniu systemu

MEDRAD Intego.

Zastosowanie: System infuzyjny PET MEDRAD ntego jest
przeznaczony do podawania dokigdnych dawek "°F
fluorodeoksyglukozy (FDG) oraz '°F fluorku sodu (NaF), fj.
radiofarmaceutykéw oraz powszechnie stosowanych
roztworéw do przeptukiwania, pacjentom podczas procedur
diagnostycznych obrazowania molekularnego (medycyna
jadrowa). System infuzyjny PET MEDRAD Intego zapewnia



rowniez skuteczng ochrone przed ekspozycja na
promieniowanie dla personelu medycznego podczas
procedur dlagnosty%;znych medycyny jadrowej z uzyciem
izotopu fluoru 18 (

Przeznaczenie: System infuzyjny PET MEDRAD Intego
jest przeznaczony do podawanla pacjentom dawek "°F
fluorodeoksyglukozy (FDG), 'SF fluorku sodu (NaF) oraz
powszechnie stosowanych roztworéw do przeptukiwania
podczas procedur obrazowania molekularnego (medycyna
jadrowa).

UWAGA: El%menty jedn?razowe MEDRAD Intego
oznaczone '°F FDG lub '°F NaF sq przeznaczone do
podawania NaF z oprogramowaniem w wersji CR10.1 lub
nowszym. Nalezy skontaktowac sig z przedstawicielem
firmy Bayer W celu uzyskania dodatkowych informacji o
podawaniu '®F NaF.

Ograniczenia sprzedazy: Amerykariska Agencja ds.
Zywnosci i Lekow (FDA) ogranicza obrét tym urzadzeniem

do sprzedazy wytacznie przez lekarza lub na jego zlecenie.

/\ Ostrzezenia

NIE stosowac radiofarmaceutykow innych niz

'8F fluorodeoksyglukoza (FDG) lub "°F fluorek sodu
(NaF) w systemie MEDRAD In*ggo Uzycie
radiofarmaceutykéw innych niz "°F FDG lub 18F NaF
moze prowadzi¢ do uszkodzenia systemu MEDRAD
Intego oraz spowodowa¢ nieprawidtowe pomiary dawki
ilub nadmierng ekspozycje na promieniowanie.

Nieprawidtowe dawkowanie wstrzyknigcia lub wyciek
materiatow radioaktywnych moze wystapi¢ wskutek
przytrzasniecia przewodow pokrywa komory
ekranowanej. Upewnic sie, ze przewody i wszystkie
elementy zestawu podawania zostaty prawidtowo
zainstalowane przed zamknieciem pokrywy komory
ekranowanej.

A\ Ostrzezenia

Uzycie niejatowych elementéw moze spowodowac
zakazenie pacjenta. Nalezy zawsze zachowywac
jatowos¢ wszystkich jednorazowych elementow, stosujac
techniki aseptyczne.

W przypadku urzadzen oznaczonych do jednorazowego
uzytku nalezy zwréci¢ uwage: Ten produkt jest
przeznaczony wylacznie do jednorazowego uzytku.
Nie resterylizowag, nie przetwarza¢ ani nie uzywac

Rurki PCV wchodzace w skiad zestawu PAS zawierajg,
DEHP, substancjg chemiczng uznana przez stan
Kalifornia za powodujaca wrodzone wady ptodu lub
majaca inny szkodliwy wptyw na rozrodczos¢.

powtornie. Urzadzenia jednorazowe sq zaproj
i przeznaczone wytacznie do jednorazowego uzytku
Ponowne uzycie urzadzenia jednorazowego uzytku
stwarza ryzyko awarii urzadzenia i zagrozenie dla
pacjenta. Potencjalna awaria urzadzenia obejmuje
znaczne zuzycie komponentéw poprzez diugotrwate
uzycie, wadliwe dziatanie komponentow oraz awarie
systemu. Potencjalne zagrozenia dla pacjenta obejmujg
uraz spowodowany wadliwym dziataniem urzadzenia lub
zakazenie, poniewaz urzgdzenie nie zostalo przeznaczone
do oczyszczania ani resterylizacji.

Wykazano, ze bardzo wysokie dawki ftalanéw, takich jak
DEHP, moga by¢ przyczyng wad wrodzonych u zwierzat
laboratoryjnych. Pomimo braku wystarczajacych danych
naukowych dotyczacych wptywu ftalanéw na organizm
cztowieka, odpowiednie wiadze w dziedzinie ochrony
zdrowia zalecajg ograniczenie ekspozycji dzieci, kobiet
karmiacych oraz w cigzy na urzadzenia zawierajace

wspomniane wyzej substancje.

P uzycie pod ia pacj lub

DEHP nalezy rowniez do substancji kandydujacych do
umieszczenia na liscie substanciji wzbudzajacych
szczegolnie duze obawy (SVHC) zgodnie z artykutem 59

nieprzestrzeganie zasad sterylnego stosowania moze
spowodowac skazenie biologiczne. NIE uzywa¢
ponownie ani nie sterylizowa¢ ponownie. Po uzyciu nalezy
we whasciwy sposob usuna¢ materiaty jednorazowego
uzytku. Jezeli zachodzi podejrzenie zanieczyszczenia
podczas montazu lub uzycia, nalezy rozmontowac cato$¢
i zmontowac nowy sterylny zestaw.

Niezachowanie ostroznosci podczas otwierania

i zamykania pokrywy komory ekranowanej lub
przedziatu zestawu podawania pacjenta moze
prowadzi¢ do cigzkiego urazu operatora. Upewnic sig,
ze palce znajduja sie w bezpiecznej odlegtosci przy
otwieraniu i zamykaniu pokrywy komory ekranowanej lub
pokrywy przedziatu zestawu podawania pacjenta.

Wytacznie Sciezka plynu zestawu jest jatowa
i niepirogenna. Nie uzywa¢ w jatowym lub aseptycznym
polu bez zastosowania odpowiednich $rodkéw ostroznosci.

W przypadku uszkodzenia linii dla roztworu soli
fizjologicznej moze wystapi¢ zator powietrzny lub
nieprawidtowe dawkowanie wstrzyknigcia. Upewni¢
sig, ze nie doszio do zaci$nigcia przewodu z solg
fizjologiczna, poniewaz moze to prowadzi¢ do uszkodzenia
zestawu podawania.

Nieprzestrzeganie zasad aseptyki moze prowadzi¢ do
skazenia biologicznego. Przestrzega¢ wytycznych
osrodka przy dezynfekcji przegrody fiolki.

Ryzyko ekspozycji na promieniowanie: Wstrzykiwacz
moze zawiera¢ materiaty radioaktywne. Nie siega¢ pod
wozek, gdy system zawiera materiat aktywny. Nie usuwac
paneli dostepu, gdy system zawiera materiat aktywny.

Nie uzywac, jezeli sterylne opakowanie jest otwarte
lub uszkodzone. Moze doj$¢ do urazu pacjenta lub
operatora, jesli opakowanie zestawu byto otwarte lub
uszkodzone lub jesli zostaty uzyte uszkodzone elementy
zestawu. Sprawdzi¢ wizualnie opakowanie i zawarto$¢
przed kazdym uzyciem.

Ryzyko uktucia. Zestaw SAS zawiera ostre elementy.
Aby zapobiec urazom, nalezy zachowac¢ ostroznos¢
podczas obstugi ostrych elementéw zestawu SAS.
Usuna¢ ostre elementy zgodnie z wytycznymi o$rodka.

NIE uzywac zestawow zrodfowych podawania z wigcej
niz jedna fiolka zawierajaca wiele dawek. Uzycie
zestawu zrédtowego podawania z wieksza liczba fiolek
zawierajacych wiele dawek moze prowadzi¢ do obrazen
u pacjenta lub operatora.

Ryzyko ekspozycji na promieniowanie. Uzycie pokrywy
komory ekranowanej jako przestrzeni roboczej moze
prowadzi¢ do nadmiernej ekspozycji operatora na
promieniowanie. Nie uzywac pokrywy komory ekranowanej
jako przestrzeni roboczej, gdy w systemie obecne sg
materiaty radioaktywne. Uzycie pokrywy komory ekranowanej
jako przestrzeni roboczej lub umieszczanie przedmiotéw na
pokrywie moze prowadzi¢ do uszkodzenia pokrywy

i uposledzi¢ funkcje ochrony przed promieniowaniem.

Ryzyko ekspozycji na promieniowanie.
Radiofarmaceutyki emituja promieniowanie gamma.
Operator powinien zachowac szczegéing ostrozno$¢
podczas obstugi radiofarmaceutykéw. Dawki mogq,
przekroczy¢ maksymalne dopuszczalne warto$ci, jezeli
nie sa stosowane odpowiednie $rodki ostroznosci. Nalezy
przestrzega¢ wszystkich wytycznych osrodka dotyczacych
obstugi i usuwania materiatow radioaktywnych. NIE
otwiera¢ komory ekranowanej przed zastosowaniem
$rodkow ostroznosci okreslonych w procedurach osrodka.

Y (
ROZPORZADZENIA (WE) nr 1907/2006 w sprawie
rejestracji, oceny, udzielania zezwolen i stosowanych
ograniczen w zakresie chemikaliow (REACH).
Nazwa substanciji: ftalan dwu-2-etyloheksylu (DEHP)
Numer CAS: 117-81-7
Numer EC: 204-211-0

INSTALACJA ZESTAWU ZRODLOWEGO PODAWANIA

(SAS)

Nalezy zawsze zainstalowa¢ nowy zestaw SAS podczas

instalacji nowej fiolki zawierajacej wiele dawek. Zainstalowac¢

fiolke zawierajaca wiele dawek oraz zestaw SAS w komorze
ekranowanej zgodnie z ponizsza procedura;

1. Zwolni¢ zatrzask zabezpieczajacy pokrywe komory
i przesuna¢ pokrywe do przodu wézka, aby odstoni¢
komore ekranowana.

2. Otworzy¢ tacke jednorazowa i wyja¢ zestaw SAS
z opakowania.

3. Umiesci¢ worek z solg fizjologiczng na stojaku w tylnej
czgsci wozka, w poblizu uchwytu, oraz umiesci¢ kolec
znajdujacy sie na koficu zestawu SAS w worku z solg
fizjologiczna.

4. Umiesci¢ przewad dla soli fizjologicznej w pompie dla soli
fizjologicznej, aby tacznik znajdowat sie pomiedzy pompg
i workiem z solg fizjologiczna, blizej pompy.

5. Umiesci¢ przewod w zacisku i przeprowadzi¢ wzdtuz
$ciezki SAS, rozpoczynajac od pompy soli fizjologicznej
i koficzac w przedziale ostony fiolki, w ktorym instalowana
jest ostona fiolki.

UWAGA: Upewnic sig, ze przewdd dla soli fizjologicznej

znajduje sig w Srodkowej czesci rolek pompy. Przewody nie

moga zsunag sig z rolek. Przed zamknigciem drzwiczek
pompy upewnic sig, ze przewdd soli fizjologicznej znajduje
sie w srodkowej cze$ci drzwiczek pompy, aby uniknac
przytrzasnigcia przewodu.

6. Umiesci¢ kasete Sharps Cartridge w zacisku na pokrywie
ostony. Przewod wychodzacy z kasety Sharps Cartridge
powinien by¢ skierowany w strone pompy RP.

UWAGA: Nie usuwac ostony z igiet kasety Sharps Cartridge.

7. Umiescic sptyw w uchwycie sptywu SAS.

8. Przed zainstalowaniem cewki sprawdzi¢, czy kalibrator
dawki jest pusty.

9. Umiesci¢ cewke SAS w kalibratorze dawki, aby wolne
korice przewodow znajdywaly sie na gorze.

UWAGA: Upewnic sie, ze cewka SAS znajduje sie w dolnej

czesci kalibratora dawki.

10.Rozwing¢ worek na odpady i umiesci¢ worek w

ekranowanym skiadzie odpadow.

11.Umiesci¢ trojnik w ustalaczu.

12.Umiesci¢ odcinek przewodu pomiedzy tréjnikiem, a

workiem na odpady w zaworze zaciskowym odpadow.

UWAGA: Zawdr zaciskowy jest otwierany poprzez wcisnigcie

przycisku w gornej czesci zaworu. Aby zainstalowa¢

przewdd, wsunag¢ przewdd w zawor, przytrzymujac przycisk

w pozycji weisnigtej.

13.Zatozy¢ pokrywe zaworu zaciskowego na zaworze

zaciskowym dla odpadéw.

14.Umiesci¢ odcinek przewodu pomiedzy tréjnikiem

a zaworem umozliwiajacym pobieranie krwi w zaworze
zaciskowym PAS.

UWAGA: Zawor zaciskowy jest otwierany poprzez

wcisniecie przycisku w gomej czesci zaworu. Aby

zainstalowac przewod, wsuna¢ przewdd w zawor,
przytrzymujac przycisk w pozycji wcisnigtej.

15. Zatozy¢ pokrywe zaworu zaciskowego na zaworze

zaciskowym PAS.
16.Umiesci¢ wolny koniec zestawu SAS (wychodzacy z
zaworu zaciskowego PAS) w detektorze powietrza.

17.Przy uzyciu uchwytu przedziatu ostony fiolki unies¢
pokrywe ostony do gory, a nastepnie obréci¢ pokrywe
przeciwnie do ruchu wskazéwek zegara.

18.Pokrywa ostony jest uchylna. Unie$¢ pokrywe w celu

odstonigcia zacisku Sharps Cartridge.

19.Opuscic pokrywe ostony na kasete Sharps Cartridge.

20.Umiescic ostong fiolki zawierajaca petna fiolke
radiofarmaceutyku przeznaczonego do uzycia w
przedziale ostony fiolki. NIE zdejmowa¢ nasadki fiolki
z osfony fiolki. Pozostawi¢ uchwyt do przenoszenia
ostony fiolki.
UWAGA: Ostona fiolki jest wyprofilowana, co umozliwia
prawidtowe zainstalowanie w przedziale ostony fiolki, gdy
stupki przedziatu ostony fiolki znajduja si¢ w wyprofilowanych
miejscach przy ptaskich powierzchniach ostony fiolki.
21.Zdja¢ nasadke z ostony fiolki, wciskajac uchwyt do
przenoszenia, obracajac nasadke przeciwnie do ruchu
wskazowek zegara i nastepnie unoszac nasadke.
22.Postepowac zgodnie z technikami aseptycznymi
opisanymi w wytycznych osrodka, aby zdezynfekowa¢
przegrodg fiolki.
23.Wprowadzi¢ ostre elementy do fiolki zawierajacej wiele
dawek poprzez obrécenie pokrywy ostony do tytu nad
studzienka i wcisnigcie igiet prosto w fiolke.
24.Umiesci¢ przewdd kasety Sharps Cartridge w pompie
RP. Upewnic sig, ze kotnierz przewodu znajduje sie
bezposrednio poza pompa RP, po stronie blizszej
przedziatowi ostony fiolki. Zamkna¢ pokrywe pompy.
25.Upewnic sig, ze wszystkie czesci zestawu SAS
umieszczone s ptasko w kanale, uchwyt przedziatu
ostony fiolki jest opuszczony, oraz ze drzwiczki pompy
RP zostaty zamknigte i przewody w petni zainstalowane.
Zamknag pokrywe komory.
UWAGA: Postepowac zgodnie z procedurami o$rodka, aby
zapewni¢, ze radiofarmaceutyk wskazany do uzycia zostat
prawidtowo zabezpieczony w systemie infuzyjnym PET
MEDRAD Intego.
UWAGA: System infuzyjny PET MEDRAD Intego zostat
zaprojektowany do uzycia ze standardowymi zamknieciami.
Firma Bayer nie obstuguje zamknigcia w systemie.
26.Wprowadzi¢ informacje o badaniu dotyczace fioki
zawierajacej wiele dawek, postepujac zgodnie z
procedurg opisang w sekcji poswigconej wprowadzaniu
informacji o badaniu dotyczacych fiolki zawierajacej
wiele dawek w instrukcji obstugi MEDRAD Intego.

INSTALACJA ZESTAWU PODAWANIA PACJENTA (PAS)

Zawsze nalezy zainstalowa¢ nowy zestaw PAS dla kazdego
pacjenta. Zainstalowac zestaw PAS zgodnie z ponizszg
procedura;

1. Otworzy¢ pokrywe ostony nad obszarem PAS komory
ekranowane;.

2. Oczysci¢ zawor umozliwiajacy pobieranie krwi w dalszej
czesci zestawu SAS zgodnie z technikami aseptycznymi
opisanymi w wytycznych o$rodka.

3. Podtaczy¢ zestaw PAS do zastawki umozliwiajacej
pobieranie krwi na dalszym koricu zestawu SAS,

4. Zaleznie od strony, po ktorej znajduie sie system infuzyjny
PET MEDRAD Intego przeprowadzi¢ zestaw PAS po
lewej lub po prawej stronie ostony.

5. Upewnic sie, ze zestaw PAS nie zostanie przytrzasnigty
i zamkna¢ pokrywe ostony.

EESTI

Sissejuhatus. Enne MEDRAD Intego PET-infusioonististeemi
manustamiskomplektide paigaldamist véi kasutamist
lugege selles dokumendis sisalduv teave taielikult I&bi. Selle
teabe mdistmine aitab kasutajal MEDRAD Intego stisteemi
ohutult kasutada.

Otstarve. MEDRAD Intego PET-ipfusioonististeem on
mdeldud r%dlofarmpreparaatide F fluorodeokstigliikoos
(FDG) ja "°F naatriumfluoriid (NaF) ning levinud
Ioputuslahuste tapsete dooside toimetamiseks patsientidele
molekulaarse kuvamise (nukleaarmeditsiini) diagnostilistel
protseduuridel. MEDRAD Intego PET-infusioonisiisteem
pakub samutj tohusat kiirguskaitset meditsiinitdotajatele
fluoriin-18 ('°F) kiirguse eest nukleaarmeditsiiniliste
diagnostiliste protseduuride ajal.

Néidustused kasutamiseks. MEDRAD Intego PET-
mfusroo&/susteem on mdeldud '"°F fluorodeoksiigliikoosi
(FDG), "°F naatriumfluoriidi (NaF) ja levinud loputuslahuste
manustamlseks patsientidele molekulaarse kuvamise
(nukleaarmednsum) pro%seduundel
MARKUS. '®F FDG v&i °F NaF-iga kasutamiseks maeldud
MEDRAD Intego kulutarvikud on moeldud NaF-i
manustamiseks tarkvara versiooniga alates CR10.1.
Taiendavat teavet '°F NaF-i manustamise kohta kiisige
ettevdtte Bayer esindajalt.

Miiiigipiirang. Ameerika Uhendriikide toidu- ja ravimiamet
(FDA) lubab seda seadet miilija vaid arstidele voi arsti
kirjaliku loaga isikutele.

Andke teada kdigist selle seadmega seotud rasketest
juhtumitest Bayerile (radiology.bayer.com/contact) ja
Euroopa asjakohasele kohalikule asutusele (v6i vajaduse
korral asjakohasele reguleerivale asutusele riigis, kus
juhtum toimus).

/A Hoiatused
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vdi steriliseerimistehnikate mittetditmisele voib
jérgneda bioloogiline saastumine. ARGE korduvkasutage
seda ega piitidke uuesti steriliseerida. Pérast kasutamist
kérvaldage thekordselt kasutatavad tarvikud
nduetekohaselt. Kui on vdimalus, et llesseadmisel voi
kasutamisel on esinenud saastumist, siis monteerige lahti
ja seadke les uus steriilne toode.

Operaator véib saada tosiseid vngastu5| kU| varjeslatud
kambri voi pat: laeka
luuke avades véi sulgedes ei olda hoolikas. Enne
varjestatud kambri voi patsiendi manustamiskomplekti
laeka luukide avamist veenduge, et sérmed ei jaaks
kuhugi vahele.

Vaid komplekti vedelikutee on steriilne ja
mittepiirogeenne. Arge kasutage steriilses voi aseptilises
piirkonnas iima asjakohaste ettevaatusabindudeta.

Soolalahuse toru kahjustumisega voib kaasneda
6hkemboolia véi vale siistidoos. Veenduge, et
soolalahuse toru ei oleks soolalahuse pumbas kinni
pitsitatud, kuna see vdib kahjustada manustamiskomplekti.

Aseptiliste toovotete mittejargimisel voib esineda
bioloogilist saastumist. Pudeli korgitihendi
desinfitseerimiseks jargige asutuse suuniseid.

Kiiritusoht. Injektor voib sisaldada radioaktiivseid
aineid. Arge kiiinitage kéru alla, kui sisteemis on
aktiivsust. Arge eemaldage hooldusluuke, kui slisteemis
on aktiivsust.

Mitte kasutada, kui steriilne pakend on avatud véi
katki. Kui pakend on avatud véi kahjustatud véi
kasutatakse kahjustatud komponente, véivad tulemuseks
olla patsiendi voi kasutaja vigastused. Enne iga kasutamist
vaadake sisu ja pakend ile.

Torkeoht. SAS S|saldab noelu Vlgastuste valtimiseks
olge SAS-i | ttevaatlik.
Korvaldage ndelad vastavalt kohaliku asutuse suunistele.

ARGE kasutage lhteaine manustamiskomplekti
rohkem kui iihe mitmedoosilise pudeliga. Lahteaine
manustamiskomplekti kasutamine enam kui tihe
mitmedoosilise pudeliga voib tekitada vigastusi patsiendile
voi operaatorile.

Kiiritusoht. Varjestatud kambri luugi kasutamine
toopinnana voib operaatori seada kokkupuutesse
ilemaarase kiirgusega. Arge kasutage varjestatud
kambri luuki té6pinnana, kui siisteemis on radioaktiivseid
aineid. Luugi kasutamine tédpinnana v&i avatud luugile
esemete asetamine vdib luuki kahjustada ja vahendada
selle suutlikkust pakkuda piisavat kaitset kiirguse eest.

Kiiritusoht. Radiofarmpreparaadid kiirgavad
gammakiirgust. Radiofarmpreparaate kasitsev operaator
peaks olema &armiselt hoolikas. Kui asjakohaseid
ettevaatusabindusid ei rakendata, vdivad doosid iletada
maksimaalse lubatud doosi. Jargige koiki asutuse
suuniseid radioaktiivsete ainete kasitsemisel ja
korvaldamisel. ARGE avage varjestatud kambrit iima
asutuse protseduurides kirjeldatud kiirgusalaste
ettevaatusabindude tarvituselevéttu.

ARGE kasutage MEDRAD Intego siisteemiga muid
radlofarmqreparaate kui "°F fluorodeoksiigliikoos
(FDG) véi '°F naatriumfluoriid (NaF), Muude
%dlofarmpreparaatide kasutamine kui '°F FDG voi

F NaF voib kahjustada MEDRAD Intego siisteemi ja
pohjustada ebatapset doseerimist ja/vdi llemaarast
kokkupuudet kiirgusega.

Kui varjestatud kambri luuk on suletud torukomplekti
peale, vaib tulemuseks olla vale siistidoos voi
kiirguse leke. Veenduge enne varjestatud kambri
sulgemist, et torukomplekt ja kdik manustamiskomplekti
komponendid oleksid korralikult paigaldatud.

Mittesteriilsete komponentide kasutamine voib kaasa
tuua patsiendi nakatumise. Séilitage kéikide ihekordselt
kasutatavate komponentide steriilsus, kasutades aseptilisi
toovétteid.

PAS-i PVC-torustik sisaldab DEHP-d — kemikaali, mis
California osariigi andmetel pohjustab siinnipuudeid v6i
muid stinnidefekte.

Aamiselt suured kogused ftalaate, nagu DEHP, on uuringus
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Kui seade on markeeritud kui iihekordselt kasutatav,
pange tahele jargmist. See toode on ette nahtud ainult
tihekordseks kasutamiseks. Mitte resteriliseerida,
toodelda imber ega kasutada korduvalt Uhekordseks
moeldud seadmed on loodud ja
kinnitatud vaid iihekordseks kasutamiseks.
Uhekordselt kasutatavate seadmete korduva kasutamisega
kaasneb seadme rikke voimalus ja oht patsiendi tervisele.
V6imalike seadmerikete hulka kuuluvad pikaajalise
kasutamise korral komponendi markimisvaame kulumine,
komponendi talitlushaire ja siisteemi térge. Véimalike
patsiendiohtude hulka kuuluvad vigastused seadme
talitlushaire téttu v6i nakatumine, kuna seade ei ole

kasutatavatel loomadel teadaolevalt phjustanud
stinnidefekte. Ehkki ftalaatide méjust inimestele on
teaduslikke andmeid piiratult, soovitavad tervishoiuasutused
minimeerida laste ja imetavate vdi rasedate naiste
kokkupuudet selliseid ihendeid sisaldavate seadmetega.

kinnitatud puhastamiseks ega resteriliseerimiseks.
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DEHP kuulub ka véaga ohtlike ainete (VOA) kandidaatide
nimekirja maaruse (EU) nr 1907/2006 ehk kemikaalide
registreerimist, hindamist, autoriseerimist ja piiramist
kasitleva maaruse (REACH-méaarus) 59. artikli jargi.
Aine nimetus: bis(2-etliiil(heksutil)ftalaat) (DEHP)
CAS-i number: 117-81-7

EU number: 204-211-0

LAHTEAINE MANUSTAMISKOMPLEKTI (SAS)

PAIGALDAMINE

Uut mitmedoosilist pudelit paigaldades paigaldage alati uus

SAS. Paigaldage mitmedoosiline pudel ja SAS varjestatud

kambrisse jargmist protseduuri kasutades.

1. Vabastage kambri luuki fikseeriv link ja ligutage luuki kéru
esiosa poole, et tuua nahtavale varjestatud kamber.

2. Avage uhekordselt kasutatav karp ja eemaldage SAS
pakendist.




3. Asetage soolalahuse kott karu tagaosas kaetoe korval
olevale riputile ja sisestage SAS-i otsas olev ndel
soolalahuse kotti.

4, Sisestage soolalahuse toru soolalahuse pumpa nii, et
konnektor oleks pumba ja soolalahuse koti vahel pumba
|&hedal.

5. Sisestage torustik kinnihoidvasse klambrisse ja juhtige
soolalahuse toru médda SAS-i rada, alustades
soolalahuse pumbast ning I6petades pudelivarje laekaga,
kuhu pudelivarje paigaldatakse.

MARKUS. Veenduge, et soolalahuse toru oleks pumba

rullikute keskel. Toru ei tohi rullikute alla sattuda. Pumba ust

sulgedes veenduge, et soolalahuse toru oleks pumba ukse
keskel nii, et toru ei oleks pitsitatud.

6. Sisestage ndelakassett varje luugil olevasse klambrisse.
Noelakassetist valjuv toru peaks olema suunaga
RP-pumba poole.

MARKUS. Arge eemaldage ndelakasseti ndeltelt

kaitsetimbrist.

7. Sisestage Uhinemiskoht SAS-i iihinemiskoha hoidikusse.

8. Enne pooli paigaldamist veenduge, et doosikalibraator
oleks tihi.
9. Sisestage SAS-i pool doosikalibraatorisse nii, et torustiku
lahtised otsad oleks Ulespoole.
MARKUS. Veenduge, et SAS-i pool asuks doosikalibraatori
pohjas.
10. Rullige jaatmekott lahti ja sisestage see varjestatud
jaatmehoidlasse.
11. Sisestage T-liitmik fiksaatorisse.
12. Paigaldage T-liitmiku ja jaatmekoti vahele jaév torustiku
. 0sa jadtmete tangventiili.
MARKUS. Tangventiili saab avada, vajutades ventiili peal
olevale nupule. Torustiku paigaldamiseks likake torustik
ventiili, surudes samal ajal nuppu alla.
13.Paigaldage jaatmete tangventiilile tangventiili kate.
14.Paigaldage T-liitmiku ja tokestava ventiili vahele jaav
torustiku osa PAS-i tangventiili.
MARKUS. Tangventiili saab avada, vajutades ventiili peal
olevale nupule. Torustiku paigaldamiseks liikake torustik
ventiili, surudes samal ajal nuppu alla.
15.Paigaldage PAS-i tangventiilile tangventiili kate.
16.Sisestage SAS-i vaba ots (mis tuleb valja PAS-i
tangventiilist) dhudetektorisse.
17.Kasutades pudelivarje laeka kaepidet, tdstke varje luuki
otse Ules ja keerake luuki vastupaeva.
18.Varje luugil on hinged. Tastke luuki, et tuua nahtavale
ndelakasseti klamber.
19.Langetage varje luuk ndelakassetile.
20.Sisestage pudelivarje, mis sisaldab kasutamiseks
mdeldud tais pudelit radiofarmpreparaati, pudelivarje
laekasse. ARGE eemaldage pudelivarje pudeli
_juurdepaasukorki. Jatke kandekaepide pudelivarjele.
MARKUS. Pudelivarje on sellise kujuga, et seda saab
pudelivarje laekasse bigesti sisestada vaid nii, et pudelivarje
laeka postid jadvad pudelivarje lamedate kiilgede kérval
olevatesse avadesse.
21.Eemaldage pudelivarje kork, surudes kandekéepidet
alla, keerates pudeli juurdepéasukorki vastupaeva ja
tostes korgi ara.
22.Pudeli korgitihendi desinfitseerimiseks jargige
konkreetse asutuse suunistes toodud aseptilisi
toovotteid.
23.Sisestage ndelad mitmedoosilisse pudelisse, pddrates
varje luuki tagasi ile $ahti ja surudes ndelu otse alla
pudelisse.
24.Sisestage ndelakassetist tulev toru RP-pumpa. Veenduge,
et toruvoru asuks RP-pumbast vahetult véljas pudelivarje
laekale I&himal kiiljel. Sulgege pumba luuk.
25.Veenduge, et kogu SAS oleks lamedalt kanalis, et
pudelivarje laeka kaepide oleks all ja RP-pumba uks
oleks suletud ning torustik korrektselt paigaldatud.
Sulgege kambri luuk.
MARKUS. Jérgige asutuse protseduure veendumaks, et
kasutuseks mdeldud radiofarmpreparaat oleks korralikult
MEDRAD Intego PET-infusioonististeemi suletud.
MARKUS. MEDRAD Intego PET-infusioonisiisteem on
loodud kasutamiseks tavaliste lukkudega. Bayer ei anna
stisteemiga lukku kaasa.
26.Sisestage mitmedoosilise pudeli toimeaine teave
MEDRAD Intego kasutusjuhendi jaotises ,Mitmedoosilise
pudeli toimeaine teabe sisestamine” kirjeldatud
protseduuri jérgi.
PATSIENDI MANUSTAMISKOMPLEKTI (PAS)
PAIGALDAMINE

Paigaldage igale patsiendile alati uus PAS. Paigaldage PAS
jargmist protseduuri kasutades.

