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User Guide Supplement P15865-04
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This user guide supplement does the following: -
o
+ Provides additional safety information g?
« Updates the list of compatible accessories and peripherals °
Introduction -
]
The user guide is intended for a reader familiar with ultrasound techniques and who has received g
training in sonography and clinical practices. Before using the S Series ultrasound system, you must ‘%
w

receive such training.

Intended uses

The clinician is positioned beside the patient and places the transducer onto (or into for invasive
procedures) the patient’s body where needed to obtain the desired ultrasound image.
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Saving images and clips

The percentageicon in the system status area shows the percentage of space used in internal storage.
If you try to save an image or clip when no space remains, the system alerts you that internal storage
is full. To resolve this issue, archive images and clips that you wish to keep, and then delete them from
the system to free up space.

Connectivity setup

For SiteLink™ issues, refer to the SiteLink Image Manager user guide. For DICOM?® issues, such as
storage commitment, archivers, and MPPS, refer to Sending and Receiving DICOM Data on SonoSite
Systems.

Maintenance

All maintenance requirements are described in this user guide. Performing maintenance procedures
not described in the user guide may void the product warranty.

WARNING: ‘ Do not modify the S Series ultrasound system.

Troubleshooting

Maintenance icon | % appears on-screen. Restart the system. If the issue recurs, system
maintenance may be required. Note the number that appears in parentheses on the C: line, and
contact SonoSite or your SonoSite representative.

System prompts you to “ensure the USB device is valid.” Make sure that the USB storage device
does not have password protection enabled and is not defective.

Use the USB storage device included with the system.

System prompts you to “ensure the USB device contains valid data.” Make sure that the data is
present on the USB storage device.

Reexport the original data onto the USB storage device.
Contact your system administrator.

System displays the alert “Incompatible power supply. .. “Use the power supply that shipped
with the system. See “Compatible accessories and peripherals” on page 6.

System displays the alert “Maximum number of procedure entries reached” when trying to
create a patient information form. Free up internal-storage space by archiving or exporting patient
exams and then deleting them from the system.

System displays the alert “Unable to save image or clip. You have reached the maximum
number of images/clips allowed for a single patient.” Delete any unwanted images or clips from
the patient exam. For instructions, see the ultrasound system user guide.



Electrical safety

WARNING:

To avoid the risk of electrical shock:

+ This equipment must be connected only to a supply mains with protective earth.
+ Do not let the bar code scanner touch the patient.

+ Do not let the power supply or connector touch the patient.

« Do not touch the power supply and the patient at the same time.

Battery safety

WARNING:

WARNING:

Periodically, check to make sure that the battery charges fully. If the battery fails to
charge fully, replace it.

Do not ship a damaged battery without instructions from SonoSite Technical
Support.

Hazardous materials

WARNING:

Products and accessories may contain hazardous materials. Ensure that products
and accessories are disposed of in an environmentally responsible manner and meet
federal and local regulations for disposing hazardous materials.

Electromagnetic compatibility

WARNING:

The S Series ultrasound system should not be used adjacent to or stacked with other
equipment. If such use occurs, verify that the S Series ultrasound system operates
normally in that configuration.
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Caution:

Caution:

To avoid therisk of increased electromagnetic emissions or decreased immunity, use
only accessories and peripherals recommended by SonoSite. Connection of
accessories and peripherals not recommended by SonoSite to the ultrasound
system may result in malfunction of the ultrasound system or other medical
electrical devices in the area. Contact SonoSite or your local representative for a list
of accessories and peripherals available from or recommended by SonoSite.

Electrostatic discharge (ESD), or static shock, is a naturally occurring phenomenon.
ESD is common in conditions of low humidity, which can be caused by heating or air
conditioning. ESD is a discharge of the electrical energy from a charged body to a
lesser or non-charged body. The degree of discharge can be significant enough to
cause damage to a transducer or an ultrasound system. The following precautions
can help reduce ESD: anti-static spray on carpets, anti-static spray on linoleum, and
anti-static mats.