1. Avage varje kate varjestatud kambri PAS-piirkonna kohal.

2. Puhastage tdkestav ventiil SAS-i kaugmises otsas
konkreetse asutuse suunistes kirjeldatud aseptiliste
toovotete jargi.

3. Kinnitage PAS tdkestava ventiili kilge SAS-i kaugmises
otsas.

4. Juhtige PAS vélja kas varjestuse paremalt v6i vasakult
killjelt olenevalt sellest, kuspool patsienti asub MEDRAD
Intego PET-infusioonististeem.

5. Veenduge, et PAS ei jadks vahele, ja sulgege varje kate.

NORSK

Innledning: Les all informasjon som finnes i dette
dokumentet for du installerer eller bruker MEDRAD Intego

PET -Intego PET-infusjonssystem/-administreringssett.
Aforsta denne informasjonen vil hjelpe brukeren il abruke
MEDRAD Intego-systemet pa en trygg mate.

Tiltenkt bruk: MEDRAD Intego PET-infusjonssystem

er beregnet pa a levere ngyaktige doser med
T5F-fluorodeoksyglukose (FDG) og '®F-natriumfluorid (NaF)
radiofarmaka og skyllel@sninger som er vanlig bruk til
pasienter under diagnostiske prosedyrer med molekylaer
avbildning (nuklezermedisin). MEDRAD Intego
PET-infusjonssystem er ogsa beregnet pa a gi effektiv
strallngssk]{armmg av helsepersonell mot straling fra
fluorin-18 ("°F) under diagnostiske prosedyrer innen
nuklezermed|sm

Bruksanvisning: MEDRAD Intego PET-infusjonssystem
erindisert for administrasjon av '°F-fluorodeoksyglukose
(FDG) og "°F-natriumfluorid (NaF) og skyllelasninger som
ervanlig brukt til pasienter under prosedyrer med molekyleer
avbildning (nuklezermedisin).

ERK: MEDR D Intego engangsprodukter merket for
T8F-FDG eller '8F-NaF er ment for levering av NaF med
programvareversjon CR10.1 og senere. Ta kontakt med
Bayer-representanten for ytterligere informasjon om
administrering av '°F-NAF

Begrenset salg: United States Food and Drug Administration
(FDA) begrenser salget av denne enheten til leger eller de
med skriftlig autorisasjon fra lege.

Rapporter eventuelle alvorlige hendelser som har oppstatt i
forbindelse med denne enheten til Bayer
(radiology.bayer.com/contact) og din lokale europeiske
vedkommende myndighet (eller, hvis relevant, til aktuelle
myndigheter i landet der hendelsen oppstod).
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For enheter merket for engangsbruk, skal felgende
observeres: Dette produktet er kun beregnet pa
engangsbruk. Det skal ikke resteriliseres,
reprosesseres eller brukes pa nytt. Engangsutstyr er
kun designet og godkjent for engangsbruk. Gjenbruk
av engangsprodukter skaper risiko for sviktende produkter
og fare for pasientene. Farene for at produktene svikter
inkluderer fare for at komponenter forringes ved langvarig
bruk, at de svikter eller at systemet svikter. Potensielle
farer for pasienten inkluderer skade som skyldes
produktsvikt eller infeksjon som skyldes at enheten ikke er
godkjent for a bli rengjort eller sterilisert pa nytt.

BIO|0gISk kontammas;on kan resultere av gjenbruk av
eringssettet eller at sterile teknikker
|kke brukes. IKKE bruk flere ganger eller prov a sterilisere
pa nytt. Engangsprodukter skal avhendes pa egnet mate
etter bruk. Hvis det finnes risiko for at kontaminering kan
ha skjedd under montering eller bruk, ma produktet
demonteres og et nytt sterilt produkt monteres.

Alvorlig personskade pa operateren kan oppsta
dersom varsomhet ikke utvises ved apning eller
lukking av lokkene over skjermlngskammeret eller
rommet med p ttet. Pass pa
at alle fingre holdes unna fer du apner eller lukker lokket
pa skjermingskammeret eller rommet med
pasientadministreringssettet.

Bare vaeskebanen for settet er sterilt og ikke-pyrogent.
Ma ikke brukes i et sterilt eller aseptisk omrade uten
forsvarlige forholdsregler.

En luftemboli eller feil injeksjonsdose kan forekomme
hvis saltlgsningsslangen skades. Pass pa at
saltlasningsslangen ikke kommer i klem inne i
saltigsningspumpen, da dette kan skade administreringssettet.
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PVC-slangen i PAS inneholder DEHP, et kjemisk stoff
som delstaten California anser a forarsake fedselsskade
eller annen reproduksjonsskade.

Sveert heye doser av ftalat, som DEHP, har veert
rapportert som en arsak til fodselsskader hos forseksdyr.
Det foreligger begrenset vitenskapelig informasjon om
ftalaters virkning pa mennesker. Helsemyndighetene
anbefaler likevel i starst mulig grad & redusere
eksponeringen for enheter som inneholder slike stoffer, for
barn og for kvinner som ammer eller er gravide.

DEHP star ogsa pa SVHC-listen (Substances of Very High
Concern - sveert bekymringsfulle stoffer), jfr. artikkel 59 i
FORSKRIFT (EF) nr. 1907/2006 ang. REACH (Registration,
Evaluation, Authorization and Restriction of Chemicals —
registrering, evaluering, godkjenning og begrensning

av kjemikalier).

Stoffets navn: Di(2-etylheksyl)ftalat (DEHP)
CAS-nummer: 117-81-7

EC-nummer: 204-211-0

INSTALLERING AV KILDEADMINISTRERINGSSETTET

(SAS)

Installer alltid nytt SAS nar du installerer et nytt

flerdosehetteglass. Installer flerdosehetteglasset og SAS

i skiermingskammeret ved & folge falgende prosedyre:

1. Apne sperren som fester kammerlokket og skyv lokket
mot fronten av vognen for & apne skjermingskammeret.

2. Apne engangsbrettet og ta SAS ut av emballasjen.

3. Plasser saltlgsningsposen pa hengeren bak pa vognen
i neerheten av handtaket, og sett kanylen i enden av SAS
inn i saltlgsningsposen.

4. Sett saltlosningsslangen inn i saltlesningspumpen slik at
koblingen er mellom pumpen og saltigsningsposen, med
koblingen naer pumpen.

5. Sett slangen inn i klemmen for & holde den nede, og
far saltlosningsslangen langs SAS-sporet, fra
saltlasningspumpen til hetteglasskjermingskammeret,
der hetteglasskjermingen vil bli installert.

MERK: Pass pa at saltigsningsslangen er sentrert pa

pumpevalsene. Slangen ma ikke falle under valsene. Nar du

lukker deren til pumpen, pass pa at saltlgsningsslangen er
sentrert i pumpederen slik at slangen ikke kommer i klem.

6. Sett nalepatronen i kiemmen pa lokket til skjermingen.
Slangen som kommer ut av nalepatronen skal ga i retning
mot RP-pumpen.

MERK: Ikke ta av beskyttelsessliren fra nalene i nélepatronen.

7. Sett samlgpet inn | SAS-samigpsholderen.

8. Bekreft at dosekalibratoren er tom far du setter inn kveilen.

9. Sett SAS-kveilen inn i dosekalibratoren slik at de lgse
endene av slangen er gverst.
MERK: Pass pa at SAS-kveilen er plassert nederst
i dosekalibratoren.
10. Rull ut avfallsposen og sett den inn i det skjermede
tallslageret.

Biologisk kontaminering kan oppsta hvis aseptiske
teknikker ikke blir fulgt. F elg institusjonens retningslinjer
for & desinfisere hetteglasseptum.

Straleeksponeringsfare Injektoren kan inneholde
radioaktive stoffer. Stikk ikke handen under vognen
mens systemet viser aktivitet. Ikke fiern tilgangspaneler
nar systemet inneholder aktivitet.

Ma ikke brukes dersom den sterile pakningen er apnet
eller skadet. Det kan fore til skade pa pasienten eller
operatgren hvis pakken er apnet eller skadd, eller hvis
skadde komponenter brukes. Foreta alltid visuell
inspeksjon av innhold og emballasje far produktet brukes.

Punkteringsfare. SAS inneholder naler. For & unnga
skade ma du passe pa & ha kontroll over nalene nar du
handterer SAS. Kast nalene i henhold til retningslinjer for
den enkelte institusjonen.

IKKE bruk kildeadministreringssettet med mer enn ett
flerdosehetteglass. Nar kildeadministreringssettet
brukes med mer enn ett flerdosehetteglass, kan det
resultere i skade hos pasienten eller brukeren.

Straleeksponeringsfare. Hvis lokket pa
skjermingskammeret brukes som arbeidsflate, kan
brukeren utsettes for sterk straling. Ikke bruk lokket pa
skjermingskammeret som arbeidsflate nar det ligger
radioaktive stoffer inne i systemet. Lokket kan skades
dersom det brukes som arbeidsflate eller du legger
gjenstander pa det nar det er apent, slik at lokket kanskje
ikke gir tilstrekkelig skjerming mot straling.

Straleeksponeringsfare. Radiofarmaka avgir
gammastraling. Brukeren skal utvise ekstrem varsomhet
ved handtering av radiofarmaka. Doser kan overstige
maks. tillatt dose dersom riktige forholdsregler ikke falges.
Falg alle retningslinjer for den enkelte institusjonen nar det
gjelder handtering og avhending av radioaktive stoffer.
IKKE &pne skjermingskammeret uten farst a ta forholdsregler
mot straling som beskrevet i institusjonens prosedyrer.

IKKE bruk noen radiofarmakaprodukter annet enn
18Ffluorodeoksyglukose (FDG) eller 'oF-natriumfluorid
(NaF) med MEDRAD Intego-systemet, Bruk av
radiofarmaka annet enn '9F-FDG eller '®F-NaF kan skade
MEDRAD Intego-systemet og resultere i ungyaktig
dosemaling og/eller for hay radioaktiv eksponering.

Feil |njekslonsdose eller stralingsutslipp kan oppsta
dersom lokket pa skjermingskammeret lukkes over
slangesettet. Pass pa at slangesettet og alle
komponentene i administreringssettet er riktig installert
far lokket pa skjermingskammeret lukkes.

Pasientinfeksjon kan resultere fra bruken av ikke-sterile
komponenter. Alle engangskomponenter ma holdes sterile
ved hjelp av aseptiske teknikker.

11. Sett T-leddet inn i holderen.

12. Installer den delen av slangen som er mellom T-leddet
og avfallsposen inn i avigpsklemventilen.

MERK: Klemventilen apnes ved at knappen pa toppen av

ventilen trykkes inn. For & installere slangen, skyv slangen

inn i ventilen mens du trykker ned pa knappen.

13.Installer klemventildeksel pa klemventilen pa
avfallslangen.

14.Installer den delen av slangen som er mellom T-leddet
og den avterkbare ventilen inn i PAS-klemventilen.

MERK: Klemventilen apnes ved at knappen pa toppen av

ventilen trykkes inn. For & installere slangen, skyv slangen

inn i ventilen mens du trykker ned pa knappen.

15.Installer klemventildeksel pa PAS-klemventilen.

16.Sett den frie enden av SAS (som kommer ut av
PAS-klemventilen) inn i luftdetektoren.

17.Bruk handtaket pa hetteglasskjermingskammeret il
a lofte lokket til skiermingen rett opp, og roter deretter
lokket mot klokken.

18.Lokket til skjermingen er hengslet. Laft lokket for
& eksponere nalepatronklemmen.

19.Senk lokket til skjermingen over nalepatronen.

20.Sett hetteglasskjermingen som inneholder et fullt
hetteglass med radiofarmaka indisert for bruk inn i
hetteglasskjermingsrommet. IKKE fiern tilgangsdekselet
il hetteglasset pa hetteglasskjermingen. La
beerehandtaket veere igjen pa hetteglasskjermingen.

MERK: Hetteglasskjermingen er utformet slik at den bare

kan settes inn i hetteglasskjermingskammeret pa riktig

mate, med seylene i hetteglasskjermingsrommet liggende

i de forsenkede omradene ved siden av de flate sidene av

hetteglasskjermingen.

21.Fjern lokket fra hetteglasskjermingen ved a trykke ned pa
beerehandtaket, roter tilgangslokket pa hetteglasset mot
klokken, og laft deretter lokket rett av.

22.Folg aseptiske teknikker som beskrevet i hver enkelte
institusjons retningslinjer for & desinfisere hetteglasseptum.

23.Sett nalene inn i flerdosehetteglasset ved a dreie lokket
til skiermingen tilbake over brannen og trykke nalene rett
ned i hetteglasset.

24.Sett slangen fra nalepatronen inn i RP-pumpen. Pass pa
at slangekragen hviler like utenfor RP-pumpen pa den
siden som er nermest hetteglasskjermingsrommet. Lukk
lokket pa pumpen.

25.Sjekk at hele SAS ligger flatt inne i kanalen, at handtaket
il hetteglasskjermingskammeret er nede og at deren til
RP-pumpen er lukket med slangen helt installert. Lukk
lokket pa kammeret.

MERK: Falg institusjonens prosedyrer for a sikre at

radiofarmaka indisert for bruk er korrekt sikret i MEDRAD

Intego PET-infusjonssystemet.

MERK: MEDRAD Intego PET-infusjonssystemet er

designet for bruk med vanlige laser. Bayer leverer ikke en

las med systemet.

26.Legg inn analyseinformasjon for flerdosehetteglass
ved a felge prosedyren beskrevet i delen Legg inn
analyseinformasjon for flerdosehetteglass i MEDRAD
Intego brukerhandbok.

INSTALLERING AV PASIENTADMINISTRERINGSSETTET

(PAS)

Alltid installer et nytt PAS for hver pasient. Installer PAS ved

a folge felgende prosedyre:

1. Apne skjermingsdekselet over PAS-omradet av
skjermingskammeret.

2.Rengjar den avterkbare ventilen ved den distale enden
av SAS ved a folge aseptiske teknikker som er beskrevet
i institusjonens retningslinjer.

3. Fest PAS til den avtgrkbare ventilen ved den distale
enden av SAS.

4. Avhengig av hvilken side av pasienten MEDRAD Intego
PET-infusjonssystemet er plassert, far PAS ut enten pa
venstre eller hgyre side av skjermingen.

5. Pass pa at PAS ikke blir klemt, og lukk skjermingsdekselet.

EAAHNIKA
Eioaywyn: AiaBdaoTe dAeg Ti TAnpogopieg TTou

TIEPIEXOVTQI O AUTO TO £YYPAPO TIPIV AT TNV €yKATAOTAON
1} TN XPAON TWV OET XOPNYNONG TOU GUOTHLATOS £yXUONG
PET MEDRAD Intego. H karavénaon Twv TAnpo@opIwv
autwv Ba BonBraoel To XpriaT va XEIPIOTET Pe agAAEIA TO
oUotnua MEDRAD Intego.

Mpoopilépevn xpron: To ovornua éyxuons PETMEDRAD
Intego TrpoopiceTal yig ¥opriynon 06o€wv akpipeiag
Ty padiogappakwy 1SF pBopiodeotuyAukolng (FDG) kai
SF pBopiouyou varpiou (NaF), kaBwg kai Twv ouviBwg
XpPnaipotroloUpevwy SiaAupaTwy éKTAuang oe aoBeveig,
Karé 1 dIGpKEIa dIayVWOTIKWY SIadIKACIWY HOPIAKNG
QTEIKOVIONG (TTUPNVIKAG 1aTPIKAS). To auoTnua éyxuang
PET MEDRAD Intego ipoopidetal, smcng ylamyv nupoxn
amoTeAeoaTIKAG BLPAKIONG TOU 1TPIKOU 'IT%JGU)TIIKOU
a6 mv ékBean oo padievepyo ¢Bopio-18 (*°F), karam
S1dipKela O1ayVWATIKWY OICdIKATIRV nupnvmng |mpu<r]q.

Evdeigeig xpiong: To ouomua £éyxuong PET MEDRAD
Intego evdeikvuTal yia T Xoprynon Ty PABIOPAPLAKWY
°F @BoplodeouyAukolng (FDG) Kal 1oF ¢Bopiodyou
varpiou (NaF), kaBuwg kai Twv guvrBwg XPNCIHOTIOI0UUEVIV
SlaAupdrwy €kTAuang o€ aoBeveig, kard Tn diIdpKela
S1ayVWOTIKWY OIadIKATIWY HOPIAKAG aTEIKOVIONG
(TTUpNVIKAG 1aTPIKNAG).
IHMEIQZH: Tg avu)\wm i MEDRAD Intego Tou @épouv
onpavon yia °F FDG i F NaF mpoopicovrar yiam
xopriynan NaF, pe hoyiopiké ékdoong CR10.11
eTayevEDTEPNG. ETTIKOIVWVATTE E TOV QVTITTPOCWTTO TNG
?ﬁayer yia TpdaBeTeG TANPOPOpiES OXETIKA L T XOpriynon
F NaF.

Mepiopiopog TwAnong: O Opyaviopog Tpogipwy Kai
Gapudkwy Twv H.M.A. (FDA) mepiopidel Tyv TwAnon tng
OUGOKEUNG AUTAG O€ 1aTPd ) KATOXOUG YPaTTiG
£¢oua10d6TNONG Ao 1aTPO.

Avagépete otnv Bayer (radiology.bayer.com/contact) kai
v TomIKr Eupwaikr apuodia apxn (1, EpO0OV UTTAPXEI,
TV apuodia puBUICTIKA apxr) G xwpag 6trou AaBe
¥Wwpa 1o aupBav) omolodnmote goBapd aupBav ou
OXETI(ETa PE QUTAV TN GUCKEUN.

/N\Mpogidotroinoeig

[0 TIG GUOKEUEG TTOU ETMIONHAIVOVTAI WG GUTKEUESG
piag xpnong, onueIwoTe Ta §AG: AuTo TO TTPOIOV
Tpoopileral yia pia pévo xpnon. Mnv 1o
ETMAVOTTOOTEIPWVETE, PNV TO ETAVETESEPYATETTE KOl
Hnv To emavaypnaoigotoleite. O1 avoOAWOIES
OUOKEUEG £XOUV OXeBIaOTE Kal EMIKUPWOE yia pia
po6vo xpnon. H emavaypnaoigomoinan Twv avaAwoipwy
OUOKEUWV iag XpAong evéxel Kivdivoug aaToyiag Tng
OUOKeUNg, KaBwg Kal KIVBUVoUg yia Tov aaBevn. ETig
mBavég aoToxieg G CUTKEUNG GUyKaTaAéyovTal n
onuavTiki eBopda Twv eEapTNHATWY AdyW TTApATETAPEVNG
XPAOoNG, N duaAeiToupyia Twv eGapTNATWY Kal N aaToia
TOU OUOTARATOG. ZTOUG TTBaVOUG KIVOUVOUS yia Tov aobBevi
GUYKATAAEYETAI O TPAUMATIOPOG AGyw SUTAEIToUpYiag TG
ouokeung 1 n Aoipwén, kaBwg n cuakeun dev £xel
emkupwBei yia kaBapiopd f emavamoaTeipwon.

BioAoyiki péAuvan prropei va wpokAnBei amd Tnv
€TTAVOXPNOIPOTTOINCT TOU OET XOpfynong acbevolg
1 TN PN epappoyn oTeipag Texvikng. MHN

TO ETTAVAYPNOIUOTIOIEITE KAl NV ETTIXEIPAOETE Val TO
£TTAVATTIOOTEIPWAETE. ATIOPPITITETE KATAAMNAQ T
avaAwalya €idn pera ) xpnon. Eav umapyel n
TIapapIkpn meavéTTa peAuvang Kard m O1dipkela TG
pUBUIONG 1 TNG XPAONG, ATTOTUVAPUOAOYATTE Kal
puBpioTe éva KalvoUpylo aTeipo TPOIGV.

Mrropei va rpokAnBei coBapdg TpaupaTIiouog Tou
XEIPIOTH €GV OV TPOTESEN KaTd TO Gvolypa 1 TO
KAEIO1110 TWV KATTAKIWY ETTAVW OTT0 TOV BwpPaKITHEVO
BdAapo f To SlapéPIopa TOU OET XOPRYNONG OTOV
aoBevi). PpovtiaTe va ammopakpOveTe GAa Ta OAKTUAQ
TIPOTOU aVOIgeTe f KAEITETE ) TO KATTEIKI TOU BWPAKITUEVOU
Bahdpou 1 To KaTékI TOU SlapEPIoUATOG TOU OET
¥opriynong acBevoug.

Mévo n diaSpopn uypol Tou OeT gival aTEipa Kal pn

TTUpETOY6VOG. MnV T0 XPNOILOTIOIRCETE OE OTEIPO 1
AoNTITO XWPO, XWPIG TIG KATAAANAES TIPOQUAGEEIS.

Eadv utrooTei {nuia n ypappni guaioAoyikol opou,
pTopei va TpokAnBei eufoAn aépa i) akatdAAnAn
Sogoloyia éveong. PpovTioTe va unv GUpTTIECETE TO
owAfva guaioloyikol opol péaa atv aviAia
guaiohoyikoU opoU, KaBuG auTd UTopei va TPOKAAEDE!
{nuIG 0TO OET Xopriynong.

Edv 5ev akoAouBnBouv GonTrreg TEXVIKES, HTTOPEI
va TpokAnBei BioAoyikn pdAuvon. AkoAouBnaTe Tig
KareuBuvTrpieg 0dnyieg Tou 15pUKATOG Yia TNV
amoAUpavan Tou Slagpdyparog Tou glaAidiou.

Kivduvog ékBeang o€ akmivofoAia: O eyxutiipag
ptropei va epIEXEl padievepyd UAIKG. Mnv okOBete
KATW aTré TO TPOXNAATO, EVOOW TO GUGTNUA TIEPIEXE
padievépyeia. Mnv agaipeite Ta TAaigia mpéopaang,
€vOOW TO GUOTNHA TIEPIEXEI PABIEVEPYEIQL.
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Mn xpnoipoTrolgite €Gv n OTEipa CUOKEUATIT EXEl
avoixBei N €xel utrooTei {nmd. Eav n ouokeuaaia Exel
avolxTel, £xel uroaTei {nuid 1y xpnaipotoinBoliv
€€apTApaTa TTOU €XOUV UTIOOTE! {nId, Eival TBavoy va
TIPoKAN6Ei TPaUNATIONGG TOu AoBEVOUS f TOU XEIPIOTH.
EmBewpeite oTTIKG TO TIEPIEXOPEVO KAl TN GUCKEUATTTl
TpIv amo k&Be xprion.

Kivbuvog Tputrparog. To SAS mepiéxel aixunpd
avTikeipeva. Mo va amotpéyere Tuxov BAAGRN, va gioTe
TTPOCEKTIKOI KOTd TOV XEIPIoPO TOou SAS, yia Tov
€AEYXO TWV AIXUNPWV AVTIKEIPEVWV. ATIOPPITITETE T
aIXUNPA QVTIKEIUEVO GUPQWVA LE TIG KATEUBUVTAPIES
0dnyieg Tou EKAOTOTE 15PUNATOG.

MH xpnoipoTrolgite To G€T XOpNyNaNng TNYNAS HE
TEPITOOTEPA aTr6 €va PIaAiSia TTOAAATTALWY 50TEWV.
H xprion Tou €T Xopriynong Tnyig e TIEPICTOTEPT ATTO
éva @iaAidia ToMaTAwy dOTEWY UTTOpET VO TIPOKAAETE
TpauPaTIopd Tou aaBevoug I Tou XEIPIOTH.

Kivduvog ékBeang oe aktivoBoAia. H xprion Tou
KOTTaKI0U ToU Bwpakiopévou BaAdpou wg Xwpou
€pyaaoiog pTropei va TpokaAéoel £KBean Tou XEIPIOTA
oe utrepBoAikn akTivoBoAia. Mn xpno1poToleite To
KaTaKI Tou Bwpakiopévou BaAdpou wg Xwpo epyaaiag,
yia 600 didaTnpa uTrdpyouv padievepyd uhikd péaa ato
0U0TNa. H pran Tou KaTmakioU wg XWwpeou epyaaiag i n
TOTTOBETNON QVTIKEIPEVWY ETTAVW OTO KATTAKI, EVW Eival
QvoIKTO, UTTOpPEi va TIPOKaAETE! nuIdt OTO KOTTAKI,
PEIWVOVTAG TN SUVATOTNTA TOU Va TIaPEXE! ETTAPKI
Bwpdkion amo v akTivoBoAia.

Kivduvog ékBeang o€ aktivoBoAia. Ta padiopdppaka
ekmépTouV aKkTIVOBoAia yappa. O xeipiotig Ba Tpémel
va gival TTOAU TTPOCEKTIKOG KATA TOV XEIPIOHO
padiopappdkwy. O1 d60€Ig UTTopEi va utrepBolv T
EYI0TN ETITPETTOPEVN SO0, €AV Bev eQapuolovTal
karéAAnAa o1 ammapaitnteg TPOPUAALEIS. AkoAoubriaTe
OAEG TIG KaTEUBUVTAPIEG 0DNYiEG TOU EKATTOTE ISPUPATOG
Y10 TOV XEIPIOHO Kal TV ATTOPPIYN TWV PadIEVEPYWV
uhik@wv. MHN avoiyete Tov Bwpakiapévo BaAapo xwpig va
£xeTe TIPONYyoULEVWGS AdBEl TTPOQUAGEEIS kaTdl TG
akTivoBoAiag, 6Twg TeplypdgeTal oTIG Sladikacieg

TOU 13pUpaTog.

MH xpnoipotroinoete omolodnmote GAAa
PASIOPAPHOKEUTIKA TTPOIGVTA EKTOG a6 T °F
@BopiodeofuyAukoln (FDG) f) o T8¢ @Bopiouyo
varpio (NaF) pe To crucrmpu MEDRAD Intego H xpr&on
AMwv pa&onpapuakwv €KTOG OO Tn 8FFDG 10

NaF pmopei va mpokaAéael npid aTo cUOTHA MEDRAD
Intego kan avakpiBr pérpnan g doong A/kal uTepBOAIKA
£kBeon o€ padievépyeia.

Mrropei va pokUyel akatdAAnAn dogoloyia éveang
1} ékxuan padievepyoU UAIKOU, GV TO KATTAKI TOU
Bwpakiopévou BaAapou kAsioel ETavVwW aTO OET
owARvwong. Mpotol KAEITETE To KaTTAKI Tou BwpakKiopévou
Bahdpou, Beaiwbeite 611 To 0eT cWARVWONG kal OAa Ta
€£apTAATA TOU OET XOPryNang EXOUV eykataoTadei
katéAnAa.

Evaéxetal va mpokAnBei Aoipwén Tou agbevoig amd
™ XpNon pn oTeipwv e§aptnudTwv. AiamprRoTe T
OTEIPOTNTA OAWV TWV AVOAWCIUWY EEAPTUATWY
XPNOILOTIOIWVTAG GO TITEG TEXVIKEG.

H owAivwaon amd PVC ato PAS mepiéxel @BaAiko
ig(2-ca1BuhegUAI0) (DEHP), pia xnpiki ougia yvwoTh
oTnv oAiteial g Kahipdpviag ot TpokaAei guyyeveig
avwuaieg fy GMeg BAGBES oTo avamapaywyiké cuoTnUa.

‘Exer avagepBei 611 umrepBoAikd upnAég 50€IG E0TEPWV
@BaAikoU ot¢og, 6Twg To DEHP, TpokaAolv ouyyeveig
avwpaAieg O {Wwa TTou XPNOIKOTIOIoUVTAI GTNV EPEUVA.
Mapoho Tou Ta S1aBéa1pa ETIOTNHOVIKA SESOpEVa
OXETIKG WE TNV ETIOpaCT Twv ETTEPWY PBAAIKOU 0fE0g OE
avBpwTToug €ival TEPIOPICHEVA, Of UYEIOVOUIKEG OPXEG
ouVIaTOUV N €KBECT) OE CUOKEUEG TIOU TIEPIEKOUV CUTEG TIG
EVWOEIG va TTEPIOpICETal 600 To duvaTd aTo EAAYITTO yia

10 TTadId kai TG OnAGdouaEg i £YKUEG YUVAIKEG.

To DEHP amorteAei emiong pia ougia ou mepIAauBaverar

1OV KATGAOYO UTTIOWNPILY OUTIWY UYNATC avnauxiag

(SVHC), aupguwva pe 1o apbpo 59 Tou KANONIZMOY (EK)

ap. 1907/2006 oxeTika pe TV karaypagr, mv a§|o)\0vn0n,

NV adeI036TNON Kl TOV TTEPIOPITHO TWV XNUIKWY OUCTWY
EACH).

‘Ovopa ougiag: PBaAiKé dig(2-aiBuAeguAio) (DEHP)
ApiBuog CAS: 117-81-7
ApiBuog EE: 204-211-0

EFKATAZTAZH TOY ZET XOPHIHZHZ MHIHE (SAS)
Na eykaBioTdre mavra véo SAS kard Ty eykaTaoTaon véou
@iahidiou ToMamAwv ddaewv. EykataoThoTe 10 iaAidio
ToMamAwy 560ewv kal To SAS gTov Bwpakiopévo
Bahapo, epappdlovrag Ty Tapakdatw diadikaaia:

1. Avoi€re TNV a0QAAEID TTOU GTEPEWVEI TO KATTEKI TOU
BaAdpou Kal GUPETE TO KATTAKI TIPOG TO TTPOGBI0 PéEPOG
ToU TPOXAAATOU, YIa VO ATTOKAAUYETE TOV BwPaKITHEVO
BdaAapo.

2. Avoigre Tov avaAwalpo digko kal agaipéaTe To SAS amd
TN GUCKeUAaia.

3. TommoBeTaTe Tov AOKO QUAIOAOYIKOU 0poU ETaVW GTO
QGYKIOTPO TTOU UTTAPXE! OTO TTGW PEPOG TOU TPOXMAATOU,
KovTa 0 B}, Kall EI00YGAYETE TV OKida ToU AKpoU ToU
SAS gTov aokd QuaIoloyIkoU 0poU.

4. Eigayayere Tov owArva guaioloyikod opod aTnv aviAia
Qua10AOYIKOG OPOU PE TETOIOV TPOTIO, LOTE 0 CUVBECHOG
va BpiokeTal avapeaa oty aviAia kai aTov aoké

(QualoAoyIKoU 0poU, HE TOV CUVOETHO KOVTG TNV avTAid.

5. Eloayayete T owAfjvwon aTo KAIT GuyKpamaong Kai
OpopoAoynaTe Tov awArfva pualoroyikol opol katd
uAKog TG dladpopng Tou SAS, Eekivivtag amod Tnv aviAia

Qualoloyikol opoU kai katafyovTag aTo dlapépiopa
Bwpdkiang giaNidiou, aTo otoio Ba eykaraaTadei n
Bwpdkian @iaAidiou.

ZHMEIQZH: BeBaiweeite 611 0 owArvag guaioloyikol opol

eival Kevipapiopévog aToug Kuhivopoug g avtAiag. H

owAfvwan Oev TIPETTE VOl TIEQTET KATW OTTO TOUG KUAIVOPOUG.

‘Orav kAeioeTe T Bupida g avAiag, BePalwbeite 6T 0

owArfvag @uatooyikol opol Exel KevIpapIOTe oTn Bupida,

WOTE VO YNV CUPTTIETTET N CwARvVWO.

6. Eloayayete TV KaoETa aiyunpwy avTIKEILEVWY aTo KAIT
TOU Kamakiol Tng Bwpdkiong. H owArfvwon mou
€GEPXETAI ATTO TNV KACETA AIXMNPWY AVTIKEIPEVWY Bal
TpéTEl va kateuBivetal Tpog v aviAia RP.

ZHMEIQZH: Mnv agaipeite T0 TTPOOTATEUTIKO KAAUMLA OTTO

TIG BEAGVEG TNG KATETAG QIKHUNPWY AVTIKEIPEVWV.

7.Eioayayete T oupBoAn péoa otnv umrodoxn Tg
ouppoAng SAS.

8.Mpiv eykaraoThaeTe 10 TMvio, PePaiwBeite 6T 0
BabuovopnThg 860NG €ival KEVOS.

9. Eioayayere 1o mnvio Tou SAS aTov BaBpovountr d6ang,
WOoTE Ta XaAapa Akpa NG wARVWONG va eival
OTPAYPEVD TTPOG TO ETTAVW PEPOG.

ZHMEIQZH: BeBaiwBeite 611 T0 TNVio Tou SAS gival

TOTOBEMHEVO OTO KATW PEPOG TOU BaiBovounTh d6ang.

10. ZeTUhigTe TOV AOKG aOBARTWY KAl EITTYAYETE TOV OTO
BuwpaKIoévo Xwpo QUAANG ammoBAfTwY.

11. Eioayayerte Tov oUvdeapo oxfiparog T ot diaragn
GuyKpamang.

12. EykaTaoTAOTE TO TUAWA TNG CWARVWONG TTou Bpicketal
avapeoa atov a0vdeapo oynpaTtog T Kal aTov ok
amoBAfTwv péoa on BaABioa ouptrieang amopAfTwy.

IHMEIQZH: Mmopeite va avoitete Tn BaABida ouptrieang

ECOVTag TO KOUUTTI 070 TTaAvw PéPog TG BaABidag. Ma va

€yKaTaoTAOETE TN CWAVWOT, GUPETE TN CwAvwaon péoa

o BaABida, ECOVTAG TO KOUpTTI.

13.EykataotioTe 10 KaAuppa TG oTpayyaAIoTIKAG
BaABidag ot otpayyahioTik BaABida amoBANTwWY.

14.EykataoThoTE TO TUAKA TNG CWARVWONG Tou BpioKeTal
avaueoa atov g0vOETHO ayAuarog T kal otV
KaBapifépevn BaABida péoa atn PaABida oupTrieang
PAS

IHMEIQZH: Mmopeite va avoitete Tn BaABida ouptrieang

ECOVTOG TO KOUUTTT aTo TTavw PEPOg TG BaABidag. Ma va

€YKATAOTAOETE TN CWARVWaT, GUPETE TN CwAvwan péoa

o BaABida, TECOVTAG TO KOUpTTI.

15.EykataotioTe 10 KAAUpUa TG oTPaYYaAIOTIKAG
BaABidag an oTpayyahioTikn BaABida PAS

16.Eicaydyere 1o eAeUBepo Gkpo Tou SAS (auté Trou
e&épxeral amé m BaABida oupmieang PAS) atov
QVIXVEUTA aépa.

17.Xpnaipotolwvrag Tn Aapn Tou diapepioparog
Bwpakiang @iakidiou, avaCNKWATE TO KATTAKI TG
BwpdaKIang Kai, KATOTTIV, TTEPITPEYTE TO KATIAKI
apIoTEPOOTPOPA.

18.To kamaki g Bwpdkiang eival apBpwTd. AvacnKwoTe
TO KOTTAKI Y10 VOl aTOKAAUWETE TO KAITT TG KAOETAG
QIXUNPWY QVTIKEIPEVWV.

19.XapnAwaoTe 1o Kamdki TG Bwpdkiong emavw aTmd Ty
KOOETA QIXUNPWY QVTIKEILEVWV.

20.Eigayayete ™ Bwpdkion gialidiou Trou TEPIEKE Eva
TAPEG PIaAidI0 Tou padiogappdkou TTou evdeikvuTal
yia xprion aTo diapépiopa Bwpdkiong erahidiou. MHN
AQAIPEITE TO TTWHA TTPOGPAANG aTo PIaAiSIO NG
Bwpakiang giakidiou. AgriaTe Tn Aapn eTapopag
emavw o Bwpdkion erakidiou.

ZHMEIQZH: H Bwpdkian @iahidiou £xel EyKOTIEG WOTE VA

umopei va eigayBei kataAnAa aTo diapépiopa Bwpdakiong

@IaAidiou p6vo edv o TUAOI Tou SIapEPIOUATOS TNG

Bwpdkiong @iakidiou Bpiokovtal YEoa OTIG TIEPIOXEG WE TIG

€YKOTIEG, ITTAQ OTIG ETTITIEDES EMIPAVEIEG TNG BuwpaKIoNg

iahidiou.

21.AQIpECTE TO KATTAKI ATIO TN Bwpdkion giakidiou,
TiECovTag T Aapi] LETaQOPAG TIPOG Ta KATW,
TIEPIOTPEPOVTAG TO KOTTAKI TTPOTRaONG OTO cpla)\lﬁlo
apIoTEPOOTPOP Kal, TN GUVEXEIQ, AVATTKWVOVTAG TO
KOTTAKI KATOKOPUQA TTPOG Ta £4W.

22.EpappoéaTe GonTTeg TEXVIKES, OTIWG TIEPIYpA@OVTal OTIG
KareuBuvTrpleg 0dnyieg Tou kAaTOTE 1dPUNATOG, YIa TV
amoAUpavan Tou dlagpdyparog Tou @iaAidiou.

23.EioayayeTe Ta aixunpd avrikeipeva oo glaAidio
TIOMaTAWY GOCEWY, TTEPITTPEPOVTAG TO KATIAKI TNG
Bwpdkiong TPog Ta oW, TAVW aTT TNV UTTOd0XN, Kal
mECovTag TIG BEAGVES KaTaKOPUPA TTPOG Ta KATW, péoa
070 QIaAidio.

24.Eicayayete TN owAfvwaon aTmé Ty KAoETa aiyunpwyv
avTikepévwy oTnv aviAia RP. BeBaiwBeite 011 o
SakTOAIOG ToU CwAAva BpiokeTal akpIBWG 5w ammé TV
avthia RP, amnv TAeupd Trou givail TTIo Kovid aTo
diapépiopa Bwpdkiong elalidiou. KAeiaTe To kardki
G aviNiag.

25.BeBaiwbeite 611 0AdOkAnpo 10 olaTnpa SAS eival
amhwpévo péaa ato kavaAl, 6t n Aapn Tou
Siapepioparog Bwpdkiong elakidiou eival aTpapuévn
TIPOG Ta KATW Kal 011 1y Bupida TG avAiag RP eival
KAEIOTH, JE TN CwWARVWON va gival eykateaTnpévn
TAfpws. KAeioTe 1o Kamaki Tou Balapou.

ZHMEIQZH: AkohouBnare Tig Siadikaaieg Tou 15pUpaTog

yia va 3100pahioeTe 6TI To padlopappako Trou evaeikvuTal

yia xpfion éxel aoalioTei kaAa péoa aTo aloTnua

£yxuons PET MEDRAD Intego.

IHMEIQZH: To ovotnua éyxuons PET MEDRAD Intego

£xel OXeDIAATE yia XpAon pe TUTTIKEG aopaAeieg. H Bayer

Oev TTapéxel aopahela pagi pe To alompa.

26.KaraywpioTe TIg TANpo@opieg g avaluang Tou
@lahidiou ToAaTAWY S0aEwV akoAouBwvTtag
diadikaaia ou TEPIYPAPETal OTNY EVOTNTA TWV
TANPOPOPILY TG avaAuang Tou @iahidiou ToAATTAWY
dooewv, aTo eyxelpidio Aeiroupyiag MEDRAD Intego.

EFKATAZTAZH TOY ZET XOPHIHZHZ AZOENOYZ (PAS)

Na eioaydyere mévTa éva véo alompa PAS yia kdbe

aofevn. Eykaraoriote ™ owAjvwon PAS

XPNOILOTIOIWVTAG TV TTapaKaTw Sladikacia:

1. Avoigre T0 kGAuppa TG BwpdKiong ETavw aTé TV
mepioxr) PAS tou Bwpakiopévou BaAdpou.

2.KabBapiote mv kabapiZopevn BahBida oTo TEpIgEPIKO
Kpo Tou auaTrpaTog SAS, eQapUGIOVTAG TiG doTTTTES
TEXVIKEG TTOU TIEPIYPAQOVTI OTIG KATEUBUVTAPIEG 0ONYiEG
Tou ekaoToTe 13pUparog. MpooapthaTe To ouampa PAS
otV kabapifopevn BaABida, aTo TEPIPEPIKG AKPO TOU
ouoTuatog SAS

3. Av@hoya pe Tv TAeupd Tou aaBevoug dTrou Bpioketal To
ouornua éyxuons PET MEDRAD Intego, dpopohoyriaTe
10 oUoTNa PAS €§w amé mv apiotepr fy T Oe§id pepid
NG Bwpdkiong.

4. BeBaiwbeire 611 10 0UoTUa PAS dev Ba oupieaTei kal
KAeioTe T0 kGAuppa G BwpdKiong.

LIETUVIY

|vadas. Perskaitykite visg Siame dokumente pateikta
|nformacuq prie§ montuodami arba naudodami MEDRAD

JIntego” PET infuzijy sistemos injekcijy rinkinius. Supratus
$ig informacija, naudotojui bus lengviau saugiai naudoti
MEDRAD ,Intego*” sistema.

Numatytoji paskirtis. MEDRAD ,Intego“ PET infuzijy
sistema skirta tiksliai nustatytoms radiofarmaciniy preparaty
5F fluordeoksigliukozés (FDG) ir °F natrio fluorido (NaF)

dozéms ir daznai naudojamiems praplovimo tirpalams
pacientams suleisti, atliekant molekuliniy vaizdy gavimo
(branduoliné medicina) diagnostikos proceddras. MEDRAD
LIntego® PET infuzijy sistema taip pat skirta vejksmingai
medicinos personalo apsaugai nuo fluoro-18 ("°F)
spinduliuotés poveikio uztikrinti, kai atliekamos
branduolinés medicinos diagnostikos procedaros.

Naudojimo inﬁlikacijos. MEDRAD ,Intego” PET infuzijy
sistema skirta 1°F fluordeoksigliukozei (FDG), "°F natrio
fluoridui (NaF) ir daznai naudojamiems praplovimo
tirpalams pacientams suleisti, atliekant molekuliniy vaizdy
gavimo (branduoliné medicina) procedras.

PASTABA EDRAD, Int go“ vienkartinés priemonés,
pazymetos FFDGarba ' F NaF, skirtos NaF suleisti,
naudojant programinés jrangos CR10.1 ar naujesne versija.
Papildomos informacijos apie '°F NaF suleidima kreipkites
| ,Bayer" atstova.

Apribotas pardavimas. Jungtiniy Valstijy Maisto ir vaisty,
administracija (FDA) leidZia parduoti §j prietaisa tik
gydytojams arba asmenims, turintiems rastiska gydytojo
lgaliojima.

Praneskite apie bet kokius rimtus, su Siuo prietaisu
susijusius, incidentus ,Bayer* (radiology.bayer.com/contact)
ir kompetentingai savo vietovés Europos valdZios staigai
(arba, kai taikoma, atitinkamai $alies, kurioje jvyko
incidentas, jgaliotajai institucijai).

/\Perspéjimai

NENAUDOKITE $altinio injekcijy rinkinio su daugiau
nei vienu skirtingy doziy buteliuku. Naudojant 3altinio
injekcijy rinkinj su daugiau nei vienu skirtingy doziy
buteliuku, kyla paciento arba operatoriaus suzalojimo
grésmé.

Spinduliuotés poveikio pavojus. Naudojant
ekranuotos kameros dangtelj kaip darbo erdve,
operatoriy veikiancios spinduliuotés lygis gali virsyti
leistina. Nenaudokite ekranuotos kameros dangtelio kaip
darbo erdvés, kai sistemoje yra radioaktyviyjy medziagy.
Naudojant dangtelj kaip darbo erdve arba dedant daiktus
ant atidengto dangtelio, jis gali bati apgadintas ir gali
nebesaugoti tinkamai nuo spinduliuotés.

Spinduliuotés poveikio pavojus. Radiofarmaciniai
preparatai gali skleisti gama spinduliuote.
Tvarkydamas radiofarmacinius preparatus, operatorius
turi bati itin atsargus. Jei nesiimama tinkamy atsargumo
priemoniy, dozés gali virdyti didZiausiais leistinas dozes.
Dirbdami su radioaktyviosiomis medZiagomis arba jas
iSmesdami laikykités visy konkrecios jstaigos
rekomendacijy. NEATIDENKITE ekranuotos kameros
dangtelio, nesiéme atsargumo priemoniy dél
spinduliuotés, apradyty istaigos procedirose.

NENAUDOKITE MEDRAD ,,Intego* siss%moje kitokiy
nei '°F fluordeoksigliukozés (FDG) ar '°F natrio
fluorido (NaF) radiofarmaciniy preparaty. Naudojant
kitokius nei 'F FDG ar '°F NaF radiofarmacinius
preparatus, MEDRAD ,Intego” sistema gali biti apgadinta,
dozés gali bati matuojamos netiksliai ir (arba)
spinduliuotés lygis gali virSyti leisting.

Dozeés gali bati matuojamos netiksliai arba

radioaktyvioji medZ|aga gali iSsilieti, jei uzdarytas
ekranuotos kameros dangteli spaud2|a leliy
rinkinj. Prie$ uzdarydami ekranuotos kameros dangtel[
isitikinkite, kad vamzdeliy rinkinys ir visi injekcijy rinkinio

komponentai sumontuoti tinkamai.

nesterilius ke tus, kyla paciento
uzkrétimo grésmeé. UZtikrinkite visy vienkartiniy,
priemoniy steriluma, taikydami aseptinius darbo metodus.

/\Perspéjimai

Jei prietaiso etiketéje nurodyta, kad jis skirtas
vienkartiniam naudojimui, atkreipkite démesj j Siuos
dalykus: Sis gaminys yra skirtas tik vienkartiniam
naudojimui. Nebandykite prietaiso pakartotinai
sterilizuoti, apdoroti ar dar karta panaudoti.
Vienkartiniai prietaisai skirti ir patvirtinti tik vienkartiniam
naudojimui. Pakartotinai naudojant vienkartinius
prietaisus kyla pavojus, kad prietaisas neveiks, atsiranda
grésmé paciento sveikatai. Vienkartinis prietaisas gali
neveikti dél to, kad sugenda ilgesnés eksploatacijos
trukmés sudedamosios dalys, jos pradeda blogai veikti
arba sugenda sistema. Galima grésmé paciento sveikatai
apima suzalojimus deél prietaiso gedimo arba infekcijas,
nes nepatvirtinta, kad prietaisa galima iSvalyti arba dar
karta sterilizuoti.

PAS PVC vamzdeliy sudétyje yra DEHP — cheminés
medziagos, kuri, pagal Kalifornijos valstijos turimus
duomenis, gali sukelti jgimtus defektus arba kitaip
pakenkti reprodukcinei sistemai.

Buvo pastebéta, kad itin didelés dozés tokiy ftalaty kaip
DEHP, sukélé jgimtus defektus tiriamuose gyviinuose.
Nors yra nedaug moksliniy duomeny apie ftalaty poveikj
Zmonéms, bet sveikatos priezidros tarnybos rekomenduoja,
kad vaikai ir Zindancios arba néscios moterys patirty kuo

Pakartotinai naudojant paciento injekcijy rinkinj arba
nesilaikant sterilumo principy, galimas biologinis
uzterSimas. NENAUDOKITE pakartotinai ir nebandykite
sterilizuoti. Panaudotas vienkartines priemones tinkamai
iSmeskite. Jei yra tikimybé, kad ruo$iant ar naudojant
gaminys buvo uzterstas, iSardykite ir paruoskite naudoti
nauja sterily gaminj.

Jei atidarant ar uzdarant ekranuotos kameros dangtelj
arba paciento injekcijy rinkinio skyriaus dangtelj
nesilaikoma atsargumo, operatorius gali bati sunkiai
suzalotas. Prie$ atidarydami ar uzdarydami ekranuotos
kameros dangtelj arba paciento injekcijy rinkinio skyriaus
dangtel jsitikinkite, kad visi pirstai Svards.

Sterili ir nepirogeniska yra tik rinkinio skys¢iy tiekimo
linija. Nenaudokite sterilioje ar aseptinéje aplinkoje,
jei nesiimama tinkamy atsargumo priemoniy.

Jei fiziologinio tirpalo tiekimo linija yra apgadinta,
galima oro embolija arba netinkamos dozés injekcija.
|sitikinkite, kad fiziologinio tirpalo vamzdelis néra
uzspaustas fiziologinio tirpalo siurblyje, nes taip gali bati
apgadintas injekcijy rinkinys.

Jei nesilaikoma aseptiniy darbo metody, galimas
biologinis uztersimas. Dezinfekuodami buteliuko
membrang, vadovaukités staigos rekomendacijomis.

Spinduliuotés poveikio pavojus. Injektoriuje gali bati
radioaktyviujy medziagy. Jei sistemoje yra
radioaktyvusis Saltinis, nelieskite vezimélio apatinés
dalies. Jei sistemoje yra radioaktyvusis Saltinis,
nenuimkite prieigos skydy.

Nenaudoti, jeigu sterili pakuoté pazeista arba
atidaryta. Pacientas arba operatorius gali susizeisti, jei
naudojama pazeista arba atidaryta pakuoté arba jei
naudojamos sugadintos sudedamosios dalys. Apzitrékite
turinj ir pakuote kiekviena karta prie$ naudodami.

Pradirrimo pavojus. Saltinio injekcijy rinkinyje (SAS)
yra astriy adaty. Norédami iSvengti suzalojimo,
dirbdami su $altinio injekcijy rinkiniu (SAS) bukite
atsargis ir stebékite astrias adatas. Astrias adatas
iSmeskite laikydamiesi konkrecios jstaigos rekomendaciju.
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mazesnj iy junginiy turinéiy prietaisy poveik;.

Pagal REGLAMENTO (EB) Nr. 1907/2006 dél cheminiy
medZiagy registracijos, jvertinimo, autorizacijos ir
apribojimy (REACH) 59 straipsnj DEHP yra jtrauktas |
kandidatin| autorizuotiny cheminiy medziagy sarasa.
Medziagos pavadinimas: Di(2-etil(heksil)ftalatas) (DEHP)
CAS numeris; 117-81-7

EC numeris: 204-211-0

SALTINIO INJEKCIJY RINKINIO (SAS) MONTAVIMAS

Visada montuokite naujq Saltinio injekcijy rinkin (SAS),

jei naudosite naujg daugiadozj buteliuka. Ekranuotoje

kameroje statykite naujq daugiadoz{ buteliuka ir

sumontuokite Saltinio injekcijy rinkinj (SAS),
vadovaudamiesi toliau apraSyta procedira.

1. Atlaisvinkite ekranuotos kameros dangtelio fiksatoriy ir
pastumkite dangtelj link priekinés vezimélio dalies, kad
atidarytuméte ekranuota kamera.

2. Atidarykite vienkartini dékla ir iSimkite $altinio injekcijy,
rinkinj (SAS) i$ pakuotés.

3. Pakabinkite fiziologinio tirpalo maiselj ant laikiklio
uzpakalinéje vezimélio dalyje Salia rankenos ir jkiskite
smaile, esancia Saltinio injekcijy rinkinio (SAS) gale, |
fiziologinio tirpalo maiselj.

4, |kiskite fiziologinio tirpalo vamzdelj | fiziologinio tirpalo
siurblj taip, kad jungtis bty tarp siurblio ir fiziologinio
tirpalo maiSelio, o pati jungtis bdty arciau siurblio.

5. |kiSkite vamzdelius | spaustuka ir nutieskite fiziologinio
tirpalo vamzdelj iSilgai $altinio injekcijy rinkinio (SAS)
tiekimo linijos, nuo fiziologinio tirpalo siurblio iki buteliuko
ekranuoto konteinerio skyriaus, kuriame bus istatytas
buteliuko ekranuotas konteineris.

PASTABA. [sitikinkite, kad fiziologinio tirpalo vamzdelis yra

sucentruotas siurblio ratuky atzvilgiu. Vamzdeliai negali

kabéti Zemiau ratuky. Uzdarydami siurblio dureles,
isitikinkite, kad fiziologinio tirpalo vamzdelis yra
sucentruotas siurblio dureliy atzvilgiu, kad vamzdeliai
nebity uzspausti.

6. |kiSkite adaty kasete | spaustuka ant ekranavimo
dangtelio. Vamzdelis, kySantis i$ adaty kasetés, turi bati
nukreiptas | RF siurblj.

PASTABA. Nenuimkite apsauginés movos nuo adaty,

kasetés adaty.

7. Sutekeéjimo prietaisa jkiskite | SAS sutekéjimo prietaiso
laikiklj.

8. Prie$ montuodami rite jsitikinkite, kad dozavimo
kalibratorius yra tus¢ias.

9. |statykite SAS rite | dozavimo kalibratoriy taip, kad laisvi
vamzdeliy galai baty nukreipti j virSy.

PASTABA. [sitikinkite, kad SAS rité yra dozavimo

kalibratoriaus apatinéje dalyje.

10. I8vyniokite atlieky maiselj ir dékite j | ekranuota atlieky

rezervuara.

11. [kidkite T formos jungtj | fiksatoriy.

12. |statykite vamzdeliy dalj tarp T jungties ir atlieky maiselio

| atlieky sistemos uzspaudimo voztuva.

PASTABA. Uzspaudimo voZztuvas atidaromas paspaudus

mygtuka voztuvo virSuje. Norint jstatyti vamzdelius, reikia

juos jstumti | voZtuva, laikant mygtuka nuspausta.




13. Uzdékite uzspaudimo voztuvo dangtj ant atlieky,
sistemos uzspaudimo voztuvo.

14. |statykite vamzdeliy dalj tarp T jungties ir automatinio
voztuvo | paciento injekcijy rinkinio (PAS) uzspaudimo
voztuva.

PASTABA. UZspaudimo voZztuvas atidaromas paspaudus

mygtuka voztuvo virSuje. Norint jstatyti vamzdelius, reikia

juos istumti | voZtuva, laikant mygtukq nuspausta.

15. Uzdékite uzspaudimo voztuvo dangtj ant paciento
injekcijy rinkinio (PAS) uzspaudimo voztuvo.

16. |kiSkite Saltinio injekcijy, rinkinio (SAS) laisva galg
(kySanti i$ paciento injekcijy rinkinio (PAS) uzspaudimo
voztuvo) | oro detektoriy.

17. Naudodami buteliuko ekranuoto konteinerio skyriaus
rankena, pakelkite ekranavimo kameros dangtel tiesiai
{ virdu, tada pasukite dangtelj prie$ laikrodzio rodykle.

18. Dangtelj laiko lankstai. Pakelkite dangtelj, kad
atidengtuméte adaty kasetés spaustuka.

19. Nuleiskite ekranavimo dangtelj ant adaty kasetés.

20. |statykite buteliuko ekranuota konteiner su pilnu
paskirto radiofarmacinio preparato buteliuku { buteliuko
ekranuoto konteinerio skyriy. NENUIMKITE buteliuko
ekranuoto konteinerio prieigos prie buteliuko dangtelio.
Paleiskite buteliuko ekranuoto konteinerio perkélimo
rankena.

PASTABA. Buteliuko ekranuotas konteineris yra koduotas,

todel jis gali bati tinkamai jstatytas | buteliuko ekranuoto

konteinerio skyriy tik tokiu atveju, jei Sio skyriaus strypeliai
atsiremia | atitinkamas koduotas buteliuko ekranuoto
konteinerio sritis, esancias $alia ploksciy Sio konteinerio
pavirsiy.

21. Nuimkite dangtelj nuo buteliuko ekranuoto konteinerio
paspausdami perkélimo rankena, pasukdami prieigos
prie buteliuko dangtel] pries laikrodZio rodykle, tada
pakeldami dangtel] tiesiai | virSy.

22, Buteliuko membrana dezinfekuodami pagal aseptinius
metodus, apraSytus konkregios staigos
rekomendacijose.

23. |kiskite adatas | daugiadozj buteliuka, pasukdami
ekranavimo dangtel| atgal vir$ angos, tada jspausdami
adatas tiesiai Zemyn | buteliuka

24, |kiskite vamzdelius i$ adaty kasetés | RF siurblj.
UZtikrinkite, kad vamzdeliy Ziedai baty RF siurblio
iSoréje, Sone, kuris yra arciau prie buteliuko ekranuoto
konteinerio skyriaus. Uzdarykite siurblio dangtj.

25. |sitikinkite, kad visas $altinio injekcijy rinkinys (SAS)
iSdéstytas horizontaliai kanale, buteliuko ekranuoto
konteinerio skyriaus rankena nuleista, RF siurblio
dureleés uzdarytos, o visi vamzdeliai tinkamai jstatyti.
UZdarykite kameros dangtelj.

PASTABA. Laikydamiesi jstaigos procedry uztikrinkite,

kad paskirtas radiofarmacinis preparatas baty saugiai

uzdarytas MEDRAD ,Intego“ PET infuzijy sistemoje.

PASTABA. MEDRAD ,Intego“ PET infuzijy sistema skirta

naudoti su standartinémis spynomis. ,Bayer" netiekia spyny

kartu su sistema.

26. |veskite informacijg apie daugiadozio buteliuko turinj,
laikydamiesi procedaros, aprasytos MEDRAD ,Intego”
naudojimo vadovo ,Informacijos apie skirtingy doziy,
buteliuko turinj jvedimas" skyriuje.

PACIENTO INJEKCIJU RINKINIO (PAS) MONTAVIMAS

Kiekvienam pacientui visada naudokite naujg paciento

injekcijy rinkinj (PAS). Sumontuokite paciento injekcijy

rinkinj (PAS), vadovaudamiesi toliau aprasyta proceddra.

1. Atidarykite ekranavimo dangtelj vir§ paciento injekcijy,
rinkinio (PAS) srities ekranuotoje kameroje.

2. I8valykite automatinj voztuva, esantj Saltinio injekcijy
rinkinio (SAS) distaliniame gale, taikydami aseptinius
metodus, aprasytus konkrecios jstaigos rekomendacijose.

3. Prijunkite paciento injekcijy rinkinj (PAS) prie automatinio
voztuvo, esancio Saltinio injekcijy rinkinio (SAS)
distaliniame gale.

4. Atsizvelgdami | tai, kurioje paciento puséje yra MEDRAD
LJIntego“ PET infuzijy sistema, nutieskite paciento injekcijy
rinkinj (PAS) i$ kairiojo ar desiniojo ekranavimo dangtelio
$ono.

5. |sitikinkite, kad paciento injekcijy rinkinys (PAS) nebus
uzspaustas, tada uzdarykite ekranavimo dangtelj.

SLOVENSCINA

Uvod: Pred namestitvijo ali uporabo infundirnih kompletov
Sistema za infundiranje MEDRAD Intego PET preberite
informacije v teh navodilih za uporabo. Razumevanje teh
informacij pomaga uporabniku pri varni uporabi sistema
MEDRAD Intego.

Predvidena uporaba: Sistem za infundiranje MEDRAD
Intego PET je n%menjen dovajanju natan¢nih odmgrkov
radiofarmakov '°F fluorodeoksiglukoze (FDG) in
natrijevega fluorida (NaF) ter pogosto uporabljanih
raztopin za izpiranje bolnikom med diagnosti¢nimi postopki
molekularnega slikanja (pri nuklearni medicini). Sistem

za infundiranje MEDRAD Intego PET je zasnovan tako,

da zagotavlja ucinkovito zascito zdravstvenega osebja
pred sevanjem fluora-18 ('°F) med diagnosti¢nimi postopki
v nuklearni medicini.

Indikacije za uporabo: Sistem za infundiranje

EDRAD Intego PET je namenjen % vajanju radiofarmakov
15F fluorodeoksiglukoze (FDG) in "°F natrijevega fluorida
(NaF) ter pogosto uporabljanih raztopin za izpiranje
bolnikom med diagnosti¢nimi postopki molekularnega
slikanja (pri nuklearni medicini).
OPOMBA: Material druzbe MEDRAD Intego za enkratno
uporabo z oznakami 'SF FDG ali °F NaF je namenjen
dovajanju NaF z razliico programske opreme CR1O 1
ali novejSo. Za dodatne informacije o dovajanju 8F NaF
se obrnite na predstavnika druzbe Bayer.