Separation distance

Recommended separation distances between portable and mobile RF communications equipment
and the S Series ultrasound system

The S Series ultrasound system is intended for use in an electromagnetic environment in which

radiated radio frequency (RF) disturbances are controlled. The customer or the user of the g
S Series ultrasound system can help prevent electromagnetic interference by maintaining a a
minimum distance between portable and mobile RF communications equipment (transmitters) =
and the S Series ultrasound system as recommended below, according to the maximum output
power of the communications equipment.
. Separation distance according to frequency of transmitter m
Rated maximum m 3
output power of %
"a';;"t‘t'“e’ 150kHzto 80MHz ~ 80 MHzto800MHz 800 MHzto 2.5 GHz -
atts
d=1.2 /P d=1.2,/P d=2.3 /P
0.01 0.12 0.12 0.23 -
o
0.1 0.38 0.38 0.73 2
g.
1 1.2 1.2 23
10 38 38 7.3
100 12 12 23 =
=
For transmitters rated at a maximum output power not listed above, the recommended 8
separation distance (d) in meters (m) can be estimated using the equation applicable to the °
frequency of the transmitter, where Pis the maximum output power rating of the transmitter in
watts (W) according to the transmitter manufacturer.
Note: At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies. -
These guidelines may not apply in all situations. Electromagnetic propagation is affected by %
absorption and reflection from structures, objects, and people. s
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Compatible accessories and peripherals

SonoSite has tested the S Series ultrasound system with the following accessories and peripherals

and has demonstrated compliance to the requirements of IEC60601-1-2:2007.

You may use these SonoSite accessories and third-party peripherals with the S Series ultrasound

system.

WARNING: | Use of the accessories with medical systems other than the S Series ultrasound

system.

system may result in increased emissions or decreased immunity of the medical

WARNING: | Use of accessories other than those specified may result in increased emissions

or decreased immunity of the ultrasound system.

Accessories and peripherals compatible with S Series ultrasound system

Description

C11x transducer
C60x transducer
HFL38x transducer
HFL50x transducer
ICTx transducer
L25x transducer
L38xi transducer
L52x transducer
P10x transducer
P21x Transducer
SLAx transducer
TEEx Transducer
Bar code scanner
Battery for PowerPack
Battery Pack
Battery PowerPack

Black & white printer

Maximum Cable Length

6.5 ft/2.0m
6.0 ft/1.8 m
6.0 ft/1.8 m
6.0 ft/1.8 m
6.0 ft/1.8 m
8.0ft/2.4m
55ft/1.7m
79ft/24m
6.5 ft/2.0m
6.5 ft/2.0m
8.0ft/2.4m
75ft/23m
48ft/1.5m



Accessories and peripherals compatible with S Series ultrasound system (Continued)

Black & white printer cable 33ft/Tm
Black & white printer USB cable 10.8t/3.3 m
Color printer —

Color printer power cable 33ft/Tm
Color printer video cable 6.0ft/ 1.8 m

V-Universal Stand —

Petite mouse 6ft/1.8m
Power cord (system) 10 ft/3m

Power supply with DC cable 6.8 ft/2m
Power supply AC cable 39in/Tm
PowerPark —

Triple Transducer Connect —
USB keyboard —

USB wireless adapter —

Guidance and manufacturer’s declaration

WARNING: Other equipment, even equipment that complies with CISPR emission
requirements, can interfere with the S Series ultrasound system.

The S Series ultrasound system uses an IEEE 802.11 receiver and transmitter that utilizes the ISM
frequency band from 2.412 to 2.4835 GHz and implements three methods of transmission:

« |EEE 802.11b with Complementary Code Keying (CCK), Differential Quaternary Phase Shift Keying
(DQPSK), and Differential Binary Phase Shift Keying (DBPSK) at 17 dBm

+ |EEE 802.11g with Orthogonal Frequency Division Multiplexing (OFDM) at 14 dBm
+ |EEE 802.11n with OFDM at 14 dBm
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Guidance and Manufacturer’s Declaration - Electromagnetic Emissions

The S Series ultrasound system is intended for use in the electromagnetic environment specified
below. The customer or the user of the S Series ultrasound system should assure that it is used in

such an environment.

Electromagnetic Environment

Emissions Test Compliance
RF emissions Group 1
CISPR 11

RF emissions Class A
CISPR 11

Harmonic emissions Class A

IEC 61000-3-2

Voltage fluctuations/ Complies
flicker emissions

IEC 61000-3-3

The S Series ultrasound system uses RF energy only
for its internal function.