Omejena prodaja: Zvezna agencija za hrano in zdravila
(FDA) v ZDA dovoljuje prodajo tega pripomocka le
zdravnikom ali po njihovem narogilu.

O vseh resnih dogodkih, ki se zgodijo v zvezi s tem
pripomockom, obvestite druzbo Bayer
(radiology.bayer.com/contact) in pristojni lokalni evropski
organ (ali po potrebi ustrezni regulativni organ v drzavi, v
kateri je prislo do dogodka).

/\ Opozorila

Pri prip ckih, ki so i kot pripomocki

za enkratno uporabo, upostevajte: Ta izdelek je
namenjen le enkratni uporabi. Ne sterilizirajte ga, ne
obdelujte ga za ponovno uporabo in ga ne poskusajte
ponovno uporabiti. Vsi pripomocki za enkratno
uporabo so zasnovani in potrjeni samo za enkratno
uporabo. Ponovna uporaba pripomockov za enkratno
uporabo lahko povzro¢i nevarnost okvare pripomocka in
je nevarna za bolnika. Morebitne okvare pripomocka
vkljuCujejo bistveno poslabsanje stanja pripomocka zaradi
predolge uporabe, okvaro sestavnih delov in odpoved
sistema. Morebitne nevarnosti za bolnika vkljucujejo
poskodbe zaradi nepravilnega delovanja pripomocka in
okuzbe, saj pripomocek ni potrien za ¢iscenje in ponovno
sterilizacijo.

Pri ponovni uporabi kompleta za dovajanje sredstva
bolniku ali Stevanju sterilne tehnike lahko pride
do bioloske kontaminacije. NE uporabljajte znova in
ne poskusajte sterilizirati. Predmete za enkratno uporabo
po uporabi primerno zavrzite. Ce obstaja moznost, da

se je izdelek med names¢anjem ali uporabo kontaminiral,
ga razstavite in namestite nov, sterilen izdelek.

Ce niste previdni pri odpiranju ali zapiranju pokrovov
na zasciteni komori ali razdelku kompleta za
dovajanje sredstva bolniku, lahko pride do hudih
poskodb uporabnika. Pred odpiranjem ali zapiranjem
pokrovov na za$¢iteni komori ali razdelku kompleta za
dovajanje sredstva bolniku se prepriajte, da so prsti na
varnem.

V kompletu je samo pot tekocine sterilna in apirogena.
Pripomocka ne uporabljajte v sterilnem ali asepticnem
obmocju brez ustreznih previdnostnih ukrepov.

Ce se linija za dovajanije fizioloske raztopine
poskoduje, lahko pride do zracne embolije ali
neustreznega odmerjanja pri injiciranju. Pazite, da
ne prescipnete cevke za dovajanje fizioloske raztopine,
saj se komplet za dovajanje lahko poskoduije.

Ce ne upostevate asepticnih tehnik, lahko pride do
bioloske kontaminacije. Pri razkuzevanju septuma viale
upoStevajte smernice v vasi ustanovi.

Nevarnost izpostavitve sevanju: Injektor lahko
vsebuje radioaktivne materiale. Ne segajte z roko pod
vozi¢ek, dokler sistem deluje. Ne odstranjujte odvecnih
plos¢, dokler sistem deluje.

Ne uporabljajte, ¢e je ovojnina odprta ali posSkodovana.
Ce je ovojnina odprta ali poskodovana ali ¢e uporabljate
poskodovane sestavne dele, lahko pride do poskodbe
bolnika ali uporabnika. Pred vsako uporabo opravite
zunaniji pregled paketa in njegove vsebine.

Nevarnost vboda. SAS vsebuje ostre dele. Pri
ravnanju s pripomockom SAS bodite previdni in
pazite na ostre dele, da preprecite poskodbe. Ostre
dele zavrzite skladno s smernicami v vasi ustanovi.

Kompleta za dovajanje vira NE uporabljajte z ve¢
kot eno vialo z ve¢ odmerki. Pri uporabi kompleta za
dovajanje vira z ve¢ kot eno vialo z ve¢ odmerki lahko
pride do poskodb bolnika ali uporabnika.

Nevarnost izpostavitve sevanju. Pri uporabi pokrova
zascitene komore kot delovne povrsine lahko pride
do pretirane izpostavitve uporabnika sevanju.

Ne uporabljajte pokrova zascitene komore kot delovno
povrsino, dokler so v sistemu prisotni radioaktivni
materiali. Pri uporabi pokrova kot delovne povrsine ali

pri postavljanju predmetov nanj lahko poSkodujete pokrov
in zmanjSate njegovo sposobnost ustrezne zas¢ite pred
sevanjem.

Nevarnost izpostavitve sevanju. Radiofarmaki
oddajajo sevanje gama. Uporabniki morajo biti pri delu z
radiofarmaki iziemno previdni. Ce ne upo$tevate ustreznih
previdnostnih ukrepov, lahko doze sevanja presezejo
najvecje dovoljene vrednosti. UpoStevajte vse smernice
v vasi ustanovi za ravnanje z radioaktivnimi materiali in
njihovo odlaganje. NE odpirajte zascitene komore, ne

da bi prej uporabili previdnostne ukrepe, ki jih dolocajo
smernice v vasi ustanovi.

V sistemu MEDRAD Intego NE uporabljajte

drugih radiofarmakoloskih izdelkov, razen '°F
fluorodeoksiglukoze (FDG) ali '°F natrijevega fluorida
(NaF). Pri uporabi drugih radiofarmakov, razen '°F FDG
ali '8F NaF lahko pride do poskodb sistema MEDRAD
Intego, nenatanénih meritev doze in/ali pretirane
izpostavitve sevanju.

Ce pokrov zascitene komore spustite na cevje,
lahko povzro€ite neustrezen odmerek za injiciranje
ali uhajanje sevanja. Preden zaprete pokrov zaCitene
komore se prepricajte, da so cevje in sestavni deli
kompleta za dovajanje pravilno namesceni.

Uporaba nesterilnih komponent lahko povzroci
okuzbo bolnika. S sterilnimi tehnikami vzdrZuite sterilnost
vseh komponent za enkratno uporabo.

PVC-cevje kompleta za dovajanje bolniku (PAS) vsebuje
DEHP, snov, ki po mnenju zvezne drzave Kalifornije
povzroca okvare ploda in druge okvare pri razmnozevanju.

Izjemno veliki odmerki ftalatov, kot je DEHP, lahko
povzrocajo okvare ploda pri poskusnih zivalih. Ceprav so
znanstveni podatki o ucinkih ftalatov pri ¢loveku omejeni,
zdravstveni organi priporocajo, naj bo izpostavljenost
otrok in Zensk v ¢asu nosecnosti ali dojenja napravam,

ki vsebujejo te spojine, ¢im manjSa.
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DEHP je tudi na kandidatnem seznamu snovi, ki zelo

zbujajo skrb (Substances of Very High Concern — SVHC)

skladno z 59. ¢lenom UREDBE (ES) $t. 1907/2006 o

registraciji, evalvaciji, avtorizaciji in omejevanju kemikalij
CH

Ime snovi: Bis (2-¢etil(heksil)ftalat) (DEHP)
St. CAS: 117-81-7
St. EK: 204-211-0

NAMESTITEV KOMPLETA ZA DOVAJANJE VIRA (SAS)
Vedno, kadar names$¢ate novo vialo z ve¢ odmerki,
namestite tudi nov komplet SAS. Vialo z ve¢ odmerki in
komplet SAS namestite v za$¢iteno komoro po naslednjem
postopku:

1. Odprite zas¢iteno komoro, tako da sprostite zapah
pokrova komore in potisnete pokrov naprej proti
sprednjemu delu vozicka.

2. Odprite pladenj za enkratno uporabo in vzemite komplet
SAS iz ovojnine.

3. Obesite vrecko s fiziolosko raztopino na obesalnik na
zadnji strani vozicka ob rocaju in vstavite iglo, ki je na
koncu kompleta SAS, v vrecko s fiziolosko raztopino.

4. Vstavite cevko za fiziolosko raztopino v ¢rpalko za
fizioloSko raztopino, tako da je priklju¢ek med ¢rpalko
in vrecko v bliZini ¢rpalke.

5. Vstavite cevje v sponko za zadrzevanje in usmerite
cev za fiziolodko raztopino vzdolZ sledi kompleta SAS,

z zacetkom pri érpalki za fiziolosko raztopino in s koncem
pri razdelku za$citne posode za vialo, kjer bo zas¢itna
posoda za vialo namescena.

OPOMBA: Cevka za fizioloko raztopino mora biti

postavljena v sredi§ce valjev na Crpalki. Cevje ne sme pasti

pod valje. Pri zapiranju vrat ¢rpalke se prepricajte, da je
cevka name$cena v srediSce vrat Crpalke, tako da se ne
priscipne.

6. Vstavite vlozek za ostre predmete v sponko na
pokrovu zascitne posode. Cev, ki izhaja iz viozka
za ostre predmete, mora biti obrnjena proti Erpalki
za radiofarmake.

OPOMBA: Ne odstranite zas¢itnih tulcev z igel v viozku

za ostre predmete.

7. Vstavite stekalisCe v drzalo stekali§¢a kompleta SAS.

8. Preverite, da je kalibrator doze prazen, preden namestite
tuljavo.

9. Vstavite tuljavo SAS v kalibrator doze, tako da so prosti
konci cevja obrnjeni navzgor.

OPOMBA: Prepricajte se, da je tuljava SAS postavliena na

dno kalibratorja doze.

10. Odvijte vrecko za odpadke in jo vstavite v za¢iteno

shrambo za odpadke.

11. VloZte T-konektor do prichytky.

12. Namestite del cevja med prikljuckom T in vreco za
odpadke v stisni ventil za odpadke.

OPOMBA: Stisni ventil odprete tako, da pritisnete gumb na

zgornjem delu ventila. Cevje namestite tako, da ga potisnete

v ventil, medtem pa drZite pritisnjen gumb.

13. Na stisni ventil za odpadke namestite pokrov stisnega
ventila.

14. Namestite del cevja med prikljuckom T in brisnim
ventilom v stisni ventil sistema PAS.

OPOMBA: Stisni ventil odprete tako, da pritisnete gumb na

zgornjem delu ventila. Cevje namestite tako, da ga potisnete

v ventil, medtem pa drZite pritisnjen gumb.

15. Na stisni ventil za PAS namestite pokrov stisnega
ventila.

16. Vlozte volny koniec SAS (vychadzajlci zo stla¢acieho
ventilu PAS) do vzduchového detektora.

17. Z rocko razdelka zasc€itne posode za vialo dvignite
pokrov zas€itne posode naravnost navzgor in zavrtite
pokrov v levo.

18. Pokrov zas¢itne posode ima te€aje. Dvignite pokrov,
da izpostavite sponko vloZzka za ostre predmete.

19. Spustite pokrov na viozek za ostre predmete.

20. Vstavite zas¢itno posodo za vialo, ki vsebuije vialo,
napolnjeno s radiofarmakom, indiciranim za uporabo,

v razdelek za$¢itne posode za vialo. NE odstranite
pokrovcka za dostop do viale z za€itne posode za vialo.
Pustite nosilno rocko na zas¢itni posodi za viale.

OPOMBA: Zascitna posoda za vialo ima Zlebove, s katerimi

jo je mogoce pravilno vstaviti v razdelek za zas¢itno posodo

za vialo, tako da so drogovi razdelka za zas¢itno posodo za
vialo naslonjeni na Zlebove ob ravnih povrSinah zas€itne
posode za vialo.

21. Odstranite pokrov z za3¢itne posode za vialo tako,
da potisnete nosilno ro¢ko navzdol, zavrtite pokrov za
dostop do viale v levo in nato dvignete pokrov naravnost
navzgor.

22. Pri razkuzevanju septuma viale upostevajte asepticne
tehnike, dolo¢ene v smernicah v vasi ustanovi.

23, Ostre dele vstavite v vialo za ve¢ odmerkov tako, da
zavrtite pokrov za$citne posode nazaj ez odprtino in
potisnete igle naravnost navzdol v vialo.

24. Vistavite cevje iz vlozka za ostre predmete v ¢rpalko za
radiofarmak. Prepricajte se, da je obro¢ cevi namescen
takoj zunaj ¢rpalke za radiofarmak, na tisti strani, ki je
blizje razdelku zaS¢itne posode za viale. Zaprite pokrov
Crpalke.

25. Prepricajte se, da so vsi deli sistema SAS postavijeni
plosko v kanalu, da je ro¢ica razdelka za za$¢itno
posodo za vialo obrnjena navzdol, da so vrata ¢rpalke za
radiofarmak zaprta in da je cevje v celoti namesceno.
Zaprite pokrov komore.

OPOMBA: Upostevajte postopke v ustanovi, da zagotovite,

da je radiofarmak, inidiciran za uporabo, pravilno names$cen

v sistemu za infundiranje MEDRAD Intego PET.

OPOMBA: Sistem za infundiranje MEDRAD Intego PET je

zasnovan za uporabo s standardnimi zaklepi. Druzba Bayer

ne dostavi zaklepa skupaj s sistemom.

26. Vnesite analiticne informacije o viali za ve¢ odmerkov
skladno s postopkom, ki je opisan v razdelku Vna3anje
analitiénih informacij o viali za ve¢ odmerkov v navodilih
za uporabo sistema MEDRAD Intego.

NAMESTITEV KOMPLETA ZA DOVAJANJE
BOLNIKU (PAS)

Za vsakega bolnika vedno namestite nov komplet PAS. Pri

namestitvi kompleta PAS uporabite naslednji postopek:

1. Odprite pokrov zascitne posode na delu za$citne posode
za komplet PAS.

2. Ocistite brisni ventil na distalnem koncu kompleta
SAS in pri tem upostevajte asepticne tehnike, dolocene
v smernicah vase ustanove.

3. Pritrdite komplet PAS na brisni ventil na distalnem koncu
kompleta SAS.

4. Namestite sistem PAS na levo ali desno stran za$¢itne
posode glede na to, na kateri strani bolnika je names¢en
sistem za infundiranje MEDRAD Intego PET.

5. Zaprite pokrov zasCitne posode in pri tem pazite, da ne
prisipnete sistema PAS.

BEBITTAPCKA

BbBepeHue: MpoyeteTe Lsinata uHhopmauus,
CbAbpXallia ce B T031 [JOKYMEHT, Npeau Aa noctasute
NY M3NON3BaTe KOMNMEKTUTE 3 MPUNOXEHWE 38
uHy3uoHHama cucmema 3a PET MEDRAD Intego.
Pa3bupaHeTo Ha Taan MH(opmaLus Le NOMOrHe Ha
notpebutens aa pabotu besonacHo cbe cucTemata
MEDRAD Intego.

MpepHasHayeHue: MHepysuoHHama cucmema 3a PET
MEDRAD Intego e npefHa3HaueHa 3a npunaraHe Ha To4HI
no3u pa&wodaapmaueamum F chnyopopeokcurntokosa
(FDG) u 'SF warpues chnyopua (NaF), kakTo 1t oGuuaitHo
ManonsaaHM pasTBOPY 3a NPOMUBAHE NPU NaLMeHTH
1o BpeMe Ha npoLieAypy No MonekynsipHa obpaska
[marHocTuka (HykneapHa MeavuumHa). MHegysuoHHama
cucmema 3a PET MEDRAD Intego e npeaHa3HayeHa
1 Aa ocurypu eekTBHa paanaLMoHHa 3aluuTa Ha
Me,ClVILlVIHCKMg I'IepCOHaJ'I OT u3naraxe Ha 0bnbysaHe ot
cryop- 18 ) N0 BPEME Ha INarHOCTU4YHM npoLieaypu
no HyKneapHa MeamumHa.

Mokasauus 3a ynotpe6a: MHey3uoHHama cucmema 3a
PET MEDRAD Intego e npeptashayeta 3a npunarane Ha
F conyopopeokcurniokosa (FDG), '°F HaTpues dropua
(NaF) 1 0buyaitHo U3non3saHu pa3TBOPYU 3a NPOMUBaHE
NpY NaLMeHTV No BpeMe Ha npoLieaypu Mo MonekynspHa
obpasHa auarHocTuka (HykrieapHa MeauumHa).
3ABENEXKA: KoncymaTteute MEDRAD Intego,
onpeaenexu 3a '°F FDG umm 18 NaF, ca npegHasHayeHn
3a nopasane Ha NaF ¢ Bepcusi Ha cothtyepa CR10.1
1 no-Hosa. CBbpXeTe ce C npeAcTaBuTens Ha Bayer 3a
[OMBNHUTENHA MHEOPMALMS OTHOCHO NPUMOXEHUETO
Ha '°F NaF.

OrpaHuyeHus 3a npogax6a: AreHuusiTa 3a KOHTpon
Ha xpahuTe 1 nekapcteata (FDA) Ha CALL orpaHnyaBa
npogax6ara Ha To3v ypef Aa ce U3BbPLUBA OT Nexkapy
MMM LA C NUCMEHO paspeLLeHue OT nekap.

BCKUKM CEPUO3HM MHLMAEHTH, Bb3HWUKHANM BB BPb3ka C
TO3V ypep, AoknazgauTe Ha Bayer (radiology.bayer.com/
contact) v Bawwmte MecTH1 koMneTeHTHI BnacTu B EBpona
(Mnu, KbAETO € NPUNOXUMO, Ha CbOTBETHUTE PErynaTopHI
BMacTu B CTPaHaTa, KbeTO € Bb3HUKHAN MHLMAEHTBT).

/A\Mpenynpexaenns

3a ypepu, 0603HaueHM 3a eAHOKpaTHa ynoTpeba,
MMaiTe npeaBuA cneaHoto: Tosu ypea e
npeaHa3HayeH camo 3a eAHOKpaTHa ynoTpeba.

[la He ce cTepunuaupa, obpa6oTsa unu U3nonssa
NOBTOPHO. YpeauTe 3a eAHOKpaTHa ynoTpeba ca
NPOEKTUPaHM U 0A0BPEHN camo 3a eiHOKpaTHa
ynotpe6a. MosTopHaTa ynotpeba Ha ypeauTe 3a
eaHokpaTHa ynotpeba kpue puckose OT noBpeaa

Ha ypena v puckose 3a nauveHTa. MoTeHumanHata
noBpeaa Ha ypesia BKIHYBA 3HAYUTENHO BRoLaBaHe
Ha Ka4ecTBOTO Ha KOMNOHEHTUTE MPU NPOABIKUTENHA
ynotpeba, HeN3npaBHOCT Ha KOMNOHEHTUTE W NoBpeaa
Ha cuctemarta. MoTeHLManHuTe pUcKoBe 3a naLueHTa
BK/IOYBAT TpaBMa nopaau NoBpesa Ha ypeaa unu
VHCEKLMS, Thil KaTo ypeabT He e 0406peH 3a nouncTBaHe
1NW NOBTOPHA CTEpUNU3aLus.

MoBTopHaTa ynoTpe6a Ha KOMNNeKTa 3a NpUNoXeHue
Ha NaLMEeHT UNK1 Hecna3BaHEeTo Ha CTEPUITHA TEXHUKA
Morat Aa AoBefaT A0 GMONOrMYHO 3aMbpCsBaHe.

HE v3non3Baiite NOBTOPHO W He NpeanpuemanTe
NOBTOPHa CTepunM3aLs. 3xebpreTe eaHoKpaTHUTE
KOHCYyMaTWBM NO HafnexH!s pef. Mpu Hait-mankoTo
CbMHEHMe 33 3aMbpcsiBaHe N0 BpeMe Ha NofroToBKata
1M B npoLieca Ha paboTa paskayeTe 1 MOArOTBETE HOB
CTEpPUNEH NPOAYKT.

AKO He Ce BHUMaBa npy OTBapSIHETO UM 3aTBapSHETO
Ha KanauuTe Ha ekpaHupaHaTa kamepa uni Ha
OTAeNeHMeTo Ha KOMMNMeKTa 3a NPUNoXeHne Ha
NaLMeHT, MOXe Aa ce CTUTHe 40 TEXKO HapaHsiBaHe Ha
oneparopa. YBepeTe ce, Ye NPbCTUTE BY Ca YUCTH, NPELM
[a npeanpuemeTe 0TBapsiHe N 3aTBapsiHe Ha karnaka Ha
€eKpaHupaHaTa kamepa Unu karaka Ha OTAENeHUeTo Ha
KOMMTIEKTa 3a MPUTIOKEHIE Ha NaLVEHT.

CaMmo NbTAT Ha TEYHOCTTa B KOMNNEKTA € CTepUneH
1 anuporeHeH. He 13non3gaiite B CTepunHa unm
acenTuyHa 30Ha 6e3 noaxoasLy NpeanasHu Mepku.

AKO NVHUATA 33 (IU3MOTNOTUYEH PA3TBOP

€ NnoBpefieHa, MoXe f4a Bb3HUKHE Bb3AyliHa
eMBOoNus UnM HenpaBUIHO A03UPaHe HA MHKeKLMATA.
BHumaBaiite Aa He npuwymneTe TpbGuYKaTa 3a
(huaronoriyeH pasTeop B nomnarta 3a (uauonornieH
pa3TBOp, Thit KATO TOBA MOXE fia MOBPEAM KOMNAeKTa
3a NPUNOXeHMe.

AKO He ce Crie[BaT acenTUYHN TEXHUKH,

MOXe 12 HacTbNK 6UONOTUYHO 3aMbpCsBaHe.
CriesaliTe ykasaHusiTa Ha 34paBHOTO 3aBefeHue
3a Ae3nH(eKyMpaHe Ha nperpaaara Ha nakoa.




/A\Npenynpexaenus

OnacHocCT oT u3naraHe Ha o6byBaHe MHxXekTopbT
MOXe Aa Cb/ibpXa paanoakTUBHN MaTepuanu. He
3acTaBaliTe Mo konuukara, AokaTo B cucTemarta npotuya
aKTMBHOCT. He oTCTpaHsiBaiiTe naHenuTe 3a A0CTbN,
A0KaTo B cucTemara npoTn4a akTUBHOCT.

He u3non3saiite, ako cTepunHata onakoBka e
OTBOpeHa Unu noBpeAeHa. MNMaLyeHTbT unu onepaTopsT
Morat fia nocTpajar, ako onakokaTa € OTBOPeHa unu
noBpe/ieHa, KakTo 1 ako e 13non3eart noBpeaeH!
KOMMOHEHTU. BuHaru ornexpaitte CbabpxaHueTo

1 onakoBkaTa npeau ynotpeba.

OnacHocT ot y6oxaaHe. SAS cbabpka ocTpu
enemeHTH. 3a Aa He AOMyCHETe HapaHsiBaHe, KoraTo

paBuTe cbe SAS, T€ N KOHTP uTe
oCTpuTe enemeHTH. 3xBbpreTe ocTpute enemeHTH
CbITIACHO YKa3aHWsiTa Ha KOHKPETHOTO 3APaBHO
3aBefleHe.

HE u3non3BaiiTe KOMNNeKTa 3a NPUNOXeHMe Ha
M3TOYHMK C NOBEYe OT eJUH MHOTOA030B (PraKoH.
113nonaBaHeTo Ha komMnnekTa 3a NPUNOXeH1e Ha
M3TOYHWK C NOBEYE OT efiH MHOrof[030B (riakoH Moxe
Aa fosede A0 HapaHABaHe Ha nauueHTa unu oneparopa.

OnacHocT oT u3naraHe Ha o6nbyBaHe. M3non3saHeTo
Ha Kanaka Ha ekpaHMpaHaTa kamepa kaTo pa6oTHO
NPOCTPaHCTBO MOXE A2 U3NOXK onepaTopa Ha
npekoMepHo o6nbyBaHe. He u3nonssaitte kanaka

Ha ekpaHupaHaTa kamepa kato paGoTHO NPOCTPaHCTBO,
[0KaTo B cUCTEMAaTa UMa paavoakTVBHU MaTepuani.
M3non3BaHeTo Ha kanaka kaTo paboTHO MPOCTPaHCTBO
WY MOCTaBsIHE Ha NPeAMETY BbpXY kanaka, okaTo

€ OTBOpEH, MoXe Aia NOBPey Kanaka 1 a nonpeyu

Ha cnocoBHOCTTa My 3a OCUrypsiBaHe Ha afiexBaTHa
paauaLyoHHa 3aluuTa.

OnacHOCT OT M3naraHe Ha 06nbYBaHe.
PapnodapmaLieBTMLMTE U3NBYBAT raMa-NbyeHue.
OnepatopbT TpsibBa Aa Npunara U3KMoYUTENHO
BHUMaHMe npyu GopaBeHeTo ¢ pagrothapMaLieBTULM.
[loauTe moraT Aa npesuLLaT MakcUManHo Aonyctumarta
7103, ako He Ce npurarar CbOTBETHUTE MPeAnasHin
Mepku. CreaBaiite BCUMKY yKasaHWsi Ha KOHKPETHOTO
30paBHO 3aBefieHne 3a 6opaBeHe U U3XBbPISHE Ha
pazmoakTuBHW Matepuanu. HE oTBapsiiTe expaHupaHara
kamepa, 6e3 ja cTe B3enu NpeanasHin MEepKM cpeLLly
06b4BaHe, KaKTo € NMOCOYEHO B NPOLIeAlypUTe Ha
3[paBHOTO 3aBefeHue.

HE u3nonsBaiite paguothapmMaLeBTUYHU NPOAYKTH,
pasnnuhu oT '°F cinyopopeokcuritokosa
(FDG) unu '°F watpueB chnyopua (NaF), cbe
cucremara MEDRAD Intego. /3non3panerto Ha
?gnmod)apmaqesmum pasnuyHn ot T8F FDG v

F NaF, Moxe na npeaunssika nospeaa Ha cuctemata
MEDRAD Intego v aa foBene A0 HETOYHO M3MEPBaHE
Ha f103aTa u/1nn NpekoOMepHo n3naraHe Ha obMbyBaHe.

AKO KanakbT Ha eKpaHUpaHaTa kamepa e 3aTBopeH
BbpPXY KOMNNeKTa TPbGUYKY, MOXe Aa ce CTUTHE A0
HenpaBUITHO A03UPaHe Ha UHXEKLMATA UNK U3TUYaHe
Ha paavaums. Yeepete ce, Ye KOMMNeKTbT Tpbonuku

11 BCUYKW KOMMOHEHTU Ha KOMMIEKTa 38 NPUMoxeHue

ca npaBuiHO NOCTaBEHM, Npean fia 3aTBOPHUTE Kanaka
Ha expaHupaHaTa kamepa.

W3non3BaHeTo Ha HeCTEPUIHM KOMMOHEHTH MOXe
Aa poBeAe Ao MHekumsa Ha nauueHTa. Moagbpxaite
CTEPUNHOCTTA Ha BCUYKW KOMMOHEHTM 3a eAHOKpaTHa
ynotpe6a upe3 acenTuiHN TEeXHUKM.

Tpwbara ot PVC B PAS cbabpxa DEHP — xumukan, 3a
KoiTO B Wata KanudopHus e n3BECTHO, Ye MPUUMHSBA
BPOAEHM AEEKTU UMW APYIA PENPOAYKTUBHM
yBpEXAaHHS.

[loknaagaHo e, Ye U3KMYUTENHO BUCOKUTE 03N Ha
ranatu, kato Hanpumep DEHP, npuunHsear spoaeHn
[nedeKTn Npy U3NON3BaHUTE 3a Hay4HI N3cneaBaHNs
KMBOTHY. BbNpeky Ye MMa M3BECTHN HaY4HM AaHHN 3a
edbekTa Ha pranaTuTe BbPXy Xopa, 3ApaBHUTE BNacTi
npenopbYBaT Aa Ce OrpaHiy 10 Bb3MOXHO Hait-ronsma
CTeMNeH u3naraHeTo Ha AeLa, KbpmelLy unin GpemeHHN
KEHM Ha Bb3AENCTBNETO HA M3[ENNS, ChAbPXKALLM Te3n
CbeMVHEHNS.

OcaeH ToBa, DEHP e BelLecTBo, BKIIOYEHO cpef
BelLecTBaTa B CNUCbKa HA kaHAWAATUTE, MOpaxaaLLy
ceprosHo GeanokoitcTeo (SVHC), cbrnacHo uneH 59 ot
PEFNTAMEHT (EO) Ne 1907/2006 oTHoCHO peructpauusTa,
OLieHKaTa, pa3peLlaBaHeTo 1 OrpaHnyaBaHeTo Ha
xumukanu (REACH).

HanmeHoBaHue Ha BelwecTBOTO: brc
(2-etun(xexcun)pranar) (DEHP)

CAS Homep: 117-81-7

EO Homep: 204-211-0

NOCTABSHE HA KOMMMNEKTA 3A NMPUNOXEHUE

HA U3TOYHUK (SAS)

KoraTo nocraBste HOB MHOrOA030B (hnakoH, BUHarK

nocrassiite HoB SAS. MocTaBeTe MHOrOA030BMS (hriakoH

1 SAS B ekpaHupaHaTa kamepa, kaTo 13nonasare

cneaHata npoueaypa:

1. OcBobozieTe e314eTo, 3akmnioyBaLLo Kanaka Ha
kameparta, 1 NiTb3HeTe kanaka KbM NpefHarTa Yact
Ha KonuuKaTa, 3a fia Ce OTKpUe ekpaHupaHaTa kamepa.

2. OTBOpeTe CbAa 3a efiHoKpaTHa ynoTpeba v u3Bapete
SAS or onakoskata.

3.MocraseTe GaHkaTa ¢ U3MONOrMUeH Pa3TBOp Ha kykata
3a 3aKayaHe B 3a[HaTa 4YacT Ha Konudkata 61130 fo
ApbXKaTa v Bkapaiite baHkoBaTa urna B kpas Ha SAS
B GaHkaTa ¢ (huanonornieH pasTeop.

4. Bkapaiite TpbGuukaTa 3a hU3MonornyeH pasrteop B
roMnara 3a h131onorvyeH pasTBop, Taka Ye KOHEKTOPBT
7a ce Ham1pa Mexzy nomnata v baHkara 3a
chuavonorieH pasteop, kato Tov TpsibBea Aa e no-6nuso
70 nomnara.

5. Brapaitte TpbbuykaTa B ckobaTa 3a 3abpxaHe Hagony
¥ npekapaiite TpubuykaTa 3a (hunonornieH pasreop
no nbTa Ha SAS, kaTo 3anoyHeTe npu nomnata 3a
hu3VoNorNYeH pasTBop 1 3aBbPLLMTE NPU OTAENEHNETO
3a 3allUMTHUS KOHTEiHep Ha (hnakoHa, KbaeTo Le bbae
NOCTaBEH 3alLUTHUS KOHTEIIHep.

3ABEJIEXKA: YBepere ce, ue Tpbbuukara 3a

¢hu3nonornyeH pasTeop e LIEHTPanHo pasnonoxeHa BbpXy

ponkuTe Ha nomnata. Tpbbuukata He TpsibBa fa naga
nog ponkuTe. Korato 3aTBapsite BpataTa Ha nomnata,

ce yBepeTe, Ye TpbbUIKaTa 3a (hranonornyeH pasteop

€ LIGHTParHo pa3nonoxeHa npy BpaTata Ha nomnara,

Taka ye a He bbae npuTucHata.

6. BrapaiiTe MbnHUTENs 3a OCTPU enemMeHTy B ckobata Ha
Kanaka Ha 3aLuTHUS KoHTeitHep. Tpbbudkata, nsnusalya
OT MbIIHUTENS 33 OCTPU enemeHTH, Tpsbaa Aa coun KbM
RP nomnarta.

3ABENEXKA: He otctpaHsiBaiiTe npenasHus Wt ot

UIINTE Ha MbAHUTENS 32 OCTPU ENEMEHTU.

7. BkapaiiTe npecuyalyns enemMeHT B Abpxaya Ha
npecuyaLLys enemeHT Ha SAS.

8.Tlpenv aa noctasuTe HaMoTKaTa, NpoBepeTe Aanu
[030BUAT KanubpaTop e npaseH.

9. Bkapaiie cnupanata Ha SAS B 4o30Bus kanubpartop,
Taka 4e cBO60AHNTE KpauLa Ha TpbbuykaTta Aa covat
Harope KbM Bbpxa.

3ABEJEXKA: YBepere ce, Ye cnvpanata Ha SAS

€ NocTaBeHa Ha AbHOTO Ha A030BYS kanubpaTop.

10. PaarbpHeTe TopbuukaTa 3a OTNagbLy U i Bkapaiite
B 3aLUMTEHOTO MACTO 33 CbXPaHEHIe Ha OTNagbLM.

11. Bkapaiite T-koHeKTOpa BbB (hukcaTopa.

12. MocTaBeTe yacTTa Ha Tpbbuykata Mexay T-o6pasHus
KOHEKTOp 1 TopbuykaTa 3a 0TnadbLy B NpUTUCKALLS
KnanaH 3a oTnagbLy.

3ABENEXKA: MputuckalLmaT knanaH ce 0Tsaps 4pes

HaTicKaHe Ha 6yToHa B ropHaTa 4acT Ha knanaHa. 3a

[fia nocrasuTe TpbbUIKaTa, 8 NTb3HETE B NPUTUCKALLMA

KnanaH, JokaTo HaTuckate byToHa.

13. MocTaBeTe NOKPUTMETO Ha NPUTUCKALLMA KNanaH 3a
0TnafbLM BbPXY KnanaHa.

14. MocraeTe YacTTa Ha TpbbuukaTa mexay T-o6pasHus
KOHEKTOP M MOYMCTBAEMUS KnanaH B NpUTUCKaLLs
knanaH Ha PAS.

3ABEJNEXKA: MputucKalLuSIT knanaH ce 0TBapst Ypes

HaTuCckaHe Ha ByToHa B ropHaTa YacT Ha kranaha. 3a

[ia noctasuTe TpbbUIKaTa, s NTb3HeTe B NpUTUCKALLS

KnanaH, JokaTo HaTuckate GyToHa.

15. MocTaBeTe NOKPUTMETO Ha MPUTUCKALLMS KNanaH BbpXy
knanaHa 3a PAS.

16. Brapaiite cBo6oaHus kpait Ha SAS (13nu3aly ot
npuTUCKaLLms knanaH 3a PAS) BbB Bb3ayLLIHUS
[DeTeKTOp.

17. Kato u3nonsearte apbxkaTa Ha OTAENEHUETO Ha
3aLUNTHIS KOHTENHEP Ha priakoHa, NOBAUTHETE Kanaka
Ha 3alLUTHUS KOHTENHEp NpaBo Harope, Cref KoeTo ro
3aBbpTETE 06PATHO HA YaCOBHUKOBATA CTPENKa.

18. KanakbT Ha 3aLuTHIA KOHTEAHEP € Ha NaHTX.
MoBawrHeTe kanaka, 3a ia oTkpueTe ckobara
Ha MbMHUTENS 32 OCTPY ENEMEHT.

19. CnycHeTe kanaka Ha 3aLyUTHUS KOHTEHEP Haa
MbAHUTENS 33 OCTPY ENEMEHTA.

20. BrapaifTe 3alUuTHUS KOHTEHEp Ha hnakoHa,
CbAbpXall, mbrieH (hrakoH ¢ paguodapMaLieBTika,
npenHasHayeH 3a ynotpeba, B 0TAENEHNETO 3a
3alLUTHWSI KOHTENHEP Ha dnakoHa. HE oTcTpaHsiBaitte
kanauykara 3a AoCTbM 40 (hnakoHa Ha 3aluTHUs
KOHTeiiHep Ha pnakoHa. OcTaseTe fpbxkaTa 3a
HOCEHE Ha 3alLMTHUSI KOHTEIMHep Ha rakoHa.

3ABEJEXKA: 3aluTHUAT KOHTEHEp Ha dhnakoHa e

HacTpOeH Taka, Ye Aa Moxe fia Gbae BkapaH npaBunHo

€aMo B OTAEMNEHMETO 3 3aLLUTHIS KOHTENHEP Ha (hrakoHa,

KaTo OnopuTe Ha OTAEMNEHNeTo 0CTaBaT B OnpeaeneHuTe

30HW, HAMMPALL Ce 10 NMOCKUTE MOBBLPXHOCTU Ha

3aLLUMTHIS KOHTEAHEP Ha dhnakoHa.

21. OTcTpaHeTe Kanaykata OT 3alUUTHUS KOHTEHEp
Ha thnakoHa, kaTo HaTUCHeTe ApbXkaTa 3a HOCeHe
Hapony, 3aBbpTETE Kanaykara 3a A0CTbMN A0 thrakoHa
0bpaTHO Ha YacoBHWKOBaTa CTperiKa, Criefs KOeTo
BeJHara noBaurHeTe kanaykara.

22. CriepiBaifTe acenTuyHU TEXHUKM, KaKTO & NOCOYEHO
B YKa3aHMSTa Ha KOHKPETHOTO 3paBHO 3aBEAeHIe,
3a fleanHdekLmpaHe Ha nperpagarta Ha hnakoHa.

23. BrapaiiTe 0CTpUTE enemMeHTH B MHOrO[1030B1S (hNakoH,
KaTo MoCTaBUTE Kanaka Ha 3aluTHUS KOHTelHep
06paTHO BbPXY COHAATA M HAaTUCHETE UrnnTe NpaBso
Hafony BbB riakoHa.

24. Brapaiite TpbbuukaTa oT MbiHUTENs 33 0CTPH
enemeHTu B RP nomnara. YBeperte ce, Ye 00pbybT
Ha TpbbuyKaTa OCTaBa HENOCPEACTBEHO U3BBH
RP nomnata ot cTpaHara, KosiTo e Haii-6rnso go
OTAEMNEHNETO 3a 3aLUYUTHIS KOHTENHEP Ha (hnakoHa.
3aTBOpeTe Kanaka Ha nomnara.

. YBepeTe ce, Ye uennat SAS e pasnonoxeH NpasunHo
B kaHana, Taka 4e ApbXkaTa Ha OTAeNeHNeTo 3a
3aLMTHUS KOHTeIAHep Ha dnakoHa e Hapony 1 ye
Bpatata Ha RP nomnata e 3aTBopeHa ¢ HanbHO
nocTaBenm TpubuuKW. 3aTBOpeTE kanaka Ha kamepara.

3ABEJNEXKA: Cnepgaiite npoLefypuTe Ha 34paBHOTO

3aBe/ieHue, 3a Aa rapaHTupate, Ye paanodapMaLeBTUKeT,

npeaHasHayeH 3a ynotpeba, e fobpe obesonaceH B

UuHgy3uonHama cucmema 3a PET MEDRAD Intego.

3ABENEXKA: MHepysuoHHama cucmema 3a PET

MEDRAD Intego e npefHa3sHa4eHa Aa ce u3nonasa

CbC CTaHAAPTHY 3aKMio4BaLlLy MexaHu3mu. Bayer He

npeJocTaBs 3aKnioyBaLL MexaH3bM CbC cuCTeMaTa.

26. BueeeTe nHopmaLnaTa 3a aHanus ¢ MHOro40308
hnakoH, kaTo creqBsaTe npoLeaypara, nocoyeHa
B pasaen ,BbexaaHe Ha MHAOPMaLya 3a aHanu3
€ MHOrOA030B (hrlakoH" B PbKOBOACTBOTO 33
ekcnnoatauus Ha MEDRAD Intego.
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MOCTABSIHE HA KOMTMNEKTA 3A MPUNOXEHWE HA
MALIVIEHT (PAS)

BuHarv noctassiite HoB PAS 3a Bceku naumeHT. [octasete

PAS, kaTo u3nonasare cnegHata npoueaypa:

1. OTBOpETE 3aLLUTHOTO NOKPUTUE Haj 30HaTa Ha PAS Ha
eKpaHupaHaTa kamepa.

2.ToumcTeTe NouMcTBaEMMS KnanaH npu AUCTanHUs Kpait
Ha SAS, kaTo criefjBaTe acenTUYHUTE TEXHUKM, TOCOYEHN
C yKasaHusiTa Ha KOHKPETHOTO 3/ipaBHO 3aBEJEHIE.

3. Mpukpenete PAS KbM nouncTBaeMns knana npu
[vcTankmus kpail Ha SAS.

4, B 3aB1CMMOCT OT TOBa OT KOS CTpaHa Ha naueHTa
€ pasnonoxeHa UHgy3uoHHama cucmema 3a PET
MEDRAD Intego PET, npekapaiite PAS u3gbH nsisata
WV AsicHaTa YacT Ha 3aluTata.

5.YBepere ce, ye PAS He e npuTicHaT 1 3aTBOpETE
3aLUMTHOTO NOKPUTHE.

ROMANA

Introducere: ititi toate informatiile din acest document inainte de
instalarea sau utilizarea seturilor de administrare ale sistemului de
perfuzare Intego PET de la MEDRAD. Intelegerea acestor informatii va
ajuta utilizatorul s& opereze in siguranta sistemul Intego de la MEDRAD.

Domeniu de utilizare: Sistemul de perfuzare Intego PET de la MEDRAD
este conceput pentru a administra pacientilor doze exacte desubstante

vutlmprecumﬂuor iglucoza (FDG) (**F)s sifluorura de
sodiu (NaF) (wF) si de solutii uzuale de spélare pentru procedunle de
diagnosticare prin |mag|st|ca moleculara (medicind nucleara). De
asemenea, sistemul de perfuzare Intego PET de la MEDRAD este destinat
furnizarii unei protectii eficiente pentru personalul medical impotriva
expunerii la radiatiile de fluor-18 ( F) in cursul procedurilor de
diagnosticare prin medicind nucleara.

Instructiuni de utilizare: sistemul de perfuzare Intego PET de la
MEDRAD este recomandat qentru a administra pacientilor
fluorodeoxiglucoza (FDG) (*°F), fluorura de sodiu (NaF) ("‘F) si solutii
uzuale de spalaref, in cursul pvotedunlor de imagistica molecularé
(medicind nucleara).

OBSERVATIE: Dispozitivele de unica folosinta Intego de la MEDRAD
marcate cu °F FDG sau "°F NaF sunt destinate administrarii de NaF,
utilizand versiunea software CR10.1 sau mai noud. Pentru informatii
suplimentare cu privire la administrarea '°F NaF, contactati
reprezentantul Bayer.

Restrictii de comercializare: Administratia pentru alimente si
medicamente (FDA - Food and Drug Admlnlstranon) SUA limiteazi
vanzarea acestui dispozitiv, comercializarea fiind permisa doar
medicilor sau persoanelor care detin o autorizatie scrisa din partea
unui medic.

Raportati orice incident grav care a avut loc in legatura cu acest dispozitiv
companiei Bayer (radiology.bayer.com/contact) si autoritatilor
competente europene locale (sau, daca este cazul, autoritatilor de
reglementare corespunzatoare din tara in care a avut loc incidentul).

/\ Avertizari

NU utilizati setul de administrare de pe partea sursei cu mai
multe flacoane multidoza. Utilizarea setului de administrare de
pe partea sursei cu mai multe flacoane multidoza poate duce la
vdtdmarea corporald a pacientului sau a operatorului.

Pericol de expunere la radiatii. Utilizarea capacului camerei
ecranate ca suprafata de lucru poate duce la expunerea
operatorului la radiatii excesive. Nu utilizati capacul camerei
ecranate ca suprafatd de lucru dacd existd substante radioactive in
sistem. Prin utilizarea capacului ca suprafatd de lucru sau plasarea
unor obiecte pe capac cand acesta este deschis, capacul poate fi
deteriorat, reducand capacitatea acestuia de a garanta o protectie
adecvatd impotriva radiatiilor.

Pericol de exp la radiatii
emlt radlatu gamma. Operatorul trebuie s& manipuleze

eutice cu itd atentie. Dacd nu se iau
mésurile de precautie corespunzatoare, este p05|b|I cadozele sa
depaseascd doza maxima permisd. Pentru manipularea si eliminarea
substantelor radioactive, respectati reglementarile fiecarei unitatiin
parte. NU deschideti capacul camerei ecranate fara sa luati intai
masurile de protectie impotriva radiatiilor in conformitate cu
procedurile unitatii.

NU utilizati alte substante radiofarmaceutice decat
quorodeoxlqucoza (FDG) ("®F) sau fluorura de sodiu (NaF)
("8F) impreuna cu sistemul Intego de la MEDRAD. Utilizarea
altor substante radlofarmaceutlce decatfluorodeoxiglucoza (*°F) sau
fluorura de sodiu (*°F) poate duce la deteriorarea sistemului Intego
MEDRAD si poate determina masurarea incorecta a dozelor si/sau
expunerea la radiatii excesive.

Inchiderea capacului camerei ecranate peste setul de tuburi
poate duce la injectarea unei doze incorecte sau la scurgeri
de radiatii. Inainte de inchiderea capacului camerei ecranate,
asigurati-va cd setul de tuburi si toate componentele setului de
administrare sunt instalate corect.

Utilizarea unor componente care nu sunt sterile poate avea
ca rezultat infectarea pacientului. Pstrati sterilitatea tuturor
componentelor de unica folosinta, utilizand tehnici sterile.

Tubul din PVCdin setul PAS contine DEHP, o substanta chimica
inclusé in Statul California intr-o lista a substantelor periculoase,
pentru ca provoaca anomalii congenitale sau alte afectiuni
reproductive.

/\ Avertizéri

S-araportat ca dozele extrem de mari de ftalati precum DEHP au
cauzat anomalii congenitale la cobai. Desi exista date stiintifice
limitate cu privire la efectul ftalatilor asupra oamenilor, autoritatile
medicale recomanda reducerea la minimum a expunerii la
dispozitive care contin acesti compusi in cazul copiilor, al femeilor
care alapteaza sau care sunt insarcinate.

Tn cazul dispozitivelor etichetate ca fiind de unici folosinta,
retineti urmatoarele: Produsul este destinat unei singure
utilizari. A nu se resteriliza, reprocesa sau reutiliza.
Dispozitivele de unica folosinta au fost concepute si aprobate
pentru o singura utilizare. Reutilizarea dispozitivelor de unica
folosinta prezinta riscul functiondrii necorespunzatoare a
dispozitivului si reprezintd un risc pentru pacient. Printre posibilele
defectiuni ale dispozitivului se numéra deteriorarea unei
componente importante utilizate o perioada indelungata,
functionarea necorespunza aunei comg si defectarea
sistemului. Printre posibilele riscuri pentru pacienti se numara
ranirea din cauza functiondrii necorespunzétoare a dispozitivului sau
infectarea ca urmare a faptului ca dispozitivul nu a fost aprobat
pentru a fi curétat sau resterilizat.

Contaminarea biologica se poate produce in urma reutilizarii
setului de administrare de pe partea pacientului sau a
nerespectarii tehnicii sterile. A NU se reutiliza si a NU se incerca
resterilizarea produselor. Dupa utilizare, eliminati articolele de unica
folosinta in mod corespunzator. Dacd exista posibilitatea s se fi
produs o contaminare in timpul instaldrii sau utilizarii, dezasamblati
siinstalati un nou produs steril.

Operatorul poate suferi rani grave in cazul in care nu
deschide sau nuinchide cu atentie capacul (amerel ecranate
sau capacul comparti lui setului de admii depe
partea pacientului. Asigurati-va ca aveti toate degetele curate
inainte de a deschide sau inchide capacul camerei ecranate sau
capacul compartimentului setului de administrare de pe partea
pacientului.

Numai traseul lichidului setului este steril si apirogen. Anu se
utiliza intr-o zond sterild sau aseptica fara a se lua masuri de
precautie adecvate.

liniei de ser fiziologic poate duce la embolie
gazoasa sau injectarea unei doze incorecte. Asigurati-vé cd nu
prindeti tubul cu ser fiziologic in pompa de se fiziologic, deoarece
acest lucru poate duce la deteriorarea setului de administrare.

Contaminarea biologica se poate produce in cazul in care nu
sunt respectate tehnicile sterile. Pentru a dezinfecta septul
flaconului, respectati reglementarile unitatii.

Pericol de expunere la radiatii: Injectorul poate contine
substante radioactive. Nuatingeti partea de sub caruciorin timpul
functionarii sistemului. Nu indepartati panourile de acces in timpul
functiondrii sistemului.

Anusse utiliza daca ambalajul steril este deschis sau
deteriorat. In cazul in care ambalajul este deschis sau deteriorat
sau dacd se utilizeazd componente deteriorate, poate avea loc
vdtamarea corporald a pacientului sau a operatorului. Inainte de
fiecare utilizare, inspectati vizual continutul si ambalajul.

Pericol de perforare. SAS contine elemente ascutite. Pentrua
evita producerea de rani, manipulati cu atentie SAS cu scopul
de a detine controlul asupra elementelor ascutite. Eliminati

le ascutite in conformitate cure arile fiecarei unitati
in parte.

De DEHP este o substantd inclusa in lista substantelor
candidate care prezintd motive de ingrijorare deosebita (SYHC -
Substances of Very High Concern) conform articolului 59 din
REGULAMENTUL (CE) nr. 1907/2006 privind inregistrarea, evaluarea,
autorizarea i restrictionarea substantelor chimice (REACH).
Numele substantei: Di(2-etilhexil)ftalat (DEHP)

Numar CAS: 117-81-7

Numar CE: 204-211-0

INSTALAREA SETULUI DE ADMINISTRARE DE PE PARTEA SURSEI

(SAS)

Instalati fntotdeauna un nou SAS pentru fiecare flacon multidoza nou.

Instalati flaconul multidoza si SAS in camera ecranatd, utilizand

procedura urmatoare:

1. Pentru a deschide camera ecranata, desfaceti siguranta capacului
camerei si glisati capacul spre partea din fatd a céruciorului.

2, Deschideti tava de unica folosintd si scoateti SAS din ambalaj.

3. Agatati punga de ser fiziologic pe carligul din partea posterioara
a caruciorului, din apropierea manerului, si introduceti acul de la
capatul SAS in punga de ser fiziologic.

4. Introduceti tubul pentru ser fiziologic in pompa de ser fiziologic,
astfel incat tubul conector sd fie aproape de pompd, intre aceasta i
punga de ser fiziologic.

5. Introduceti tubulatura in clema de fixare si duceti tubul pentru ser
fiziologic de-a lungul traseului SAS, incepand de la pompa de ser
fiziologic si ajungand pand la compartimentul in care va fi instalat
recipientul de ecranare a flaconului.

OBSERVATIE: Asigurati-va ca tubul pentru serfiziologic este centrat pe

rolele pompei. Tubulatura nu trebuie sa fie sub role. Cand inchideti usa

pompei, asigurati-va ca tubul pentru ser fiziologic este centrat in
pompa, astfel incat tubulatura sa nu fie prinsa.

6. Introduceti Sharps Cartride in clema de pe capacul de ecranare.
Tubul care iese din Sharps Cartride trebuie sa fie orientat spre RP.

OBSERVATIE: Nu indepartati invelisul de protectie de pe acele din

Sharps Cartridge.

7. Introduceti confluenta in suportul confluentei SAS.

8. Verificati calibratorul de doza, astfel ca acesta sa fie gol inainte de
instalarea bobinei.

9. Introduceti bobina SAS in calibratorul de doza, astfel incat capetele
libere ale tubulaturii sa fie orientate in sus.

OBSERVATIE: Asigurati-va ca bobina SAS coil este plasatd la baza

calibratorului de doza.

10. Derulati sacul pentru deseuri i introduceti- in containerul ecranat

pentru deseuri.

11.Introduceti conectorul in formé de T'n dispozitivul de sustinere.

12. Instalati tubulatura fn ventilul cu burduf pentru degeuri, intre

conectorul in forma de T si sacul pentru degeuri.

OBSERVATIE: Ventilul cu burduf se deschide prin apésarea butonului

din partea de sus a acestuia. Pentru a instala tubulatura, introduceti

tubulatura in ventilul cu burduf tinand butonul apésat.

13.Instalati invelisul ventilului cu burduf pe ventilul cu burduf pentru

deseuri.

14.Instalati sectiunea de tubulaturd in ventilul cu burduf al PAS, intre

conectorul in formd de T si valva care se poate curata.

OBSERVATIE: Ventilul cu burduf se deschide prin apésarea butonului

din partea de sus a acestuia. Pentru a instala tubulatura, introduceti

tubulatura in ventilul cu burduf tindnd butonul apésat.

15. Instalati invelisul ventilului cu burduf pe ventilul cu burduf al

setului de administrare de pe partea pacientului.

16. Introduceti capatul liber al setului de administrare de pe partea

sursei (care iese din ventilul cu burduf al setului de administrare de
pe partea pacientului) in detectorul de aer.




17. Utilizdnd méanerul compartimentului pentru recipientul de
ecranare a flaconului, trageti capacul de ecranare drept in sus, apoi
rotiti capacul in sensul invers acelor de ceasornic.

18. Capacul de ecranare are un sistem de deschidere prin articulatie.

Ridicati capacul pentru a avea acces la clema pentru Sharps Cartridge.

19.inchideti capacul de ecranare peste Sharps Cartridge.

20. Introduceti recipientul de ecranare cu un flaconintreg de substanta
radiofarmaceutica recomandat pentru utilizare in compartimentul
pentru recipientul de ecranare a flaconului. NU indepértati capacul
de acces |a flaconul recipientului de ecranare. Lasati manerul de
transport pe recipientul de ecranare.

OBSERVATIE: Recipientul de ecranare este conceput in asa fel incat sa

poata fi introdus in compartimentul pentru recipientul de ecranare

numai daca tijele din compartiment se fixeaza complet pe zonele
crestate de langd suprafetele netede ale recipientului.

21.Indepartati capacul recipientului de ecranare apasand manerul de
transport, invartind capacul de acces al flaconului in sensul invers
acelor de ceasornic, dupa care trageti capacul drept in sus.

22.Pentru a dezinfecta septul flaconului, urmati tehnicile sterile,
respectand reglementarile fiecdrei unitati in parte.

23.Introduceti elementele ascutite in flaconul multidoza, ducand
capacul de ecranare inapoi deasupra compartimentului si
mpingénd acele drept in jos, in flacon.

24. Introduceti tubulatura care iese din Sharps Cartridge in pompa RP.
Asiqurati-va cd gulerul tubului se afl imediat in afara pompei RP,
pe partea cea mai apropiatd de compartimentul pentru recipientul
de ecranare a flaconului. Inchideti capacul pompei.

25. Asigurati-va cd toate componentele SAS sunt plasate complet in
canal, cd manerul compartimentului pentru recipientul de ecranare
nu este ridicat si cd usa pompei RP este inchisd, cu tubulatura
instalata complet. Inchideti capacul camerei.

OBSERVATIE: Respectati procedurile unitatii pentru a va asigura ca

substanta radiofarmaceutica recomandatd pentru utilizare este

instalata corect in sistemul de perfuzare Intego PET de la MEDRAD.

OBSERVATIE: Sistemul de perfuzare Intego PET de la MEDRAD este

conceput in asa fel incét sa fie utilizat cu dispoxzitive standard de

blocare. Compania Bayer nu furnizeaza dispozitive de blocare
impreund cu acest sistem.

26. Introduceti informatii de evaluare a flaconului multidoza urménd
procedura prezentata in sectiunea ,Introducerea informatiilor de
evaluare a flaconului multidoza” din manualul de utilizare a
sistemului Intego de la MEDRAD.

INSTALAREA SETULUI DE ADMINISTRARE DE PE PARTEA
PACIENTULUI (PAS)

Instalati intotdeauna un nou PAS pentru fiecare pacient. Instalati PAS
utilizind procedura urmatoare:

1. Deschideti capacul ecranat deasupra zonei PAS din camera ecranata.

2. Curatati valva care se poate curdta la capatul distal al SAS, urmand
tehnicile sterile descrise in reglementdrile fiecarei unitati in parte.

3. Atasati PAS de valva care se poate curéta la capétul distal al SAS.

4. Infunctie de partea in care se afla sistemul de perfuzare Intego PET de
la MEDRAD, duceti PAS fie pe partea stangd, fie pe partea dreaptd a
dispozitivului de ecranare.

5. Asigurati-va ca PAS nu va fi prins si inchideti capacul de ecranare.

levads. Pirms MEDRAD Intego PET infiziju sistémas
ievadiSanas komplektu uzstadisanas un lietoSanas

iepazistieties ar pilnigi visu $aja dokumenta ietverto
informaciju. Izprotot So informaciju, lietotajs varés drosi lietot
sistému MEDRAD Intego.

Paredzétais lietojums. MEDRAD Intego PET infziju
%stéma ir paredzéta T8¢ fludeoksiglikozes (FDG) un

F natrija fluorida (NaF) radiofarmaceitisko preparatu un
plasi izmantojamo skalosanas $kidumu precizu devu
ievadi$anai pacientiem molekularas attélveido3anas
(kodolmedicinas) diagnostisko proceduru laika.
MEDRAD Intego PET infaziju sistéma ir arf paredzéta,
lai mediciniskajam personalam nodrosinatu efektivu
aizsardzibu pret fluorina-18 (*°F) starojumu kodolmedicinas
diagnostisko procedaru laika.

Lietosanas noradijumi. MEDRAD Intego PET infqgiju
sistéma ir paredzéta '°F fludeoksiglikozes (FDG), "°F
natrija fluorida (NaF) un plasi izmantojamo skalo$anas
Skidumu ievadiSanai pacientiem molekularas attélveidosanas
(kodolmedicinas) procedru laika.

PIEZIME. MEDRAD Intego vienreizéjas lietoSanas ierices,
kas apzZimétas ar 8F FDG vai '°F NaF, ir paredzétas NaF
ievadidanai, izmantojot programmatiras v%rsiju CR10.1vai
jaunaku. Lai iegiitu papildinformaciju par '°F NaF
ievadidanu, ladzu, sazinieties ar Bayer parstavi.
Pardosanas ierobezojumi. ASV Partikas un zaju
administracija (FDA) atiauj §Ts ierices pardo$anu tikai
arstiem vai ar arsta izsniegtu rakstisku atlauju.

Par visiem nopietniem negadijumiem, kas saistiti ar $o
ierici, zinojiet Bayer (radiology.bayer.com/contact) un Jasu
vietéjai Eiropas kompetentajai iestadei (vai, kad
nepiecieSams, atbilstoSai regulativai tas valsts, kur noticis
negadijums, iestadei).

A\ Bridinajumi

Ja, atverot vai aizverot ekranétas kameras vai
ievadiSanas komplekta pacientiem vakus, netiek
ievéroti piesardzibas pasakumi, operators var tikt
nopietni savainots. Pirms ekranétas kameras vaka vai
ievadianas komplekta pacientiem vaka atvér§anas vai
aizvérSanas parliecinieties, ka $aja zona neatrodas pirksti.

Sterils un nepirogénisks ir tikai komplekta Skidruma
kanals. Nelietojiet sterila vai aseptiska zona, neievérojot
atbilstodus piesardzibas pasakumus.

Ja ir bojata fiziologiska $kiduma linija, var rasties
gaisa embolija vai nepareiza injekcijas dozésana.
Parliecinieties, ka fiziologiska $kiduma stiknis nesaspiez
fiziologiska Skiduma cauruliti, jo $adi var tikt bojats
ievadisanas komplekts.

Aseptikas metozu neievéro$anas gadijuma var rasties
biologiskais piesarnojums. Dezinficgjot flakona
membranu, ievérojiet iestades vadiinijas.

Radioaktivas iedarbibas risks: iesmidzinatajs var
saturét radioaktivus materialus. Nesniedzieties zem
ratiniem, kamér sistéma ir novérojama aktivitate.
Nenonemiet piekluves panelus, kamér sistéma ir
novérojama aktivitate.

Nelietojiet, ja sterilais iepakojums ir atvérts vai bojats.
Pacientam vai operatoram var rasties traumas, ja
iepakojums ir atvérts vai bojats vai ja tiek izmantoti bojati
komponenti. Pirms katras lietoSanas vizuali parbaudiet
saturu un iepakojumu.

Caurdursanas risks. SAS ietver adatas. Lai novérstu
ievainojumu giisanu, veicot manipulacijas ar SAS,
pievérsiet uzmanibu adatam. Likvidéjiet adatas atbilstosi
iestades vadlinijam.

NELIETOJIET $kiduma ievadiSanas komplektu ar
vairak ka vienu vairakdevu flakonu. Izmantojot $kiduma
ievadiSanas komplektu ar vairak neka vienu vairakdevu
flakonu, pacients vai operators var savainoties.