Therefore, its RF emissions are very low and are not
likely to cause any interference in nearby electronic
equipment.

The S Series ultrasound system is suitable for use in
all establishments other than domestic and those
directly connected to the public low-voltage power
supply network which supplies buildings used for
domestic purposes.

Guidance and Manufacturer’s Declaration - Electromagnetic Immunity

The S Series ultrasound system is intended for use in the electromagnetic environment specified
below. The customer or the user of the S Series ultrasound system should assure that it is used in

such an environment.

Immunity Test EC 60601 Compliance Level Electromagnetic
Test Level Environment

Electrostatic +6.0KV contact +6.0KV contact Floors should be wood,

Discharge (ESD)  +8.0KV air +8.0KV air concrete, or ceramic tile. If

IEC 61000-4-2 floors are covered with
synthetic material, the relative
humidity should be at least
30%.

Electrical fast +2KV for power +2KV for power Mains power quality should be

Transient burst ~ supply lines supply lines that of a typical commercial or

IEC 61000-4-4 +1KV for input/ +1KV for hospital environment.

output lines

input/output lines



Guidance and Manufacturer’s Declaration - Electromagnetic Immunity (Continued)

The S Series ultrasound system is intended for use in the electromagnetic environment specified
below. The customer or the user of the S Series ultrasound system should assure that it is used in
such an environment.

Immunity Test EC 60601 Compliance Level Electromagnetic
y Test Level P Environment

Surge +1KV line(s) to +1KV line(s) to line(s)  Mains power quality should be

IEC 61000-4-5 line(s) +2KV line(s) to earth  that of a typical commercial or
+2KV line(s) to earth hospital environment.

Voltage dips, <5% Ut <5% Ut Mains power quality should be

f5h0rt . (>95% dip in U) (>95% dip in Uq) that gfa typl'cal commercial or

interruptions hospital environment. If the
for 0.5 cycle for 0.5 cycle :

and voltage . . user of the S Series ultrasound

variations on 40% Ur 40% Ur system requires continued

power supply (60% dipin Uy) (60% dip inUy) operation during power mains

input lines for 5 cycles for 5 cycles interruptions, it is

IEC 61000-4-11 70% Uy 70% Uy recommended that the

Power
Frequency
Magnetic Field

IEC 61000-4-8

(30% dipin Up)
for 25 cycles
<5% Uy

(>95% dip in Up)
for 5s

3A/m

(30% dipinUp)
for 25 cycles
<5% Uy
(>95%dip inUp)
for 5s

3A/m

S Series ultrasound system be
powered from an
uninterruptible power supply
or a battery.

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 (Continued)

The S Series ultrasound system is intended for use in the electromagnetic environment specified
below. The customer or the user of the S Series ultrasound system should assure that it is used in
such an environment.

IEC 60601
Test Level

Electromagnetic

Immunity Test Environment

Compliance Level

Conducted RF 3Vrms 3Vrms Portable and mobile RF

IEC 61000-4-6 150 kHz to 80 MHz communications equipment
should be used no closer to
any part of the S Series
ultrasound system, including
cables, than the
recommended separation
distance calculated from the
equation applicable to the
frequency of the transmitter.

Recommended Separation
Distance

d=12./P

Radiated RF 3V/m 3V/m d=12./P
IEC 61000-4-3 80 MHz to 2.5 GHz 80 MHz to 800 MHz

d=23./P
800 MHz to 2,5 GHz

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



Guidance and Manufacturer’s Declaration - Electromagnetic Immunity (Continued)

The S Series ultrasound system is intended for use in the electromagnetic environment specified
below. The customer or the user of the S Series ultrasound system should assure that it is used in
such an environment.

O
. IEC 60601 . Electromagnetic o
Immunity Test Test Level Compliance Level Environmegnt g
Radiated RF Field strengths from fixed RF
IEC 61000-4-3 transmitters, as determined by
(continued) an electromagnetic site
survey?, should be less than m
the compliance level in each E'
frequency range®. =
Interference may occur in the
vicinity of equipment marked
with the following symbol:
M 3
| 3
Y
Note: Uris the AC mains voltage prior to application of the test level. @
At 80 MHz and 800 MHz, the higher frequency range applies.
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 g
land mobile radios, amateur radio, AM and FM radio broadcast and TV broadcast cannot be predicted S
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 SonoSite ultrasound system is used exceeds the applicable RF compliance level above, the SonoSite
ultrasound system should be observed to verify normal operation. If abnormal performance is observed,
additional measures may be necessary, such as re-orienting or relocating the SonoSite ultrasound system. S

b. Over the frequency range 150 kHz to 80 MHz, field strengths should be less than 3 V/m. g‘

<

FCC Caution: Changes or modifications not expressly approved by the party responsible for x

compliance could void the user’s authority to operate the equipment.