Pastav radiacijas risks. lzmantojot ekranétas kameras
vaku ka darba zonu, operators var tikt paklauts
parmeérigai radiacijai. Neizmantojiet ekranétas kameras
vaku ka darba zonu, kamér sistéma ir radioaktivi materiali.
Lietojot vaku ka darba zonu vai novietojot uz ta priekSmetus,
kamér vaks ir atvérts, var pasliktinaties ta sp&ja nodrosinat
atbilstodu aizsardzibu pret radiaciju.

Pastav radiacijas risks. Radiofarmaceitiskie preparati
izstaro gamma starojumu. Stradajot ar radiofarmaceitiskiem
preparatiem, operatoram jaievéro Tpada piesardziba.
Neievérojot atbilstodus piesardzibas pasakumus, var
parsniegt maksimalo pielaujamo devu. levérojiet visas
iestades vadlinijas saistiba ar radioaktivo materialu
lietoSanu un likvidesanu. NEATVERIET ekranéto kameru,
kamér nav veikti ar radiaciju saistitie piesardzibas
pasakumi atbilstosi iestades procedaram.

Ar MEDRAD Intego sistému drikst izmantot tikai 'SF
fludeoksiglikozi (FDG) vai 'SF natrija fluoridu (NaF),
citu radiofarmaceitisko preparatu lietoSana NAV
pielaujlama. Lietojot citus radiofarmaceitiskos preparatus
(nevis '®F FDG vai '°F NaF), MEDRAD Intego sistému var
sabojat vai var izraisTt neprecizu devas mérisanu un/vai
parmérigu radioaktivo starojumu.

Ja ekranétas kameras vaks tiks aizvérts uz caurulisu
komplekta, var rasties nepareiza injekcijas dozéSana
vai radiacijas nopliide. Pirms ekranétas kameras vaka
aizvérSanas parliecinieties, ka caurulidu komplekts un
visas ievadiSanas komplekta sastavdalas ir pareizi
uzstaditi.

Izmantojot nesterilus komponentus, var inficét
pacientu. Saglabajiet visu vienreizlietojamo komponentu
sterilitati, izmantojot aseptikas tehnikas.

PAS eso$as PVC caurulites satur DEHP — Kimisku vielu,
kas Kalifornijas $tata ir zinama ka iedzimtu defektu vai citu
reproduktivas sistémas kaitgjumu izraisitaja.

Ir zinots, ka arkartigi augstas ftalatu, pieméram, DEHP,
devas izraisa iedzimtus defektus pétijuma izmantotajiem
dzivniekiem. Kaut arf zinatniskie dati par ftalatu iedarbibu
uz cilvékiem ir ierobeZoti, veselibas apripes iestades
iesaka iesp&jami samazinat $is sastavdalas saturoSu
ieriCu iedarbibu uz bérniem un gratniecém vai matém, kas
baro ar krati.

A\ Bridingjumi

Ja ierices ir markeétas ka vienreizlietojamas, nemiet
véra talak noradito. Sis produkts ir paredzéts tikai
vienreizéjai lietoSanai. Nesterilizéjiet, neparstradajiet
un nelietojiet atkartoti. Vienreizlietojamas ierices ir
paredzétas un apstiprinatas tikai vienreizéjai lietoSanai.
Vienreizlietojamu iericu atkartota lieto$ana var izraisit
ierices atteices risku un pacienta apdraudé&jumu. lespéjama
ierices atteice ietver svarigu tas komponentu nolietosanos
ilgstoSas lietoSanas rezultata, komponentu nepareizu
darbibu un sistémas atteici. lespgjamie pacienta riski
ietver traumas, ko izraisa ierices nepareiza darbiba vai
infekcija, jo ierice nav apstiprinata ka tirama vai atkartoti
steriliz&jama.

Lietojot ievadiSanas komplektu pacientiem atkartoti
vai neieverojot sterilitates principus, var rasties
biologiskais piesarnojums. NELIETOJIET atkartoti un
neméginiet atkartoti sterilizét. Péc lieto$anas atbilstosi
likvidgjiet vienreizlietojamos priekSmetus. Ja pastav
iespéja, ka iestatiSanas vai lietoSanas laika varéja rasties
piesarnojuma risks, izjauciet un iestatiet jaunu, sterilu

produktu.

Turklat DEHP ir ieklauts Tpasi bistamo vielu (SVHC)
kandidatu saraksta saskana ar REGULAS (EK) Nr. 1907/
2006 59. pantu par kimikaliju registrésanu, vértésanu,
licencé$anu un ierobezo$anu (REACH).

Vielas nosaukums: Bis(2-etil(heksil)ftalats) (DEHP)
CAS numurs: 117-81-7

EK numurs: 204-211-0

SKIDUMA IEVADISANAS KOMPLEKTA (SAS)

UZSTADISANA

Uzstadot jaunu vairakdevu flakonu, vienmér lietojiet jaunu

SAS. Uzstadiet vairakdevu flakonu un SAS ekranéta

kamera, ievérojot talak noradito procedaru.

1. Atlaidiet fiksatoru, kas fiksé kameras vaku, un pabidiet
vaku uz ratinu priek$dalu, lai atvértu ekranéto kameru.

2. Atveriet vienreizlietojamo tekni un iznemiet SAS no
iepakojuma.

3. Novietojiet maisinu ar fiziologisko Skidumu uz turétaja
ratinu aizmuguréja dala blakus rokturim un ievietojiet SAS
gala esoSo adatu maisina ar fiziologisko $kidumu.

4. levietojiet fiziologiska Skiduma caurultti fiziologiska
Skiduma sakn t3, lai savienotajs atrastos starp stikni un
maisu ar fiziologisko $kidumu un stikna tuvuma.
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5. levietojiet caurultti piespiedéja un virziet fiziologiské
$kiduma caurultti pa SAS celu, sakot no fiziologiska
Skiduma stikna un beidzot ar flakona ekrana nodalijumu,
kur tiks uzstadits flakona ekrans.

PIEZIME. Parliecinieties, ka fiziologiska $kiduma caurulite ir

centréta uz stikna rulli§iem. Caurulite nedrikst atrasties zem

rulli§iem. Aizverot siikna durtinas, parliecinieties, ka
fiziologiska $kiduma caurulite ir centréta sakna durtinas, lai
caurulite netiktu saspiesta.

6. levietojiet adatu kasetni ekrana vaka spailés. Caurulitei,
kas iziet no adatu kasetnes, ir jabat vérstai uz RP stkni.

PIEZIME. Nenonemiet no adatu kasetnes adatam

aizsargapvalku.

7. levietojiet savienojumu SAS savienojuma turétaja.

8. Pirms spirales ievieto3anas parliecinieties, ka devu
kalibrétajs ir tukss.

9. levietojiet SAS spirali devu kalibrataja ta, lai cauruliSu
brivie gali batu vérsti uz augsu.

PIEZIME. Parliecinieties, ka SAS spirale atrodas devu

kalibrétaja apaksa.

10. Attiniet atkritumu maisu un ievietojiet to ekranétaja

atkritumu kratuve.

11. levietojiet aizturT T veida savienotaju.

12. Uzstadiet cauruliSu sekciju, kas atrodas starp T veida
savienotaju un atkritumu maisu atkritumu saspieSanas
varsta.

PIEZIME. SaspieSanas varsts tiek atvérts, nospiezot pogu

varsta augSdala. Lai uzstaditu caurultti, ievietojiet to varsta,

turot nospiestu pogu.

13.Uzstadiet spilvarsta vaku uz atkritumu spilvarsta.

14.Uzstadiet cauruliSu sekciju, kas atrodas starp T veida
savienotaju un drosibas varstu, PAS saspieSanas varsta.

PIEZIME. SaspieSanas varsts tiek atvérts, nospiezot pogu

varsta augsdala. Lai uzstaditu cauruliti, ievietojiet to varsta,

turot nospiestu pogu.

15.Uzstadiet spilvarsta vaku uz PAS spilvarsta.

16.SAS brivo galu (kas iziet no PAS saspie$anas varsta)
ievietojiet gaisa detektora.

17.1zmantojot flakona ekrana nodalijuma rokturi, paceliet
ekrana vaku taisni uz augSu un péc tam pagrieziet vaku
pretéji pulkstenraditaju kustibas virzienam.

18.Ekrana vaks ir iekarinats viras. Paceliet vaku, lai atsegtu
adatu kasetnes spailes.

19.Nolaidiet ekrana vaku virs adatu kasetnes.

20.levietojiet flakona ekranu, kura atrodas pilns flakons
ar lieto$anai flakona ekrana nodalijuma paredzéto
radiofarmaceitisko preparatu. NENONEMIET flakona
ekrana piekluves vacinu. Atstajiet transportéSanas
rokturi uz flakona ekrana.

PIEZIME. Flakona ekrans stiprinas tada veida, ka ta pareiza

uzstadiSana flakona ekrana nodalijuma ir iesp&jama tikai

tad, kad flakona ekrana nodalijuma kontakttapinas atbalstas
pret attiecigajam vietam, kas izvietotas blakus flakona
ekrana plakanajam virsmam.

21.Nonemiet vaku no flakona ekrana, spiezot
transport&$anas rokturi uz leju, pagriezot flakona
piekluves vacinu pretgji pulkstenraditaju kustibas
virzienam un péc tam pacelot vacinu taisni uz augsu.

22.L ai dezinficétu flakona membranu, ievérojiet aseptikas
metodes atbilstoSi iestades vadimnijam.

23.levietojiet adatas vairakdevu flakona, pagriezot ekrana
vaku atpakal, lai tas atrastos virs iedobes, un iesprauzot
adatas tiesi flakona.

24 levietojiet caurultti no adatu kasetnes RP saknT.
Parliecinieties, ka cauruli$u uzlika atrodas uzreiz arpus
RP stkna flakona ekrana nodalijumam tuvakaja dala.
Aizveriet sikna vaku.

25.Parbaudiet, vai visa SAS sistéma atrodas kanala
horizontala pozicija, flakona ekrana nodalijuma rokturis
atrodas apakseja pozicija, RP stkna durtinas ir aizvértas
un caurulTte ir pilntba uzstadrta. Aizveriet kameras vaku.

PIEZIME. levérojiet iestades proceddras, lai nodrosinatu, ka

lietoSanai paredzétais radiofarmaceitiskais preparats ir

atbilstosi nostiprinats MEDRAD Intego PET infiziju sistéma.

PIEZIME. MEDRAD Intego PET infuziju sistéma ir paredzéta

lietoSanai ar standarta sledzeném. Bayer nenodroSina

slédzeni kopa ar sistému.

26.levadiet informaciju par vairakdevu flakonu atbilstosi
noradijumiem MEDRAD Intego lietoSanas
rokasgramatas sadala ,Informacija par vairakdevu
flakona ievietoSanu”.

SKIDUMA IEVADISANAS KOMPLEKTA PACIENTIEM

(PAS) UZSTADISANA

Katram pacientam vienmér uzstadiet jaunu PAS. Uzstadiet

PAS, ievérojot talak noradito procedaru.

1. Atveriet ekrana vaku virs ekranétas kameras PAS zonas.

2. |tiriet tiramo droSibas varstu SAS distalaja gala, izmantojot
aseptikas metodes, kas aprakstitas iestades vadiinijas.

3. Pievienojiet PAS drosibas varstam SAS distalaja gala.

4. Atkariba no ta, kura pacienta pusé atrodas MEDRAD
Intego PET infaziju sistéma, virziet PAS gar ekrangjuma
kreiso vai labo sanu.

5. Parliecinieties, ka PAS netiks saspiests, un aizveriet
ekrana vaku.

CESKY

Uvod: Pred instalaci nebo pouzitim aplikacnich setl

k infuznim systémiim pro PET znatky MEDRAD Intego

si peclivé prectéte informace uvedené v tomto dokumentu.
Pochopeni téchto informaci vam pom(ze pouzivat systém
MEDRAD Intego bezpecnym zplisobem.

Pouziti: Infuzni systém pro PET znatky MEDRAD Intego
je urcen k podavani presnych davek radiofarmak "°F
fluorodeoxyglukézy (FDG) a '®F fluoridu sodného (NaF)

a vSech bézné pouzivanych proplachovacich roztokl
pacienttim v prubéhu diagnostickych vy3etreni s pouzitim
zobrazovacich metod nuklearni mediciny. Infuzni systém
pro PET znacky MEDRAD Intego je rovnéz uréen k zajisténi
Ucinné radiacni ochrany pro zdravotnicky persondl pri
expozici zafeni fluoru-18 (1 F) pfi zobrazovacich metodach
nuklearni mediciny.

Indikace: Infuzni systém pro PET znacky MEDRAD Intego
jle uréen k podavani '°F fluorodeoxyglukdzy (FDG),

F fluoridu sodného (NaF) a vSech b&zné pouzivanych
proplachovacich roztok{ pacientiim pfi zobrazovacich
metodach nuklearni mediciny.

POZNAMKA: Jednotcelové pr%stfedky systému MEDRAD
Intego 0znacené pro pouZiti s '°F FDG nebo '°F NaF jsou
uréeny pro podavani NaF pomoci softwaru verze CR10.1
a vyssi. Dalsi informace o podavani '°F NaF ziskate od
zastupce spolecnosti Bayer.

Omezeni prodeje: Urad pro kontrolu potravin a IéCiv (Food
and Drug Administration - FDA) omezuje v USA prodej
tohoto prostiedku na lékafe nebo na Iékar'sky predpis.
Kazdy zavazny incident, ktery se objevi ve spojitosti s timto
zafizenim, nahlaste spole¢nosti Bayer
(radiology.bayer.com/contact) a mistnimu pfislusnému
organu Evropské unie (nebo, kde je to na misté,
prislu§nému regulacnimu Gfadu v zemi, v niz doslo k
incidentu).

/\ Vystrahy

U prostredkii oznacenych pro jednorazové pouziti
berte v ivahu nasledujici: Tento vyrobek je uréen
pouze k jednorazovému pouziti. Nesterilizujte jej,
nezpracovavejte ani nepouzivejte opakované.
Jednorazové prostredky jsou uréeny a schvaleny
pouze k jednorazovému pouziti. Pfi opakovaném
pouzivani jednorazovych prostfedk(i mize dojit

k poruse zafizeni a ohrozeni pacienta. Mezi mozné
poruchy zafizeni patfi vyrazné opotiebeni soucasti pfi
dlouhodobém pouzivani, nefunkcnost soucasti a porucha
systému. Mezi mozna ohroZeni pacienta patfi zranéni

v dusledku selhani prostiedku nebo infekce, protoze
prostfedek nebyl schvalen k Cisténi ¢i opakované sterilizaci.

Pfi opak pouziti f ) aplikacniho
setu nebo pfi dbani sterilniho postupu mize
dojit k biologické kontaminaci. Prostfedek NIKDY
nepouZivejte opakované ani jej neresterilizujte.
Jednorazové soucasti po pouZiti Fadné zlikviduijte.
Existuje-li podezfeni, ze béhem sestavovani nebo
pouziti doSlo ke kontaminaci, prostfedek demontujte
a sestavte novy sterilni prostfedek.

Pokud nebudete postupovat opatrné pfi otevirani
nebo zavirani vika nad stinénou komorou nebo nad
oddilem aplikaéniho setu pro pacienta, mize dojit
k zavaznému zranéni. P otevirani nebo zavirani

vika stinéné komory nebo krytu oddilu pacientského
aplikacniho setu si chrarite prsty.

Sterilni a apyrogenni je pouze cesta tekutin v setu.
Bez dodrzeni nalezitych bezpecnostnich opatfeni
nepouzivejte ve sterilnim nebo aseptickém prostredi.

i kah,

Pii posk i hadicky fyziol roztoku muze
dojit ke vzduchové embolii nebo nespravnému
davkovani injekce. Zajistéte, aby nedoslo k nabodnuti
hadicky fyziologického roztoku uvnitf pumpy, nebot by tak
mohlo dojit k poskozeni aplikaéniho setu.

Pii nedodrzeni aseptickych postupti mize dojit
k biologické kontaminaci. Pri dezinfekci septa injekéni
lahvicky dodrZujte nafizeni svého pracovisté.

Nebezpecdi expozice zareni: Injektor miize obsahovat
radioaktivni latky. Pokud systém obsahuje radioaktivni
latky, nesahejte pod vozik. Pokud systém obsahuje
radioaktivni latky, neodstrariujte pfistupové panely.

Nepouzivejte, je-li sterilni obal otevien nebo
poskozen. Je-li obal otevfen nebo poskozen nebo
jsou-li pouzity poskozené soucasti, muze dojit ke zranéni
pacienta nebo obsluhy. Pfed kazdym pouZitim vizuainé
zkontrolujte obsah a obal.

Nebezpecibodného poranéni. Set SAS obsahuije ostré
soucasti. Pfi manipulaci s ostrymi soucastmi setu
SAS postupujte opatrné, aby nedoslo ke zranéni.
Ostré soucasti likviduijte dle prislusnych nafizeni vaseho
pracovisté.

U zdrojového aplikacniho setu NEPOUZIVEJTE

vice nez jednu vicedavkovou zkumavku. Pfi

pouziti zdrojového aplikacniho setu s vice nez jednou
vicedavkovou zkumavkou mize dojit ke zranéni pacienta
nebo obsluhy.

Nebezpeci expozice zareni. Pfi pouziti vika stinéné
komory jako pracovni plochy se obsluha miize
vystavit nadmérnému zareni. Pokud jsou v systému
pritomny radioaktivni latky, nepouzivejte viko stinéné
komory jako pracovni plochu. Pfi pouziti krytu jako
pracovni plochy nebo pii ukladani pfedmétl na otevieny
kryt mize dojit k jeho poskozeni a naslednému
znemoznéni dostate¢ného stinéni zareni.

Nebezpeciexp zéfeni. Rad vyzafuji zafeni
gama. Pfi manipulaci s radiofarmaky musi obsluha
postupovat extrémné opatrné. Pii nedodrzeni néleZitych
bezpecnostnich opatfeni maze dojit k prekroceni maximalni
povolené davky. Pfi manipulaci s radioaktivnimi latkami a pfi
Jejich likvidaci dodrZujte veskera nafizeni svého pracoviste.
NEOTEVIREJTE stinénou komoru dfive, nez provedete
nélezZita bezpecnostni opatfeni proti zareni dle nafizeni
vaSeho pracovisté.

V systému MEDRAD Intego NEPOUZIVEJTE
jina radiofarmaka nez '°F fluorodeoxyglukézu
(FDG) a °F fluoﬁ;d sodny qgaF). Pfi pouziti jinych
radiofarmak nez '°F FDG a '°F NaF mlze dojit

k poskozeni systému MEDRAD Intego a mlize dojit

k nepfesnému méfeni davky a nadmémé expozici zareni.
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ISLENSKA

Inngangur: Lesid upplysingarnar & pessu bladi vandlega adur
en MEDRAD Intego PET innrennslisbuinadur er settur upp eda
notadur. Skilningur & pessum upplysingum mun audvelda
notendum ad nota MEDRAD Intego-binadinn & druggan hatt.

Fyrirhugud notkun: MEDRAD Intego PET
innrennslisbuinadurinn er hannadur til ad gefa sjuklingum rétta
o0g nakvaema skammta af geislavirku lyfiunum "°F
fillordeoxygliikosa (FDG) og ®F natriumfldioridi (NaF), asamt
algengum skollausnum vid geislamyndatéku & sameindum

i greiningarskyni (i geislaleeknisfraedi). MEDRAD Intego PET
innrennslishtnadur gegnir einnig pvi hlutverki ad vernda
heilbrigdisstarfsfolk fyrir geislun sem fliior-18 (*®F) gefur fra
sér vid geislamyndatoku.

Abendingar um notkun: MEDRAD Intego PET
innrennslisbinadurinn er hannadur til ad gefa 8¢
fitlordeoxyglikosa (FDG), 8F natriumficioria (NaF), asamt
algengum skollausnum vid geislamyndattku i greiningarskyni.

ATHUGID: Einnota MEDRAD Intego-vorur sem merktar eru
fyrir 18F FDG eda "®F NaF eru aetladar til gjafar NaF med
hugbunadi af gerd CR10.1 eda nyrri. Hafid samband vid fulltria
Bayer ef porf er & vidbotarupplysingum varandi gjof '8F NaF.

Takmorkud sala: Matvaela- og lyfjaeftirlit Bandarikjanna
(FDA) takmarkar sélu & pessu teeki vid sélu beint til lzeknis
eda samkveemt skriflegri tilvisun laeknis.

A\ Vidvaranir

Stjornandi binadarins getur ordid fyrir alvarlegum
meidslum ef fyllstu varidar er ekki gaett begar verid er
a0 opna eda loka hlifunum yfir lokada hélfinu eda holfi
gjafasettsins. Gangid Ur skugga ad fingur klemmist ekki
begar verid er ad opna eda loka hlifunum yfir lokada holfinu
eda holfi gjafasettsins.

Eingongu vokvaras bunadarins er s2fd og an
sotthitavalda. Notid ekki i seefdu umhverfi eda par sem
smitgat skal vioh6fd an pess ad gripa til videigandi radstafana.

Ef slangan med saltlausninni er skemmd er haetta
a blodreki lofts eda rongum inndalingarskammti.
Geetid pess ad klemma slonguna med saltlausninni ekki
inni i deelunni par sem slikt getur skemmt gjafasettio.

Heetta er a lifefnamengun ef ekki er farid eftir
smitgatarreglum. Fylgid vinnureglum stofnunar
begar skilrim hettuglassins er sotthreinsad.

Heetta a geislun: Inndzlingarbunadurinn getur
innihaldid geislavirk efni. Ekki ma teygja sig undir
vagninn medan bunadurinn er i gangi. Ekki ma fiarleegja
adgangshlifar medan bunadurinn er i gangi.

Notid ekki ef s&efdu umbudirnar eru opnar eda
skemmdar. Sjuklingur eda stjérnandi bunadarins geta
ordid fyrir meidslum ef umbudirnar eru opnar eda
skemmdar eda ef skemmdir ihlutir eru notadir. Skodid
innihald og umbudir fyrir hverja notkun.

4 e o

Heetta a gudhoppum. Innrer lyfsins
inniheldur oddhvassa hluti. Til ad fyrirbyggja meidsli
skal medhondla innrennslisbinad lyfsins med itrustu
varud. Fargid oddhvéssum hlutum i samraemi vid
vinnureglur vidkomandi stofnunar.

EKKI ma nota innrennslisbunad lyfsins med fleiri en
einu fjdlskammta hettuglasi. Efinnrennslisbunadur lyfsins
er notadur med fleiri en einu fidlskammta hettuglasi getur
pad valdid sjuklingnum eda stjérnanda bnadarins skada.

Heetta a geislun. Ef hlifin yfir lokada hoélfinu er notud
sem vinnusvadi getur stjornandi bunadarins ordid
fyrir geislunarahrifum. Ekki skal nota hlifina yfir lokada
hélfinu sem vinnusvaedi medan geislavirk efni eru til stadar
i kerfinu. Ef hlifin er notud sem vinnusvaedi eda ef eitthvad
er sett ofan & hlifina medan hin er opin getur pad skadad
hlifina og dregid Ur getu hennar til ad vernda gegn geislun.

Haetta a geislun. Geislavirk lyf gefa fra sér gammageisla.
begar geislavirk lyf eru medhdndlud skal syna ytrustu adgat.
Ef videigandi vartdarradstofunum er ekki fylgt geta skammtar
farid yfir leyfilegan hamarksskammt. Pegar geislavirk efni eru
medhdndlud og peim fargad skal fylgja dllum vinnureglum
vidkomandi stofnunar. EKKI mé opna lokada holfid an pess
a0 gera fyrst videigandi vartdarradstafanir gegn geislun, eins
og peer eru settar fram hja viSkomandi stofnun.

EKKI ma nota onnur geislavirk lyf en T8p
fliordeoxyglikésa (FDG) eda '°F natriumfliorid (NaF)
med MEDRAD Intego-binadinum. Notkun geislavirkra
lyfja annarra en 18F FDG eoa '8F NaF getur valdid
skemmdum & MEDRAD Intego-bunadinum. Auk pess
getur slikt valdid rangri meelingu & skdmmtum og/eda

of mikilli Utsetningu geislavirkra efna.

Ef slangan klemmist pegar hlifinni yfir lokada holfinu er
lokad er hatta a rongum inndalingarskammti eda leka
geislavirkra efna. Tryggid ad slangan og allt sem tilheyrir

gjafasettinu sé rétt sett upp adur en hlifinni yfir lokada hélfinu
er lokad.

Ef 6safdir ihlutir eru notadir er haetta & ad sjuklingurinn
fai sykingu. Tryggid ad allir einnota hlutir haldist
daudhreinsadir med pvi ad vidhafa smitgatarvinnubrogd.

Leidslur ur pélyvinylkléridi (PVC) i gjafasetti sjtklings
innihalda DEHP, efni sem samkvaemt Kaliforniuriki veldur
feeBingargdllum eda 66rum skadlegum ahrifum & aexiun.

Greint hefur verid fra pvi ad paldt, & bord vié DEHP, i mjog
storum skdmmtum hafi valdio feedingargdlium hja
tilraunadyrum. bratt fyrir ad takmdrkud visindaggn liggi fyrir
um ahrif palata & menn radleggja heilbrigdisyfirvold ad draga
skuli Ur snertingu vid taeki sem innihalda pessi efnasambond
eins mikid og mogulegt er hja bémum, barnshafandi konum
0g konum med barn & brjosti.

A\ Vidvaranir

Ef taeki eru merkt sem einnota, athugid: Pessi vara er
adeins atlud til notkunar i eitt skipti. Hana skal ekki
sotthreinsa aftur, endurvinna eda endurnota. Einnota
teeki eru adeins gerd og vidurkennd fyrir notkun i eitt
skipti. Endurnotkun einnota teekja skapar heettu a bilun
og aheettu fyrir sjuklinginn. Méguleg bilun i binadi & m.a.
vid um slit ihlutar vid langvarandi notkun, bilun ihlutar

og kerfisbilun. Méguleg aheetta fyrir sjuklinginn er medal
annars meidsli vegna bilunar i teekinu eda syking par
sem bunadurinn er ekki vidurkenndur til hreinsunar eda
endursétthreinsunar.

Ef gjafasettio er notad aftur eda sfd vinnubrogd ekki
vidhofé getur pad valdid lifefnamengun. EKKI nota
aftur eda reyna ad endurseefa. Fargid einnota hlutum &
videigandi hétt eftir notkun. Ef hugsanlegt er ad smitun hafi
att sér stad vid uppsetningu eda notkun skal taka bunadinn
i sundur og setja upp nyjan daudhreinsadan binad.

DEHP er somuleidis & skra yfir umsoknarefni fyrir sérlega
varasom efni (SVHC) samkvaemt 59. grein i REGLUGERD
(EB) nr. 1907/2006 um skraningu, mat, leyfisveitingu og
takmarkanir ad pvi er vardar efni (REACH).

Heiti efnis: Bis (2-etyl(hexyl)palat) (DEHP)

CAS-numer: 117-81-7

EB-numer: 204-211-0

INNRENNSLISBUNABUR LYFSINS SETTUR UPP

begar nytt fidlskammta hettuglas er sett upp parf alltaf ad

setja upp nyjan innrennslisbinad lyfs. Sejid fjolskammta

hettuglasid og innrennslisbinad lyfsins upp i lokada hélfinu
med eftirfarandi verklagi:

1. Losi® um kraekjuna sem festir hlifina yfir holfinu og rennid
hlifinni yfir ad fremri hluta vagnsins til ad f4 adgang ad
lokada hélfinu.

2. Opnid einnota bakkann og takid innrennslisbinad lyfsins
Ur umbddunum.

3. Setjid pokann med saltlausninni & krokinn sem er aftan
& vagninum nalaegt handfanginu og setjid oddinn & enda
innrennslisbinads lyfsins inn i pokann med saltlausninni.

4, Setjid slonguna med saltlausninni inn i deeluna fyrir
saltlausnina pannig ad tengid sé & milli deelunnar og
pokans med saltlausninni, en p6 nalaegt deelunni.

5. Setjio slonguna med saltlausninni | klemmuna og preedid
hana eftir leid innrennslisbinadar lyfsins, byrjid vid
deeluna fyrir saltlausnina og endid vid holfid par sem
hettuglasshlifin verdur sett i.

ATHUGID: Gangid ur skugga um ad slangan med

saltlausninni sé fyrir midju & deelukeflunum. Slangan mé

ekki fara undir keflin. Pegar deeluhurdinni er lokad parf ad
tryggja ad slangan med saltiausninni sé fyrir midri hurdinni
pannig ad hn klemmist ekki.

6. Setjid hylki fyrir oddhvassa hluti & klemmuna & hlifinni.
Slangan sem fer Ut Ur hylkinu fyrir oddhvassa hluti aetti
ad beinast i att ad RP-deelunni.

ATHUGID: Ekki mé fiarlaegja hlifdarhettur af nalum i hylkinu

fyrir oddhvassa hluti.

7. Setjié samrennsliseininguna i videigandi haldara
4 innrennslisbunadi lyfsins.

8. Gangid Ur skugga um ad skammtakvardari sé tdmur &dur
en spélan er sett i.

9. Setjio spoluna i skammtakvardarann pannig ad lausu
endar sléngunnar snui upp.

ATHUGID: Gangid ur skugga um ad spélan sé sett nedst

i skammtakvardarann.

10.Rullid pokanum fyrir Grgang Ut og setjid hann ofan

i lokada urgangsholfid.

11.Setjid T-tengid i hélduna.

12.Setjid pann hluta sldngunnar sem er & milli T-tengisins og

urgangspokans i Urgangsklemmulokann.

ATHUGID: Klemmulokinn er opnadur med pvi ad yta &

takkann ofan & lokanum.Til ad setja slénguna i lokann parf

ad renna sldngunni inn i lokann medan ytt er & hnappinn.
13.Setjid hlifina & Urgangsklemmulokann.

14.Setjid bann hluta sléngunnar sem er & milli T-tengisins

og hreinsanlega lokans i kiemmulokann fyrir gjafasett
sjuklings.

ATHUGID: Klemmulokinn er opnadur med pvi ad yta &

takkann ofan & lokanum. Til ad setja slénguna i lokann parf

ad renna slongunni inn  lokann medan ytt er & hnappinn.

15.Setjid hlifina & klemmulokann fyrir gjafasett sjuklings.

16.Setjid lausa endann & innrennslisbanadi lyfs (kemur at ar
klemmuloka fyrir gjafasett sjklings) inn i loftskynjarann.

17.Med bvi ad nota handfang hdlfsins fyrir hettuglasshlifina
skal lyfta loki hlifarinnar beint upp og snua lokinu svo
rangseelis.

18.Lok hlifarinnar er & hjdrum. Lyftid lokinu til ad sja

klemmuna fyrir hylkid fyrir oddhvassa hluti.

19.Setjid lok hlifarinnar yfir hylkid fyrir oddhvassa hluti.

20.Setjid hettuglasshlifina, med nyju hettuglasi med

geislavirka lyfinu sem & ad nota ofan i holfid fyrir
hettuglasshlifina. Takid EKKI lokid sem veitir adgang ad
hettuglasinu af hettuglasshlifinni. Latid burdarhandfangid
vera 4 hettuglasshlifinni.

ATHUGID: Hettuglasshlifin er med &fastri laesingu pannig

ad adeins er haegt ad setja hlifina inn i holfid med pvi ad lata

hana falla ad laesingunni & veggjum holfsins.
21.Takid lokid af hettuglasshlifinni med pvi ad yta
burdarhandfanginu nidur, snua lokinu sem veitir adgang
ad hettuglasinu rangsaelis og lyfta pvi svo beint af.

22.Fylgid vinnureglum stofnunar um smitgat pegar skilrim
hettuglassins er sétthreinsad.

23.Setjid oddhvossu nalarhlutana i fidlskammtahettuglasid

med pvi ad snta loki hlifarinnar aftur og prysta nalunum
beint nidur i hettuglasid.

24.Tengid leidslurnar ur hylkinu fyrir oddhvassa hluti vié

RP-deeluna. Tryggid ad kragi slongunnar liggi fyrir utan
RP-deeluna, & peirri hlid sem er naest hélfinu fyrir
hettuglasshlifina. Lokid deelulokinu.

25.Gangid ur skugga um agd allur innrennslisbtinadur

lyfsins liggi nidri i rasinni, ad handfangid & holfi
hettuglasshlifarinnar sndi nidur, sléngurnar séu
rétt uppsettar og ad hurd RP-daelunnar sé lokud.
Lokid hlifinni & holfinu.

ATHUGID: Fylgid vinnureglum stofnunar til ad tryggja

ad geislavirka lyfinu sem nota & sé tryggilega komid fyrir

i MEDRAD Intego PET innrennslishdnadinum.

ATHUGID: MEDRAD Intego PET innrennslisbtinadur

er hannadur til notkunar med hefdbundnum laesingum.

Leesing fyrir kerfid fylgir ekki fra Bayer.

26.Fzerid inn greiningarupplysingar fyrir fiolskammtahettuglas

samkvaemt leidbeiningunum i kaflanum
,Greiningarupplysingar um fidlskammtahettuglas feerdar
inn“ i notendahandbék MEDRAD Intego.

GJAFASETT SJUKLINGS SETT UPP

Setjid avallt upp nytt gjafasett fyrir hvern sjikling.

Setjid gjafasettid upp med eftirfarandi adferd:

1. Opnid lok hlifarinnar fyrir ofan sveedi gjafasettsins
4 lokada holfinu.

2. brifid hreinsanlega lokann a fjarleegari enda
innrennslisbinadar lyfsins med pvi ad fylgja
smitgataradferdunum sem lyst er i vinnureglum
vidkomandi stofnunar.

3. Tengid gjafasettid vid hreinsanlega lokann & fjarleegari
enda innrennslisbinadar lyfsins.

4. Leidid gjafasettio ut annadhvort haegra eda vinstra megin
um hlifina, eftir pvi vid hvora hlid sjuklings MEDRAD
Intego PET innrennslisbinadurinn er stadsettur.

5. Gangid Ur skugga um ad gjafasettid klemmist ekki og lokid
loki hlifarinnar.

ESPANOL (LATAM)
Introduccion: Lea toda la informacion que figura en este
documento antes de instalar o usar los equipos de
administracion del sistema de infusion para PET Intego de
MEDRAD. Comprender esta informacion ayudara al usuario
a utilizar el sistema Intego de MEDRAD de manera segura.

Uso previsto: El sistema de infusion para PET Intego de
MEDRAD est4 disefiado para administrar dosis exactas de
radiofarmacos marcados con '°F-fluorodesoxiglucosa (FDG)
y 18F-fluoruro de sodio (NaF) y soluciones fisioldgicas de uso
habitual a pacientes durante procedimientos de diagnéstico
mediante técnicas de imagen molecular (medicina nuclear).
El sistema de infusion para PET Intego de MEDRAD también
esta pensado para proteger eficazmente al personal

médico de la exposicion a la radiacion del fliior-18 (8F)
durante procedimientos diagndsticos de medicina nuclear.

Indicaciones de uso: El sistema de infusién para PET
Intego de MEDRAD esté indicado para administrar 8.
fluorodesoxiglucosa (FDG), '®F-fluoruro de sodio (NaF)
y soluciones fisioldgicas habituales a pacientes durante
procedimientos de imagen molecular (medicina nuclear).

NOTA: los consumibles Intego de MEDRAD con la etiqueta
"8F-FDG o '8F-NaF estan indicados para administrar NaF
con la version de software CR10.1 o versiones posteriores.
Péngase en contacto con el representante de MEDRAD
para obtener informacion adicional sobre la administracion
de "8F-NaF.

Venta restringida: La FDA (Organismo para el control de
alimentos y medicamentos de los EE. UU.) restringe la venta
de este producto a médicos o a personas con la autorizacion
por escrito de un médico.

Informe a Bayer de cualquier incidente grave que ocurra en
relacion con este dispositivo (radiology.bayer.com/contact) y
a su autoridad europea competente local (o bien, donde
corresponda, a la autoridad reglamentaria apropiada del pais
en el que se produjo el incidente).

/\ Advertencias

Respecto de los dispositivos identificados para un
solo uso, tenga en cuenta lo siguiente: este producto
esta indicado para un solo uso. No volver a esterilizar,
reprocesar ni reutilizar. Los dispositivos desechables
han sido disefiados y probados para un solo uso. La
reutilizacion de los dispositivos desechables de un solo
uso podria poner en riesgo al paciente y provocar fallas en
el dispositivo. Las posibles fallas del dispositivo incluyen
deterioro significativo de los componentes con el uso
prolongado, falla de los componentes y del sistema.

Los posibles riesgos para el paciente incluyen lesiones
por causa del malfuncionamiento del dispositivo o
infecciones debido a la imposibilidad de certificar que

el dispositivo esté limpio y nuevamente esterilizado.

Reutilizar el equipo de administracion del paciente

o no aplicar técnicas asépticas puede provocar
contaminacion bioldgica. NO lo reutilice ni intente
volver a esterilizarlo. Deseche adecuadamente todos

los componentes desechables usados. Si existiese la
posibilidad de contaminacién durante la instalacion o el uso,
desarme el conjunto e instale un nuevo producto estéril.

El operador puede sufrir lesiones graves si no tiene
cuidado al abrir o cerrar las tapas de la camara blindada
o del compartimiento del equipo de administracion del
paciente. Procure apartar los dedos al abrir o cerrar la tapa
de la cdmara blindada o la tapa del compartimiento del
equipo de administracion del paciente.

La Unica parte estéril y apirogénica es el circuito de
liquidos del equipo. No usar en un area estéril 0 aséptica
sin tomar las debidas precauciones.

Si la linea de solucion salina esta danada, puede
producirse una embolia gaseosa o inyectarse una
dosis incorrecta. Procure no pinzar el tubo de solucion
salina dentro de la bomba de solucion salina, ya que
podria dafiar el equipo de administracion.

Si no se emplean técnicas asépticas puede
producirse contaminacion biolégica. Siga las
normas del centro para desinfectar el tabique del vial.

Peligro de exposicion a radiacion: el inyector puede
contener materiales radiactivos. No cologue la mano
por debajo del carro mientras el sistema contenga
actividad radiactiva. No quite los paneles de acceso
mientras el sistema contenga actividad radiactiva.

No usar si el envase estéril parece estar abierto o
dafiado. El uso de componentes dafiados o procedentes
de un envase que estuviera abierto o dafiado puede
causar lesiones al paciente o al operador. Examine

el envase y el contenido antes de usarlo.

Peligro de puncion. El SAS contiene objetos punzantes.
Para evitar lesiones, tenga cuidado con los objetos
punzantes al manipular el SAS. Deseche los objetos
punzantes siguiendo las instrucciones especificas del centro.

NO utilice el equipo de administracion de suministros
con mas de un vial multidosis. El uso del equipo de
administracion de suministros con mas de un vial multidosis
podria ocasionar lesiones al paciente o al operador.

Peligro de exposicion a radiacion. El uso de la tapa de
la camara blindada como espacio de trabajo puede
exponer al operador a un exceso de radiacion. No use
la tapa de la camara blindada como espacio de trabajo
mientras haya materiales radiactivos presentes en el
sistema. Usar la tapa como espacio de trabajo o colocar
articulos sobre ella estando abierta podria dafiar la tapa,

reduciendo su capacidad protectora contra la radiacion.




/\Advertencias

Peligro de exposicion a radiacion. Los radiofarmacos
emiten radiacion gamma. El operador debe tener sumo
cuidado cuando manipule radiofarmacos. Si no se toman
las debidas precauciones, las dosis pueden superar la
dosis maxima permisible. Siga todas las instrucciones del
centro para la manipulacion y eliminacion de materiales
radiactivos. NO abra la cdmara blindada sin tomar antes
las precauciones antirradiacion que indiquen los
procedimientos del centro.

NO use nlngun radiofarmaco con el 5|stema Intego que
no sea 'oF- -fluorodesoxiglucosa (FDG) o "®F-fluoruro de
sodio (NaF) con el sistema Intego de MEDRAD. El uso
de radiofarmacos distintos de "8F-FDG o "8F-NaF puede
dafiar el sistema Intego de MEDRAD y dar lugar

a mediciones de dosis inexactas 0 a una exposicion
excesiva a la radiacion.

Si latapa de la camara blindada se cierra sobre el juego
de tubos, podria inyectarse una dosis incorrecta

o producirse una fuga de radiacion. Asegurese de que
el juego de tubos y todos los componentes del equipo de
administracion estén correctamente instalados antes de
cerrar la tapa de la camara blindada.

El uso de componentes no estériles puede provocar una
infeccion al paciente. Mantenga la esterilidad de todos los
componentes desechables empleando técnicas asépticas.

Los tubos de PVC del PAS contienen DEHP, una sustancia
quimica que, a juicio del estado de California, puede
provocar defectos de nacimiento u otro tipo de dafios
reproductivos.

Existen informes de que las dosis muy elevadas de ftalatos
como el DEHP provocan defectos congénitos en animales
de experimentacion. Aunque no hay muchos datos
disponibles sobre el efecto de los ftalatos en los seres
humanos, las autoridades sanitarias recomiendan reducir al
minimo la exposicion de los nifios y mujeres embarazadas o
lactantes a productos que contengan estos compuestos.

EI DEHP también es una de las sustancias que figuran en la
lista de candidatos a sustancias altamente preocupantes
(SVHC, por sus siglas en inglés) segun el articulo 59 de la
NORMATIVA (CE) n.° 1907/2006 sobre el registro,
evaluacion, autorizacion y restriccion de productos quimicos
(REACH, por sus siglas en inglés).

Nombre de la sustancia: Di(2-etilhexil)ftalato) (DEHP)
Numero CAS: 117-81-7

Namero EC: 204-211-0

INSTALACION DEL EQUIPO DE ADMINISTRACION DE

SUMINISTROS (SAS)

Cuando vaya a usar un vial multidosis nuevo, instale

siempre un SAS nuevo. Instale el vial multidosis y el SAS

en la cdmara blindada siguiendo el procedimiento que se
indica a continuacion:

1. Quite el seguro que cierra la tapa de la cdmara y deslice
la tapa hacia la parte frontal del carro para dejar al
descubierto la cdmara blindada.

2, Abra la bandeja desechable y saque el SAS del envase.

3. Coloque la bolsa de solucion salina en el colgador de
la parte trasera del carro, cerca del asa, e introduzca
el punzon del extremo del SAS en la bolsa de
solucién salina.

4. Introduzca el tubo de solucién salina en la bomba de
solucion salina, de modo que el conector quede situado
entre la bomba y la bolsa de solucién salina proximo
alabomba.

5. Introduzca el tubo en la pinza de sujecion y extienda
el tubo de solucion salina a lo largo del canal del
SAS, desde la bomba de solucion salina hasta el
compartimiento del protector para viales en el que
dicho protector habra de instalarse.

NOTA: asegurese de que el tubo de solucion salina esté

centrado sobre los rodillos de la bomba. El tubo no debe

colgar por debajo de los rodillos. Al cerrar la puerta de la
bomba, procure que el tubo de solucién salina esté bien
centrado en la puerta para no aplastarlo.

6. Introduzca el cartucho de agujas en la pinza de la tapa de
blindaje. El tubo que sale del cartucho de agujas debe
estar orientado hacia la bomba de radiofarmacos.

NOTA: no retire la tapa protectora de las agujas

del cartucho.

7. Introduzca la confluencia en el soporte de la confluencia
del SAS.

8. Compruebe que el calibrador de dosis esté vacio antes
de instalar el serpentin.

9. Introduzca el serpentin del SAS en el calibrador de dosis
con los extremos sueltos del tubo hacia arriba.

NOTA: asegrese de que el serpentin del SAS esté

colocado en el fondo del calibrador de dosis.

10.Desenrolle la bolsa de residuos e introdizcala en
el depdsito de residuos blindado.

11.Inserte el conector en T en el retén.

12.Coloque la seccion del tubo situada entre el conector en
Ty labolsa de residuos dentro de la vélvula de pinza de
los residuos.

NOTA: la valvula de pinza se abre apretando el boton

de la parte superior de la misma. Para instalar los tubos,

deslicelos dentro de la valvula mientras mantiene el botén

apretado.

13.Instale la cubierta de la vélvula de pinza en la vélvula de

pinza de los residuos.

14.Coloque la seccion del tubo situada entre el conector

en Ty la valvula lavable dentro de la valvula de pinza
del PAS.

NOTA: la valvula de pinza se abre apretando el boton
de la parte superior de la misma. Para instalar los tubos,
deslicelos dentro de la valvula mientras mantiene el botén
apretado.
15.Instale la cubierta de la valvula de pinza en la vélvula de
pinza del PAS.
16.Inserte el extremo libre del SAS (que sale de la valvula
de pinza del PAS) en el detector de aire.
17.Usando el asa del compartimiento del protector para
viales, levante la tapa de blindaje verticalmente y girela
hacia la izquierda.
18.La tapa de blindaje es abatible. Levante la tapa para
dejar al descubierto la pinza del cartucho de agujas.
19.Baje la tapa de blindaje sobre el cartucho de agujas.
20.Coloque el protector para viales con un vial lleno
del radiofarmaco que se vaya a emplear en el
compartimiento del protector para viales. NO quite la
tapa de acceso al vial del protector para viales. Deje
el asa de transporte puesta en el protector para viales.
NOTA: el protector para viales esta disefiado de manera
que solo pueda introducirse correctamente en el
compartimiento del protector para viales con los postes
apoyados sobre las areas correspondientes ubicadas
junto a las superficies planas del protector para viales.
21.Quite la tapa del protector para viales empujando hacia
abajo el asa de transporte, girando la tapa de acceso
al vial hacia la izquierda y luego levantando la tapa en
linea recta.
22.Utilice métodos asépticos como se indica en las
instrucciones especificas del centro para desinfectar
el tabique del vial.
23.Introduzca las agujas en el vial multidosis girando la tapa
de blindaje para volver a colocarla sobre la cavidad
y empujando las agujas directamente contra el vial.
24.Introduzca el tubo procedente del cartucho de agujas en
la bomba de radiofarmacos. Asegurese de que el collar
del tubo quede colocado justo fuera de la bomba de
radiofarmacos, en el lado més préximo al
compartimiento del protector para viales. Cierre la tapa
de la bomba.
25.Compruebe que todo el SAS esté bien extendido dentro
del canal, que el asa del compartimiento del protector
para viales esté baja y que la puerta de la bomba de
radiofarmacos esté cerrada con el tubo completamente
instalado. Cierre la tapa de la camara.
NOTA: siga los procedimientos del centro para garantizar
que el radiofarmaco prescrito esté bien asegurado dentro
del sistema de infusion para PET Intego de MEDRAD.
NOTA: el sistema de infusién para PET Intego de MEDRAD
esta disefiado para usarse con cierres estandar. MEDRAD
no suministra ningun cierre con el sistema.
26.Introduzca los datos del ensayo del vial multidosis
siguiendo el procedimiento que se indica en el parrafo
“Introduccion de datos del ensayo del vial multidosis”
del manual de funcionamiento del sistema Intego
de MEDRAD.

INSTALACION DEL EQUIPO DE ADMINISTRACION DEL

PACIENTE (PAS)

Instale siempre un PAS nuevo para cada paciente. Instale

el PAS mediante el siguiente procedimiento:

1.Abra la cubierta de proteccion de la parte de la camara
blindada correspondiente al PAS.

2. Limpie la valvula lavable del extremo distal del SAS
siguiendo las técnicas asépticas descritas en las
instrucciones especificas del centro.

3. Conecte el PAS ala vélvula lavable del extremo distal
del SAS.

4. Dependiendo del lado del paciente donde esté colocado
el sistema de infusion para PET Intego de MEDRAD,
disponga el PAS para que salga por el lado izquierdo
o derecho del blindaje.

5. Cierre la cubierta de proteccion asegurandose de no
aplastar el PAS.

frj A h s

f89y: 75 %ol 4 7T] MEDRAD Intego PET fil# %5F
gﬂutﬁﬁ%éﬁ% B A SR SRR, T

iR I LA ) T%ﬁﬂﬁmﬁ?i\lti%ﬂ: MEDRAD Intego

R

B33 : MEDRAD Intego PET 24 Ezﬁé’aé'@,éﬁ
W TS PRI EY) shid i
ik 18F Jit U &% (18F-FDG) Bk 18F
By (18F-NaF ) JECH 12540 LA I 3 pie i«
ROULRETERL R o buﬁuﬁwmﬁﬂxm%ﬁéﬁ
ARSI, DARAD 18 (18F) ;

o

EAREE: Al FES FRE ()
PSR F ) A ARIORS R A 18F S

ﬁ“*ﬁ (FDG) F1 18F %ifb4N (NaF) JSUHE2%
u&%mgﬁm
b5 '°F FDG o "®F NaF ) — b 4LeE T

1 CR10 i %nﬁmﬁmswrfmﬁé NaF. Q% | fig 4y
Sk TOF NaF [958 205 8, 518 & Bayer fLK.

BEIRE: FEEASRZGEER é‘Food and Drug
Administration, FDA) R iil] A< 8 %3 ] 5 5 45 [ it
FAT BRI HRAUA 5

15 ] Bayer radlolo%y bayercom/contact) VS 214 Hb IR

HEEIHY (3 fia) 5 AE S A [ (1
lﬁjaél”*;ﬁff)yﬁ }ﬁiﬁﬂiﬂ:ﬁ’]ﬂﬁ HAREHR

A A
N

WEE K ARCIEE, EES: kR
FR— ?kﬁﬁiﬁi HAE %f(Eﬁ\ X LEE
SEH. X PEAE A BT BT
RIEIE o %’Efﬁtﬁﬁ*(ﬁt&@i)ﬂfﬁﬁ""ﬂ%ﬁ%
RIS, 45 S SR XU . Y AE ¥ 80 i i L
FEAPEAE S AE 5 HBL™ SRR bR L
Je G S B R BOAIE T HEAT I Vi Bl
T, ﬁ%ﬁﬁ%ﬂ%ﬁ‘]fﬂ‘fﬂl&@?“l&ﬁ?‘&l}w
YT 2 A

B | dmpsh
by
HE

58S
i
&
Ik
Ny
fh
a

2
S
=
%‘t
el
=
s
HE
=
=
Iy
=
%
B
=
H

S | SR |

R 2t BRI . WARRIUE A1
TRBTTENE, 1§ 20 RT3 3 B E i X

B KERINZR, _J‘ﬁ“ve‘rﬁﬂj BEERER
IEEFIRER, V170550 L1 KR 0
K, T e 2 R

R RAEE R AT RIS BRAEYNT e H 14
%7 WU )9 S S U e /DN R Bk AT 1 25 o

ESTREAR: SR R SRR . W
A A A BT T B B R T FL 2, U120 s 1%
ﬁ«&%?}iu ARG S TS EPIIUN 15 214R 5

MRLEBECLIT ARSI, FAEMEH. o
Rk AT s, BUE A T BRI,
U e S SR Bl R D12 o AR AT R
[ TR RNHE YN

]

PR

RIfEK. SAS A& EFINIRIE . 7EALTE SAS Y
R/, LGRS BT LI 1R
S Ak BRI o

=

#
WRRERE B E— D J:B‘J%?fﬂ MEHL
SAL. A émﬁ‘v /I\U\J:E/J /N

]

°

2
AR LRy, R TR T
YEA BT B BN R R ey
VEVURRS , 7Bkl 10T (. 76
DR SUE NI 6 st
S, AR RER A A, W\ R AL
5 FOAR I B

A

IR R A T 0 SR A 5

\q
%:

BARELR. B %%ﬁmm%ﬁ& #
TEN A E A TR PE 25, 5% DR £ b i
ﬁ;@%*kﬁﬁémh hm U] 52 ) (¥4 55
ﬂgﬂ%ﬁﬂﬁﬁﬁﬁﬁ i A % DT AL B
TR AE I A EL S AR L0 45 2 SR . AEAR S
Eg%ﬁ%ﬂ&%ﬂﬁ#%ﬁmw,w%ﬂﬁ
T HC A o

3

sk O SN EA AR (FOG) & '5F FLs
(NaF) Uﬁfﬁﬁﬁﬁﬁlﬁi fiézg‘ 7= i Fi F* MEDRAD
Intego F45. AL T8F FDG 5 '8F NaF L4k

% i1 2, AT RE E‘ﬂ MEDRAD Intego %
f’?ﬁ F 0 fit S SR T AN HE B A s R

IS

5

MBS SRR, AR
THREGEIN , 17 1] AR o2 i1 b

HENAMFT RS BURE 23 B,

L]
T R AL R R
*
KA, REFIA — ] ifﬂﬁLT—Iﬁ

$%~W A

&
il
K
N

>
w

ffy PVC ﬁﬁ%’@ﬁ DEHP, 3 M| A A
7 mi&ﬁmﬁmw

=~

I [ESE

, L’#ﬁﬂlﬂﬂ@iv)&)LaﬂW#ﬁZ%ﬁﬁ
S 0] R A A IR B B

=
IS

26

PR WO T4 2% i E H—ﬁn %“i&%ﬂﬁ&’r&fﬂ
EACH) 1341 (EC) 47 1907/2006 5 43 59 %%, DI
%@‘TJ 1= 5 RN (SVHC) 1&1&m$#ﬁﬁﬂﬁ’]~
1 o
JRAAFR: AR IR (2- £3: ) g (DEHP)
CAS 5. {174 817
EC S 2042110

st
>%

RS (SAS)
%M&t%%m?ﬂadmﬁaﬁﬁmsmoﬁ
RALL T L DR /e B A JE$M&%&A
AR FH T (852 B i A, oK L 1 22
T 2l LA B

24T I — IR MEFEAL M@%*H&

3R KIS . %ﬁ%m&mﬁ%
L, 4 SAS it SHIER KRS

IR L VS PN Y S R SRURE
CES: Y P mﬁmu

5K BRI AN RFFREE T, ) %SMLﬁ%i@
EhAKAE I, A LKA Wuﬂaﬁ&ﬁﬁm

K LT R MR .
Tﬁ I\ﬁfﬁﬁ%?«&%ﬂ” B, Rz, ha@%k
A B ER KA AL, LA G “%*ETIH)“J—
6.:4¢ Sharps Cartridge ﬁ)\b?»ﬁ&mj_u’]f)\
Shafs Cartridge [ H} 714 % ™ 5 7] RP %% .
¥E: 152U T Sharps Cartridge 41k | i {#47 2
7. 4%/[/”1%%1#)\ SAS JL it #iv ] 1 7 «

9.4 SAS LRI A IR 0E, ﬁm%ﬁ%%%

.
. iR SAS ljal%H m&tﬁi%ﬁfﬂo
10, JEITIRBHS, K LN AT BE Mol RE 1A P fik
(2 o

A T IRHESKAE N B e 2 E
12.%

8. ?TTE%% [t 2 AR AL RS 2
]_

-"\f

X
%
r

jﬁgﬁ%5%$qzmm RS YN
I IR
YE: T @m%rﬁ,kHMWTﬂ# LS
P, IR ML uﬁ%F%HAﬂW
3L BORE A 2 1 e i
1M%T'%%%Tﬁmwﬂéwmﬁ%ﬁﬁ
PAS JEiE 1]

1R BRI L, S R AT Tt Baede
i, TE&T&&MHMJ %%AHW
15,75 PAS Je A5 I |- 2% Je i

A D A

hfﬁMﬂﬂm(Mms%

i ioaF

AT NI T 5 AT B
.)’E‘ﬁ%ﬁﬂ‘rﬁ

18.%%‘2%%& PR . Wi, &t Sharps

z<r

3]
E‘.

&
3
[}
e
%

=
ﬁﬂ]
>§t .
HHEERY
4
>3
ﬁ%ﬁ

X
=t
S
S
By
ol

Jiﬂiah.
22, &Hﬁﬁﬁf‘m*’] 7T:
AN B AT 4 )
ZSH}%%&%MEEU ﬁﬁ#ﬂ’u: J7, SRS KA kA
HH Jl‘}“gr)h\%?ﬂid\)? I I Pl S0
/\)I

24,484 )\ Sharps Cartridge # \ RP %2011, i {1
Hﬁ,‘%;fj—:prxﬂfJﬂ‘”B ¥ EEL%';J&/J‘HLE‘FM
BN ORISR .

25.5C I A% T, A SAS T
PIRAEIEIE Y, RS /N R R S AT

. 7'?“—’ T, LLL/SZ‘RPEIL«_H%PH KA MCAF 4 o

v IR B AL R AT AR B OR

THUH 2449 . 1E# [ 22 /£ MEDRAD Intego PET %%

=
4
N
=
C o
!
=2

FAN
E: WR¥E%IT, MEDRAD Intego PET %R #4575
FrAEBU R . Bayer JFoRBH R 45— it

(0=

2J6 i % 1% MEDRAD Intego BAETF IR “ SN2 5
/J\)E{HME. BTk R IR, WAL RN
LSS B o

ZHEBERBER (PAS)

lﬁ%z‘ AR B BTN PAS. H% IR LU B IR

*ﬁ PAS
A.5T I BERCR PAS (I | 7 KO . ) ~
23408 I%?{fmfmn %muyq:ﬁma@ﬂ*u&ﬁmr
A, JEIEALT SAS A AT HE AR

3. K¢ PAS TEJ5% 2 T+ SAS A Jii ) T 4 1 1 T .

4. 4135 MEDRAD Infego PET i/ % 25 54 HOH Xt
DLE, DTG A2 O 5] ) PAS .
5.1 & PAS R3Z2H Kk, Bl &

YKPAIHCBKA

Beryn. Mepen ™M, sik BCTaHOBM0BATY abio BUKOPUCTOBYBAT
KOMMIEKT ANs BBEAEHH iH XL iHcysiHoi cuctemm ans MET
MEDRAD Intego, 03HaioMTeCh 3 LiyiM JOKYMEHTOM. 3HaHHS Ljjei
iHchopmaLii foriomarae kopuctysayesi 6eaneyHo
BukopucToByBati cuctemy MEDRAD Intego.

Bukopuctanhs. IHdysiiiHa ciuctema ans MET MEDRAD Intego
Mp3Ha|era Ana TOHHOMO A03yBaHHS pamoq)apmgqesmwmx
npenaparis °F dropogesokeurniokosu (FDG) i *°F Harpito
ropug (NaF) i yHiBepcanbHux po3uHiB 4ns npoBeaeHHs
NPOMMBaHHS! NaLlieHTaMm Miif Yac SiarHOCTUYHIX NpoLieayp 3a
[I0MIOMOrOH MOTEKYMSIPHOI BisyarniaLii (SaepHoi MeauLvHY).
IHgbyailHa cuctema ans MET MEDRAD Intego Takox
npu3HayeHa, o6 3abesneqnTi MegniHoMy nepcoHarny
edpeKTMBHUIA 3axuCT BiA onpoMiHeHHs dhtopy-18 ('°F) nig
4ac NPOBEAEHHS jarHOCTUYHINX MPOLIGAYP LLMSIXOM SiAEpHOI
MEANLIMHM.

[Moka3aHHs fo 3acTocyBaHHA. IHysiitHa cuctema
anst MET MEDRAD Imego npu3HayeHa Ansi BBeAeHHs!
yH|Bepcaanmx poaqmms SF cropoaesokeurniokosn (FDG)
F HaTpito chropuay (NaF) Ans npoBeaeHHs NpoMUBaHHS
nauieHTaM nif Yac npovenyp MonekynsipHoi Bisyanisavji
(SmepHoi MeavLMHY).
MPUMITKA. MEDRAD Intego QAHOPa30BOr0 BUKODUCTAHHS,
MapKoBaHi /:u'm 8F FDG a6o '°F NaF, npusHayeri ans
noctasku NaF i3 nporpamHoto Bepcieto CR10.1 Ta nigHilLoi.
3a fonatkoBoto iHdhopmaLyiero LoAo 3acTocyBaHHs °F NaF
3BEPHITLCA [0 NPeACTaBHuKa Bayer.

O6MexeHuiA npoAax. YnpaBniHHs i3 caHiTapHoro Harnsay
3a AKICTHO Xap4oBKX NpoaykTia i MeankamenTis CLLA (FDA)

[Dl03BONSIE NPOAAX Lboro obnaaHanHs nikapsim abo ocobam,
L0 MaloTb MMCbMOBMIA A03BIN BiA Nikaps.