This device complies with part 15 of the FCC Rules. Operation is subject to the following two

conditions: 2

o

+ This device may not cause harmful interference. gi

=

+ This device must accept any interference received, including interference that may cause >

undesired operation.

1



Immunity testing requirements

The S Series ultrasound system complies with the essential performance requirements specified in
IEC 60601-1-2 and IEC 60601-2-37. Results of immunity testing show that the S Series ultrasound
system meets these requirements and is free from the following:

Noise on a waveform or artifacts or distortion in an image or error of a displayed numerical value
that cannot be attributed to a physiological effect and that may alter the diagnosis

Display of incorrect numerical values associated with the diagnosis to be performed
Display of incorrect safety related indications

Production of unintended or excessive ultrasound output

Production of unintended or excessive transducer assembly surface temperature

Production of unintended or uncontrolled motion of transducer assemblies intended for
intracorporeal use

Labeling symbols
Symbol Definition
i’ Temperature limitation

12

Atmospheric pressure limitation

Humidity limitation

(((.))) RF transmitter

@ Prohibited action: Do not push
9

4

o0

Mandatory action: Transport position required

Manufacturer



Authorized representative in European Community
[EC| REP|

2 Attention, see the user guide

: . 5
Follow instructions for use. S
[l :
Standards
Y
H
Electrical safety standards 2
IEC 60601-1:1988, International Electrotechnical Commission, Medical Electrical Equipment-Part 1.
General Requirements for Safety.
IEC 60601-1:2005, Medical electrical equipment - Part 1: General requirements for basic safety and
essential performance. >
AAMI / ANSI ES 60601-1:2005, Medical electrical equipment - Part 1: General requirements for basic %
safety and essential performance. @
IEC 60601-1-1:2000, Medical Electrical Equipment-Part 1-1. General Requirements for Safety-Section
1-1. Collateral Standard. Safety Requirements for Medical Electrical Systems.
IEC 60601-2-37:2001, International Electrotechnical Commission, Particular Requirements for the _
Safety of Ultrasonic Medical Diagnostic and Monitoring Equipment. ’:'_'
(Y
IEC 60601-2-37:2007, Medical electrical equipment - Part 2-37: Particular requirements for the basic z
safety and essential performance of ultrasonic medical diagnostic and monitoring equipment.
CAN/CSA C22.2, No. 60601-1, Canadian Standards Association, Medical Electrical Equipment-Part 1.
General Requirements for Safety.
CAN/CSA C22.2,No.60601-1:08, Medical Electrical Equipment - Part 1: General Requirements for Basic g
Safety and Essential Performance. =
c
IEC 61157, International Electrotechnical Commission, Standard Means for the Reporting of the o
Acoustic Output of Medical Diagnostic Ultrasonic Equipment.
EMC standards classification z
(1]
IEC 60601-1-2:2007, Medical electrical equipment - Part 1-2: General requirements for basic safety g
and essential performance - Collateral standard: Electromagnetic compatibility - Requirements and g
tests. o

CISPR 11, International Electrotechnical Commission, International Special Committee on Radio
Interference. Industrial, Scientific, and Medical (ISM) Equipment - Radio-Frequency Disturbance
Characteristics-Limits and Methods of Measurement. Classification for the ultrasound system,
docking system, accessories, and peripherals when configured together: Group 1, Class A.

13



Acoustic standards
NEMA UD 2-2004, Acoustic Output Measurement Standard for Diagnostic Ultrasound Equipment.

NEMA UD 3-2004, Standard for Real-Time Display of Thermal and Mechanical Acoustic Output Indices
on Diagnostic Ultrasound Equipment, American Institute of Ultrasound in Medicine.

Biocompatibility standards

AAMI/ANSI/ISO 10993-1, Biological evaluation of medical devices - Part 1: Evaluation and testing
(2009).

AAMI/ANSI/ISO 10993-5, Biological evaluation of medical devices - Part 5: Tests for In Vitro
cytotoxicity (2009).

AAMI/ANSI/ISO 10993-10, Biological evaluation of medical devices - Part 10: Tests for irritation and
delayed-type hypersensitivity (2002).

AAMI/ANSI/ISO 10993-11, Biological evaluation of medical devices - Part 11: Tests for systemic toxicity
(2006).

AAMI/ANSI/ISO 10993-12, Biological evaluation of medical devices - Part 12: Sample preparation and
reference materials (2007).

Airborne equipment standards

RTCA DO-160E, Radio Technical Commission for Aeronautics, Environmental Conditions and Test
Procedures for Airborne Equipment, Section 21.0 Emission of Radio Frequency Energy, Category B.
118.

DICOM standard

NEMA PS 3.15, Digital Imaging and Communications in Medicine (DICOM)-Part 15: Security and
System Management Profiles.

HIPAA standard
Health Insurance and Portability and Accountability Act, Pub.L. No. 104-191.

45 CFR 160, General Administrative Requirements.
45 CFR 164, Security and Privacy.
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S Series-Ultraschallsystem

Ergdnzung zum Benutzerhandbuch
P15865-04
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Diese Ergdnzung zum Benutzerhandbuch dient folgendem Zweck: %
« Liefert zusatzliche Sicherheitsinformationen
« Aktualisiert die Liste der kompatiblen Zubehérteile und Peripheriegerate
v
]
Einfiihrung &
5
Das Benutzerhandbuch ist fiir Leser konzipiert, die mit Ultraschallverfahren vertraut sind und in @
Ultraschalldiagnostik und klinischen Verfahren geschult sind. Vor dem Gebrauch des
S Series-Ultraschallsystems sollten Sie eine solche Schulung absolviert haben.
5
&
Verwendungszweck z
3
o
wn

Der Arzt befindet sich neben dem Patienten und platziert den Schallkopf an der erforderlichen Stelle
auf (bzw. bei invasiven Verfahren in) den Kdrper des Patienten, um das gewlinschte Ultraschallbild zu
erhalten.

15



Speichern von Bildern und Clips

Das Prozent-Symbol im Systemstatusbereich zeigt den im internen Speicher verwendeten
Speicherplatz an. Falls versucht wird, ein Bild oder einen Clip zu speichern, wenn kein Speicherplatz
mebhr frei ist, gibt das System eine Warnung aus, dass der interne Speicher voll ist. Zur Lésung dieses
Problems Bilder und Clips, die behalten werden sollen, archivieren und dann vom System |6schen,
um Speicherplatz freizugeben.

Einrichten der Verbindung

Fir SiteLink™-Einstellungen, siehe das Benutzerhandbuch fir SiteLink Image Manager. Fiir
DICOM®-Einstellungen, wie Speicherbestatigung, Archiver und MPPS, siehe Senden und Empfangen
von DICOM-Daten auf SonoSite-Systemen.

Wartung

Alle Wartungsanforderungen werden in diesem Benutzerhandbuch beschrieben. Durch die
Durchfiihrung von Wartungsarbeiten, die nicht im Benutzerhandbuch beschrieben sind, kann die
Produktgarantie erléschen.

WARNUNG: ‘ Das S Series-Ultraschallsystem darf nicht modifiziert werden.

Fehlersuche

16

Das Wartungssymbol Ig erscheint auf dem Bildschirm. Das System neu starten. Tritt das
Problem erneut auf, ist moglicherweise eine Systemwartung erforderlich. Die in Zeile C: in Klammern
angegebene Nummer notieren. Wenden Sie sich an SonoSite oder lhren ortlichen
Kundendienstvertreter.

Das System fordert dazu auf, sicherzustellen, ,,dass das USB-Gerit giiltig ist". Sicherstellen, dass
beim USB-Speichergeréat kein Passwortschutz aktiviert ist und dass es nicht defekt ist.

Das USB-Speichergerat verwenden, das dem System beigelegt ist.

Das System fordert dazu auf, sicherzustellen, , dass das USB-Gerit giiltige Daten enthalt”,
Sicherstellen, dass die Daten auf dem USB-Speichergerat vorhanden sind.

Die Originaldaten erneut auf das USB-Speichergerat exportieren.
Wenden Sie sich an den Systemadministrator.

Das System gibt die Warnung ,Inkompatible Stromquelle . .. " aus. Das Netzteil verwenden,
das mit dem System geliefert wurde. Siehe ,,Kompatible Zubehorteile und Peripheriegerate” auf
Seite 20.



Das System gibt die Warnung ,Maximalzahl an Verfahrenseintrigen erreicht” aus, wenn Sie
versuchen, ein Patientendaten-Formular zu erstellen. Internen Speicherplatz freigeben, indem
Sie Patientenuntersuchungen archivieren oder exportieren und dann vom System l6schen.

Das System gibt die Warnung ,,Bild oder Clip kann nicht gespeichert werden. Die fiir einen
Patienten zuldssige Hochstzahl wurde erreicht.” aus. Alle unerwiinschten Bilder oder Clips aus der
Patientenuntersuchung I6schen. Weitere Hinweise finden Sie im Benutzerhandbuch fiir das
Ultraschallsystem.

Elektrische Sicherheit

WARNUNG: | Vermeidung des Risikos von elektrischen Schlagen:

+ Dieses Gerat darf nur an eine Stromversorgung mit Schutzerdung angeschlossen
werden.

- Den Barcode-Leser nicht den Patienten beriihren lassen.
- Das Netzteil bzw. den Stecker nicht den Patienten bertihren lassen.
+ Nicht das Netzteil und den Patienten gleichzeitig beriihren.

Batteriesicherheit

WARNUNG: | RegelmaBig liberpriifen, ob die Batterie vollstandig aufgeladen wird. Wenn die
Batterie nicht vollstandig aufgeladen wird, ersetzen.

WARNUNG: | Eine beschddigte Batterie nicht ohne Anweisungen vom technischen Kundendienst
von SonoSite einsenden.

Gefahrenstoffe
WARNUNG: | Produkte und Zubehor kdnnen Gefahrenstoffe enthalten. Sicherstellen, dass

Produkte und Zubehér umweltvertraglich und entsprechend den nationalen und
ortlichen Vorschriften fiir die Entsorgung von Gefahrenstoffen entsorgt werden.

17
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Elektromagnetische Vertraglichkeit

WARNUNG:

Vorsicht:

Vorsicht:

18

Das S Series-Ultraschallsystem sollte nicht in der Nahe von anderen Geraten oder auf
anderen Geraten stehend verwendet werden. Im Falle einer solchen Verwendung ist
zu Uberpriifen, ob das S Series-Ultraschallsystem in dieser Konfiguration normal
arbeitet.

Um das Risiko erhohter elektromagnetischer Emissionen oder verringerter
Storfestigkeit zu vermeiden, sollten nur von SonoSite empfohlene Peripheriegerate
verwendet werden. Der Anschluss von Zubehor und Peripheriegeraten, die nicht
von SonoSite empfohlen wurden, an das Ultraschallsystem kann zu einer
Fehlfunktion des Ultraschallsystems oder anderer medizinischer elektrischer Gerate
in diesem Bereich fiihren. Eine Liste der durch SonoSite vertriebenen oder
empfohlenen Peripheriegerdte und Zubehorteile ist bei SonoSite oder lhrem
ortlichen Kundendienstvertreter erhdltlich.

Elektrostatische Entladungen (ESD) oder ein statischer Schlag sind natrlich
auftretende Phanomene. Elektrostatische Entladungen treten meist bei niedriger
Luftfeuchtigkeit auf, die durch Heizungen oder Klimaanlagen verursacht werden
kann. Als elektrostatische Entladung wird die Entladung elektrischer Energie auf
einen weniger oder nicht geladenen Kérper bezeichnet. Der Grad der Entladung
kann hoch genug sein, um Schaden an einem Schallkopf oder Ultraschallsystem zu
verursachen. Mit den folgenden VorsichtsmaBnahmen lasst sich das Risiko
elektrostatischer Entladungen verringern: Antistatik-Spray auf Teppichbdden,
Antistatik-Spray auf Linoleum und antistatische Matten.



Abstand

Empfohlene Abstdande zwischen tragbaren oder mobilen Hochfrequenzgeraten zur
Dateniibertragung und dem S Series-Ultraschallsystem

m
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Das S Series-Ultraschallsystem ist fiir den Einsatz in einer elektromagnetischen Umgebung
vorgesehen, in der Stérungen durch hochfrequente Strahlung kontrolliert werden. Der Kunde
oder der Benutzer des S Series-Ultraschallsystems kann durch die Einhaltung der nachstehend
empfohlenen Mindestabstdnde zwischen tragbaren oder mobilen Hochfrequenzgeraten zur
Datentiibertragung (Sender) und dem S Series-Ultraschallsystem gemaR der maximalen
Ausgangsleistung der Ubertragungsgerate dazu beitragen, elektromagnetische Stérungen zu
vermeiden.

m
Maximale Abstand gemaB der Frequenz des Senders §
Ausgangsnenn- m g
leistung des
Senders 150 kHz bis 80 MHz 80 MHz bis 800 MHz 800 MHz bis 2,5 GHz
Watt d=1,2 /P d=1,2,./P d=2,3 /P
el
0,01 0,12 0,12 0,23 g
Ll
0,1 0,38 0,38 0,73 &
1 1,2 1,2 23
10 38 3,8 7.3
100 12 12 23 =
=]
Bei Sendern mit einer maximalen Ausgangsnennleistung, die nicht oben aufgefiihrt wird, kann °
der empfohlene Abstand (d) in Metern (m) anhand der Gleichung fiir die Frequenz des Senders
geschatzt werden, wobei P die maximale Ausgangsnennleistung des Senders in Watt (W)
gemal3 den Angaben des Herstellers ist. -
Hinweis: Bei 80 MHz und 800 MHz gilt der Abstand fiir den héheren Frequenzbereich. %
Diese Richtlinien gelten nicht in allen Situationen. Die Ausbreitung elektromagnetischer Strahlung s
wird durch Absorption sowie die Reflektion von Strukturen, Gegenstdnden und Personen beeinflusst. §>
2
(]
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o
o
=
&
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Kompatible Zubehorteile und Peripheriegerate

20

SonoSite hat das S Series-Ultraschallsystem mit den folgenden Zubehérteilen und Peripheriegeradten
getestet und nachgewiesen, dass sie die Anforderungen nach IEC60601-1-2:2007 erfiillen.

Diese Zubehdrteile von SonoSite und Peripheriegerate von Drittanbietern kdnnen mit dem
S Series-Ultraschallsystem verwendet werden.

WARNUNG: | Die Verwendung des Zubehdrs mit anderen medizinischen Systemen als dem
S Series-Ultraschallsystem kann zu erh6hten Emissionen oder verringerter
Storfestigkeit des medizinischen Systems fiihren.

WARNUNG: | Die Verwendung von anderem als dem angegebenen Zubehdér kann zu
erhéhten Emissionen oder verringerter Storfestigkeit des Ultraschallsystems
fuhren.

Mit dem S Series-Ultraschallsystem kompatible Zubehorteile und Peripheriegerate

Beschreibung Maximale Kabellange
Schallkopf C11x 2,0m
Schallkopf C60x 1,8m
Schallkopf HFL38x 1,8m
Schallkopf HFL50x 1,8m
Schallkopf ICTx 1,8m
Schallkopf L25x 24m
Schallkopf L38xi 1,7m
Schallkopf L52x 24m
Schallkopf P10x 20m
Schallkopf P21x 2,0m
Schallkopf SLAx 24m
Schallkopf TEEx 23m
Barcode-Leser 1,5m

Batterie fur PowerPack —
Batteriepack —

Batterie-PowerPack —



Mit dem S Series-Ultraschallsystem kompatible Zubehorteile und Peripheriegerate

Schwarzweif3drucker —

Kabel fiir Schwarzweif3drucker Tm
USB-Kabel fir 33m
Schwarzwei3drucker

Farbdrucker —
Netzkabel fuir Farbdrucker Tm
Videokabel fiir Farbdrucker 1,8m

V-Universalstativ —

Petite-Maus 1,8 m
Netzkabel (System) 3m
Netzteil mit Gleichstromkabel 2m

Netzteil mit Wechselstromkabel 1 m
PowerPark —
Triple Transducer Connect —
USB-Tastatur —

USB-Funkadapter —

Leitlinien und Herstellererklarung

WARNUNG: | Andere Gerate —auch