[po Gyab-siki CEPIO3HI IHLMAEHTH, LYO CTANNCS Y 3B'A3KY

3 LiM MPUCTPOEM, MOBIAOMIANTE KoMMaHito Bayer
(radiology.bayer.com/contact) i cBilt MicLieBI1 eBponeicbkuit
YNOBHOBaXEHWI opraH (abo, fie Lie MOXIMBO, BiANOBIAHUNA
peryniolumit opraH kpaiu, B sikilt BinGyBCS iHLMOEHT).

ﬁ
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24, Berasre Tpy6Ky 3 KapTpUXa 3 TONKaMM Y HACOC At nopadi
pagiothapmaLienTuyHoro npenapary. lepekoHaiitecs, Lo

chikcyBanbHi kinbLis Tpy6ky 3HaxoasTLCs GeanocepeHbo 3a

[Ina obnapHaHHs, sike NPU3HaYeHe Ansa OfHOPa3oBoro
BUKOPUCTaHHS, 3ayBaxTe, WO BUPIO NpU3HaUeHni nuwe
NS OfHOPa30BOro BUKOPUCTaHHs. He cTepunisyiite,

He 06poGnsiiTe i He BUKOPUCTOBYITE HOrO NOBTOPHO.
MpenmeTy, po3pobneHi Ta Npu3HaYeHi nuwe Ans
0AHOPa30BOro BUKOPUCTaHHS, NOTPIGHO 3aCTOCOBYBaTH
WL oAWH pas. [OBTOPHE BUKOPUCTaHHS OAHOPA30BMX
NPEAMETIB CTBOPIOE PU3UK HECTIPABHOCTI MPUCTPOIO Ta
Hebeanexy Ans navjeHTa. [1o noTeHLiHWX HecnpaBHoCcTeN
NPUCTPOIO HaMNexXaTb 3Ha4YHe 3HOLLEHHS! KOMTIOHEHTIB Yepe3
TpUBare BUKOPUCTAHHS, HECTIPABHOCTI KOMMOHEHTIB i 3601
cuctemu. [lo pu3nkiB ANs NaLlieHTa Hanexarb TpaBMy,
CMPUYUHEHI HECTIPABHICTIO NPUCTPOLO 860 iHchikyBaHHSM,
sike TPaNUIocs TOMY, LLO NPUCTPIN He BB NpU3HaYeHui
191 OYMLLIEHHS! 1 MOBTOPHOI CTepuniaaLyi.

BionoriuHe 3abpyaHeHHs Moxe OyTH BUKNMKaHe
NOBTOPHWUM BUKOPUCTaHHAM CUCTEMM BBEAEGHHSA
niKkiB ANA nauieHTa a6o HeAOTPUMaHHAM npoleayp
cTepunbHocTi. HE Bukopuctoyiite Ta HE crepunisyitte
NOBTOPHO. [1icrsi BUKOPUCTaHHS PETENbHO yTUNisyiiTe
0AHOPa30Bi eneMeHTH. SAKLLO eNnemMeHT 3abpyaHIOETbCS
nif, Yac BCTaHOBMEHHs abo BUKOpUCTaHHS, po3bepiTh

Ta BCTAHOBITb HOBWIA CTEPUMBHMIA MPOAYKT.

Y pa3i HeoGepexHOro NOBOAKEHHS Mif Yac BiAKPUBaHHS
200 3aKpUBaHHS! KPULLIOK 3aXWLLEHOI kamepy abo
BiflineHHA KOMNNeKTy Ans BBeAEHHS PiAVHUA NaLieHTy
MOXHa OTpMMaTh cepito3Hi TpaBmu. [epen TM sk
BiaKpvBaTY @60 3aKPUBATY KPULLIKY 3aXVLLEHOT Kamepu

abo BiaineHHst KOMNNEKTY ANst BREAEHHS PiAUHY NaLieHTy
NepeKoHalTeCs, LLIO BM He NOLUKOANTE NanbLy pyK.

TinbKu WNAX PiAUHN € CTEPUNBHUM | He NiPOTeHHUM.
[TloTpumyiiTech HanexXHUX 3aX0piB i3 BUKOPUCTaHHS B
CTEPUIBHUX | 3HE3APAKEHNUX MICLISIX.

MoBiTpsiHa emBonis Ta HeHaneXHi 403U iH KL
MOXYTb CPUYMHUTY NOWKOKEHHS TPYGOK Ans
BBeJeHHA chisionoriyHnx po3uuHis. MepekoHalitecs,
Lo Tpybka Ans BBEAEHHS iH'eKLl pa3oM 3 J03aTOPOM
He 3aTUCHYTa, TOMY LLO Lie MOXE NOLUKOZUTY CUCTEMY.

AKWoO He AOTPUMYBATMCh TEXHIKW 3HE3aPAXKEHHS],
6GionoriyHoro 3abpyAHEHHs He YHUKHYTU. [loTpumyiiTech

IHCTPYKL LLOA0 Ae3iHApeKLi CrsiHoT neperopoaku dnakoHa.

3arpo3a pagioakTUBHOrO ONpOMIHeHHs!. IH'ekTop Moxe
MiCTUTU papioakTuBHI MaTepianu. He sarnspaiire nig
KPULLIKY MOKM cucTema npaLjoe. He sHiMalite naHens AocTyry
MoKV CICTEMA MPaL|ioe.

He BUKOpUCTOBYIATE, AIKLLO CTEPUNBHUIA NAKET BiAKPUTHIA
260 nowwkomkeHwiA. BinkpuTa abo noLKomKeHHs ynakoska
41 BUKOPUCTaHHS 3iNCOBAHINX KOMMOHEHTIB MOXe MPU3BECTM
710 TpaBMyBaHHs navjeHTa abo onepartopa. OrnsiHbTe BMICT

i ynaKoBKy nepef; BUKOPUCTaHHAM.

TMowKoAKEHHS KOMMOHEHTIB WNSXOM NPOKONHBAHHA.
KomnnexT ans BBeAEHHS PiAHUA MICTUTL rocTpi
petani. LLlo6 yHMKHYTU TpaBMyBaHHA, BOTPUMYITECA
3acTepexHNX 3axopiB Nia Yac BUKOPUCTAHHS rOCTPUX

I TiB y npoueci yaraujii TiB ANA
BBeAEHHs PiAUHN. YTUNi30BYiATe rOCTPi NPeAMETH 3rifHO
3 iHCTPYKLisMM.

HE BMKopUCTOBYiATe CUCTEMY BBEAGHHS iH €KLl GinbLue
HiX 3 0AHUM BaraTof030BMM hriakoHoM. Lie Moxe
CIPUYMHUTIA TPABMYBaHHS NaLjieHTa abo oneparopa.

3arposarf TUBHOTO O PUCTaHHA
KPULLKY 3aXULLEHOT KaMepu sik poGoyoro npocTopy Moxe
CRIPUYMHUTY HaBMipHe ONPOMIHIOBaHHS oneparopa. He
BIKOPUCTOBYITE KPYILLIKY 3aXMLLEHOT kamepy sik poBoye MicLie
MOKM Y CUCTEMi € paaioakTMBHI PE4OBMHU. BukopucTaHHs
KpuLLIKi 5ik poBo4oro npocTopy abo poamiLLieHHs npeameTia
Ha KpULLILY, KOTIW BOHA BIJKPUTA, MOXe MOLLKOAUTI KDULLIKY,
LU0 nepeLLKoxae 3abe3neyeHHIo BianoBiAHOro pagiaLjiitHoro
3aXUCTY.

3arpo3a paajioakTMBHOTO ONPOMIHEHHS.
PapjochapmaLieBTUYHI NpenapaTi BUNPOMiHIOWTbL
ramma-npomei. Onepatop nosiHeH 06epexHo npaLiosaTn
i3 pagiochapmaLeBTYHAMM NpenapaTtamu. FKLLO BifnoBiaHi
3axoau 6e3nexy He BUKOHYHOTLCS HANEKHUM YUHOM,

10311 MOXYTb NEPEBHLLYBATV MAKCUMATLHO [l03BOMEHI.
[lotpumyiTech BIAMOBIHNX iHCTPYKLiA OO MOBOMKEHHS
Ta yTunisauyi pagjoaktueHux matepianis. HE inkpusaiite
3aXWCHY Kamepy NepLL HiX MPOBOAVTY 3aX0au i3
BUNPOMIHIOBAHHS, SIK 333HAYEHO B IHCTPYKLISX.

3 cucremoto MEDRAD Intego HE BukopucToByiiTe
XopHi pagiothapmaLeBTMuYHI NpoayKTY, kpiM '°F
¢nioopopesokcurntokoau (FDG) abo '°F Hapito chTopy
(NaF]. BukopucTanHa papiochapmaLieBTUHHIX Npenaparis,
Kpim 8F FDG a6o '°F NaF, MOXe nowkoauTy cuctemy
MEDRAD Intego i cnpy4mH1TY HETOUHE BUMIpIOBaHHS 4031
| HaaMIPHWA pagioaKTUBHWUIA BNMKB.

AKWO KPULLIKa 3aXULLEHOT Kamepy 3aTuckae Habip
TPYGOK, Lie MOXe CPUYUHUTY HenpaBunbHe A03yBaHHA
iH'eKuii aBo BuTiK pagiauii. MepexoHaiitecs, LWo nepes
TIM, Ik 3aKPUBATY KPULLIKY 3aXWLLEHOI kamepy, Habip TpyBok
i BCi KOMMOHEHTM BCTAHOBEHi MPaBIbHO.

BuKopurCTaHHs HeCTepPUNEHIUX KOMMOHEHTIB MOXe CTaTh
NPUYMHOLO iHdhiKyBaHHs navieHTa. TpUManTe CTepUbHIMMU
BCi 0AHOPA30Bi KOMMOHEHTH.

Tpy6ka MBX B UboMy Habopi OAHOPa30BOMY CTEPUITBHOMY
[na naujerta mictTb [IEF® — ximivHy pe4osiHy, Bigomy
B WTaTi KanichopHist ik Taka, LLO CMPUIMHSIE BPOLDKEHI
[niecheKTy UM 3aBfae iHLLY PenpoayKTUBHY LLKOAY.

BusiBneHo, Lo HaaTo Benuki foav chTanaris, sk-o1 JEF®,
CTIPUYMHSIOTh BPOZKEH: AecbexTy B nabopaTopHuX TBapHH.
Xo4a npo BnnMB chTanatis Ha MOANHY HEMae 0CTaTHLOI
KINbKOCTi HayKOBMX AaHIX, OPraHit OXOPOH 3[10POB'st
PEeKoMEHAYIOTb MaKCUManbHO OBMEXITU KOHTAKTYBaHHS
[iTed, BarTHUX XIHOK i XIHOK y nepiog nakTaLyi 3 npunagamy,
5Ki MICTATb L{ji KOMMOHEHTY.

HaCoCOM 3 CTOPOHM, po3TaLLIoBaHoi Brivkye Ao Biaziny
€KpaHOBaHOrO (hrakoHy. 3aKpuiATe KPULLKY Hacoca.

25, [NepekoHaiTecs LLO BECb KOMMNEKT ANst BBEAEHHS PiAH1
NIEXNTb PIBHO B MEXax KaHany, pyyky BifCiKy 3aX1CHOro
(hnakoHy NOBEPHYTO BHY3, | IBEPLIATA HACOCY 3aKpuTi,

a cuctema TpyBoK NOBHICTIO BCTaHOBMEHa. 3akpuitte

KPULLIKY KamepH.

[El® — peyoBuHa-kaHaWAAT [rs 3aHECEHHS! 10 CMCKY
ocobnmBo HebeaneyHmx peyosuH (SVHC) signosiaHo Ao
crarTi 59 PEFTAMEHTY (€C) Ne 1907/2006 npo peectpaLiio,
OLiHKY, HafiaHHs A03BOIB | 3a60POHY BIUKOPUCTaHHS! XIMIHUX
peyosuH (REACH).

Ha3Ba peyoBuHu: aietunrekcundranar (AEM®)

Homep CAS: 117-81-7

Homep €C: 204-211-0

BCTAHOBJIEHHA CUCTEMW BBELEHHSA IH’ €KL

Mig Yac BcTaHOBMEHHS HOBOTO GaraToA030Bor0 (hriakoHa

33BN BCTAHOBIONTE HOBHIA KOMMNEKT Aist BBEAEHHS! PiovHIA.

BcraHoBiTb 6aratoo308i dhriakoHu i KOMNIEKT st BBEAEHHS!

PiAVHY B 3aXMILLEHY Kamepy, BIUKOHABLLM HACTYMHI Aji.

1. Lo BiakpuTy 3axuLLEHy kamepy, BIANYCTITb 3aCyBKY,
siKa 3aKPINMOE KPULLIKY KaMepy, | NOCYHbTE KpULLKY
B HaNpAMKY NepeHLOi YaCTUHM Biska.

2. BigkpuiiTe 0AHOPa30BMiA NOTOK i BUAMITL KOMNEKT ANs
BBEEHHS! PIAVHM 3 YNaKOBKM.

3. MoMicTiTb nakeT 3 isionori4HMM po34nNHOM Ha BiLLanky
Ha 3ajHiil YacTuHi Biska 6ins pyykv i BCTaBTe ronky
Ha KiHLi KOMNNeKTy Ans BBEAEHHS PiavHM y nakeT
3 PO34MHOM.

4. Bcraste TpybKy Ans isionoriyHoro posumHy B Hacoc
QNS PO34MHY TaK, o6 po3'eM 3HaXOAMBCS MiX HAaCOCOM
i NakeToM 3 po34MHOM Brivkye o Hacocy.

5. BcTasTe Tpy6Ky y 3aTUCHYTHIA KPOHLUTEIMH i MPOKMagiTh
TPYBKY ANs (hi3ioNoriYHOro PO3UMHY B3AOBX WNSXY PIANHI
KOMNMEKTY Arst BBEAEHHS PiaVHK, MOYMHaI0NM Bif Hacocy
i 3aKiH4ytouv Biaginom 3axucHoi Tpybku, Ae Byae
BCTAHOBIEHO 3aX1CHMIA ekpaH.

MPUMITKA. MNepexoHaliTecs B TOMY, LLO TpyBKa [ins pO34mMHY

BCTaHOBNEHa Ha PonMKkax Hacoca. Tpybka He NoBUHHA

3HAXOAMTMCh HIKYE PONNKIB. 3aKpuBatuM [BEPLATa HAcoCy,

nepeKoHanTecs B TOMY, L0 TPyBKa [nsl pO34MHy 3HaXoaUTLCS

B LIGHTPi AABEpeil Hacoca TakiM YnHOM, Lo6 BoHa He byna

3allemneHa.

6. BcTaBTe kapTpumX 3 ronkami B 3aT1CKay Ha 3aXCHil
KkpuwwLi. Tpy6ka, Lo BUXOAUT i3 KapTpUaXa, MOBUHHA
6yT HanpaBneHa A0 Hacocy nopavi
papjiodapmaLeBTyHOro Npenapary.

MPUMITKA. He 3HimaliTe 3axucHy 0BOMOHKY 3 kapTpuaxa

3 ronKamm.

7.BcrasTe 3MmilLyBay Ha TpUMaY 3MillyBaya kOMNNekTy Ans
BBEEHHS PiAVHM.

8.Mepep BCTAHOBNEHHSIM 3MiiOBMKA NEPEKOHANTEC, L0
KanibpaTtop 4031 MOPOXHIN.

9. BcTaBTe 3Mii0BUK KOMNIEKTY A4St BBEAEHHS PiovHN Y
Kanibparop 403y Tak, LLoB BiNbHi KiHLY TpyBku Gy 3sepxy.

MPUMITKA. MepekoHaiiTecs, L0 3MIOBUK KOMMNEKTY

[iNS BBE[IEHHS PIAVHN PO3MILLEHO Y HIKHIl YaCTuHI

kaniGpatopa A03u.

10. Po3ropHiTb KOHTeHep ANS BiAXOAIB | BCTaBTe 110ro

B ekpaHOBaHe CXOBMULLE NS BiAXOAIB.
11. Betaste T-koHekTop Y chikcatop.
12. BcTaBTe YacTuHy cicTeMi Mix T-KOHEKTOpOM Ta

KOHTEMHEPOM Ar1st BiOXOAIB Y 3anipHIi KnanaH Ans Biaxops.

MPUMITKA. SKLLO HATUCHYTU KHOMKY Ha BEPXHilt YaCTUHI
3aripHoro knanaHa, BiH BigkpueTbes. LLlob BcTaHoBUTH
TpybKy, NpoCyHbTE iil B KNnanaH, yTpumyoun KHomky.

13. BcTaHoBiTb KpULLIKY 3aMIPHOTO KranaHa Ha knanaH
[N BiAXoAiB.

14. BcTasTe YaCTUHY cMCTEMM MiX T-KOHEKTOPOM
Ta aBTOMATUYHIM KNanaHoM Y 3anipHuii knanaH
Habopy 0ZHOPa30BOr0 CTEPUILHOTO ANs NaLjieHTa.

MPUMITKA. AKLLO HAaTUCHYTU KHOMKY Ha BEPXHilt YaCTuHI

3anipHoro knanaHa, BiH BigkpueTbes. LLlob BcTaHoBUTM

TpybKy, NpocyHbTe i B KNanaH, yTpumytoumn KHonky.

15. BcTaHoBiTb KPULLKY 3aMipHOTO KnanaHa Ha knanaH
Habopy 0AHOPa30BOr0 CTEPUNBHOTO AN NaLlieHTa.

16. BcraBre BinbHui KiHeLb KOMMIEKTa Anist BREAEHHS! PifviHA
(sIKwi1 BUXOZMTB 3 3aMipHOTO KrarnaHa Habopy 0aHOPA3oBoro
CTEPUINBHOTO ANst NaLlieHTa) Y AETEKTOP MOBITPS.

17. BuKopuCTOBYI04M PYYKY BIACIKY 3aXUCHOT kKamepw,
NIAHIMITb 3aX1CHY KPULLIKY BrOpY, @ NOTiM NOBEPHITL
npOTY FOAMHHKOBOI CTPINKN.

18. Kpuiuka 3axucHoi kamepy BinkpuTa. MigHIMITL KpuLky,
1406 BiAKPUTY 3aTUCKaY kKapTpUAKa s Fomnok.

19. OnyCTiTh KPULLKY eKpaHy Haj KapTpUAXeM 3 ronkamu.

20. BcraBTe ekpaH (hnakoHa i3 NoBHUM (riakoHoM
papiodapMaLeBTI4HOro Npenaparty, NpU3Ha4eHoro
L5 BUKOPUCTaHHS! Y 3axucHilt kamepi. HE sHimaliTe
KOBMaYoK Ans AOCTYNY A0 EKPAHOBAHOTO driakoHa.
3anuwre pyyKy Ansi nepeMillieHHst Ha ekpaHi driakoHa.

MPUMITKA. ExpaH chnakoHa 3aKpinneHo Takum YMHOM,

LL4O 10r0 MOXHA MPaBUAbHO BCTABUTY TiNbKY Y 3aXulLieHe

BiAAiNeHHs Ans (hNakoHiB i3 knemMamu, po3TalloBaHUMK Y

BiAMIYEHMX AINSHKAX, LLO PO3MiLLeHi NOpsA i3 NNOCKUMM

MOBEPXHAMM ekpaHa (hniakoHa.

21. 3HiMITb KOBMAYOK i3 3aX1CHOTO (hNaKOHY, HAaTUCHYBLLM Ha
PYuKy ANS NepeHeceHHs, 0bepTaoyn KpULLKy AoCTyny [0
¢hnakoHa NpOTM FOAMHHUKOBOI CTPIMNKM, @ NOTIM NigHIMITL
KPULLIKY Bropy.

22. [ins fesnHdekwii neperopoaku hnakoHy JOTpUMYITECH
iHCTPYKLi i3 3HE3apaxkeHHs.

23. BcTasTe ronkv B 6aratof0308Ui thnakoH, noBepTayu
KPULLIKY 3aXVICHOT 0BOMOHKM Yepes 3arnubreHHst i npsiMo
BBO/SUY TOMKM Y (HNIAKOH.

NPUMITKA. JoTpumyiTecs iHCTPYKLUI#, 06 rapaHTyBaTy,
LU0 pagiodhapMaLieBTU4HMIA Npenapart, NpyUsHadeHuin ons
BUKOPUCTaHHS,, HAMEXHIM YHOM 3adhikCOBaHO B iHY3iltHii
cuctemi ans MET MEDRAD Intego.
NPUMITKA. IHcpyaitiHa cuctema ans MET MEDRAD Intego
npU3HaYeHa ANs BUKOPUCTaHHS! 3i CTaHAAPTHAMM 3aMKaMu.
KomnaHis Bayer He oaa€ 3aMoK 4O KOMNAEKTY CUCTEMM.
26. Beepitb iHhopMaLito Npo aHani3 kinbkox GaraTofo30Bux
bnakoHiB, AOTPMMYIOHMC NPOLIEAYPH, HaBEAEHOI B
po3gini «BeeaeHHs aaHnx 6aratofgo30Boro hnakoHy»
y nocibHuky kopuctysaya MEDRAD Intego.
BCTAHOBNEHHA HABOPY O[JHOPA30BOIro
CTEPUNBLHOIO AN NALJIEHTA

3aBXau BCTAHOBIONTE HOBMIA HAbip OAHOPa3oBU

CTEPUMNbHII NS NaLjieHTa Anst KOKHOTO NaLjieHTa.

BcTaHoBITh Habip 0AHOPa30BUi CTEPUNLHIIA ANiSt

navjieHTa 3a JOroMOro HaCTYMHUX il

1. BiakpuiiTe 3aX1CHY KPULLKY Haf, 30HOH 3aXMILIEHOT kamep
Habopy 0AHOPa30BOrO CTEPMILHOTO ANst NaLlieHTa.

2. OuuncTbTe 3anoBikHuiA KnanaH Ha ANCTanbHOMY KiHL
KOMMEKTa N5 BBEAEHHS PiANHY, LOTPUMYHUMCH
BMMOT i3 3HE3aPaXEHHS!, ONUCAHMX B IHCTPYKLsX.

3. Mpukpinitb Habip 0fHOPA30BUI CTEPUbHUI ANS
natjienTa Ao 3anobikHOro knanaxa Ha AucTansHoMy
KiHL}i KOMNEKTY N5t BBEAEHHS! PiAnHA.

4. 3anexHo Bif TOro, 3 SIKOi CTOPOHM Bif NaLlieHTa
poaraluoBaHa iHgbysiltHa cuctema gns MET MEDRAD
Intego, npoBeaiTb Habip OAHOPa30BMi CTEPUNBHMIA
[ns naujieHTa 3 nisoro abo 3 npasoro 6oky ekpaHa.

5. MepekoHaiTecs, L0 Habip 0IHOPA30BU CTEPUbHHI
[NA NavjieHTa He 3aXaTuit, | 3aKPUIATE 3aXUCHY KPULLKY.

27



MEnRall’ Intego

Source Administration Set

BAYER
E

EEA@@E reneln] Rxonty C € 2797

@ For use with one vial of media only ~ Patents: www.radpatents.bayer.com @

AvailMed S.A. De CV.
C. Industrial Lt.001 Mz.

Made in Mexico
for

105No. 20905 Int.A Col.
Bayer Medical Care Inc. (d. Industrial Tijuana,
1 Bayer Drive Baja California MEXICO
Indianola, PA 15051-0780 22444
USA.

067
Bayer Medical Care B.V.
Horsterweg 24
6199 AC Maastricht Airport
The Netherlands

BG KomnnekT 3a npunoxeHue Ha M3TOUHUK
(S Zdrojovy aplikatni set DA Kildeadministrationssat
DE Quellenseitiges Verabreichungsset ET Lahteaine
manustamiskomplekt EL €T xopfynong nnyng
ES Equipo de administracion de suministros Fabricado
en México para Bayer Para uso con un solo vial de medio
FR Nécessaire a perfusion de la source Fabriqué au
Mexique pour Bayer A n'utiliser qu'avec un seul
flacon de produit HR lzvorni komplet za davanje
sredstva HU Készitmény oldali adagoldkészlet
IT Set di somministrazione della sorgente LT Saltinio injekcijy
rinkinys LV Skiduma ievadiSanas komplekts
NL Brontoedieningsset NO Kildeadministreringssett
PT Conjunto de administragao de fonte RO Set de
administrare de pe partea sursei SK Siprava na
podavanie zdroja SL Komplet za dovajanje vira
SV Kalladministreringssats UK Komnnext gna BBepeHHs
pinminCN RERBE R, ~BEH: MREREH,
5. INT CSS, £t A & #: Bayer Medical Care
nc. FEESRELA) FEREAN,
ERRFINE .- FEEHRBERLA,
B, i& : 400-810-7070, Efr Sa W X ML 4R 5 -
& W % # 20173661862, H fth 9 & i W% A
KR Bayer & © = o] Al 31 of A ub = A &
G FY A E " A7) K qhokA] E okl 5] 2 28
= 7 3 8 2 & ITE} 9§ B120% MX Distribuido
en México por: Juama S.A. DE CV. -Corregidora No.
380 Col. Miguel Hidalgo, Tlalpan, C.P. 14410, CDMX,
México R.S. N°: 0942C2011 SSA MY GC18470327717
PH Bayer Philippines Inc., 29th Floor Menarco
Tower, 32nd St. Bonifacio Global City, Fort Bonifacio,
Taﬁu[ City MDR-02156 TH IDS Medical Systems
(Thailand), Co., Ltd, Lasalle Tower, Floor G/2,
1st & 2nd, Floor, 10/11 Moo 16 Srinakarin
Road, 10540 BANGKAEW, BANGPLI, THAILAND

DN-258049 Rev. A

2
"l

LOT

Bayer #H Bainep

(

01) 00616258021478

8.75”

J N

6.25”

v

MEenRall’ Intego

Source Administration Set

BAYER
E

EEA@@E reneln] Rxonty C € 2797

@ For use with one vial of media only ~ Patents: www.radpatents.bayer.com @

AvailMed S.A. De C.V.
C. Industrial Lt.001 Mz.
105No. 20905 Int.A Col.
Cd. Industrial Tijuana,

Made in Mexico
for

Bayer Medical Care Inc.

1Bayer Drive Baja California MEXICO
Indianola, PA 15051-0780 22444
US.A.

067
Bayer Medical Care B.V.
Horsterweg 24
6199 AC Maastricht Airport
The Netherlands

BG KomnnekT 3a npunoxeHue Ha M3TOUHUK
(S Zdrojovy aplikatni set DA Kildeadministrationssat
DE Quellenseitiges Verabreichungsset ET Lahteaine
manustamiskomplekt EL Z€T xopfynong nnyng
ES Equipo de administracion de suministros Fabricado
en México para Bayer Para uso con un solo vial de medio
FR Nécessaire a perfusion de la source Fabriqué au
Mexique pour Bayer A n'utiliser qu'avec un seul
flacon de produit HR lIzvorni komplet za davanje
sredstva HU Készitmény oldali adagoldkészlet
IT Set di somministrazione della sorgente LT Saltinio injekcijy
rinkinys LV Skiduma ievadiSanas komplekts
NL Brontoedieningsset NO Kildeadministreringssett
PT Conjunto de administracao de fonte RO Set de
administrare de pe partea sursei SK Siprava na
podavanie zdroja SL Komplet za dovajanje vira
SV Kalladministreringssats UK Komnnekt gna BBemeHHs
pismin CN REHRE R, FREH WRERES,
& INT CSS, s fit A & #i: Bayer Medical Care
nc. FEETRELA) FERKEAN,
ERERSIE:- FEEHREERLQ A,
B, i : 400-810-7070, BT Sa W X Mk 4% 5 :
E ¥ % # 20173661862, H t 9 & i¥ W % A
KR Bayer & o = u] Al 51 o] X wb = A &
S FYANE A7) % FYA & F- 8 o] 5282
o 7 # ¥ 2] & ITE} 9 B1205. MX Distribuido
en México por: Juama S.A. DE CV. -Corregidora No.
380 Col. Miguel Hidalgo, Tlalpan, C.P. 14410, CDMX,
México RS. N°: 0942C2011 SSA MY GC18470327717
PH Bayer Philippines Inc., 29th Floor Menarco
Tower, 32nd St. Bonifacio Global City, Fort Bonifacio,
Ta u{% City MDR-02156 TH IDS Medical Systems
(Thailand), Co., Ltd, Lasalle Tower, Floor G/2,
1st & 2nd, Floor, 10/11 Moo 16 Srinakarin
Road, 10540 BANGKAEW, BANGPLI, THAILAND

DN-258049 Rev. A

2
l

LOT

Bayer 7 H Bawnep

(

01) 00616258021478

FONTS ON THIS VERSION HAVE ALL BEEN CONVERTED TO OUTLINE/CURVES

SPECIFICATIONS

1.0 REQUIREMENTS:

1.1 MATERIAL TYPE: N/A

1.2 ADHESIVE : N/A

1.3 COLOR
BASE: N/A
NOMENCLATURE: BLACK

1.4 FINISH: N/A

1.5 LABEL SIZE: 6.25” X 8.75”

1.6 PACKAGE TYPE:
N/A

2.0 SPECIAL CONSIDERATIONS:

3.0 CERTIFICATION:  NOT REQUIRED
DRAWN BY:
ELIZA SHEARER 11/14/18
UNLESS I - ;
All technical information, equipment
OTHERWISE SPECIFIED design, and application data
DO NOT DIMENSIONS ARE IN INCHES contained within this document
SCALE TOLERANGES ON: is the CONFIDENTIAL property of
2 PL DECIMALS + 01 Bayer HealthCare.
DRAWING 3 PL DECIMALS +.005 No use or disclosure thereof may
FRACTIONS = 0-6" +1/32 be made without written permission
FRACTIONS 6"-UP *1/16 from Bayer HealthCare.
ANGULAR + 0° 30"
TITLE

Label, Tyvek, Intego, SAS, Flex, MC, WLD

SIZE | DWG NUMBER

c DN-258049 A

REV

SCALE: FULL | DATE COPIED:

SHEET 1 ofF 1

99024 REV. E



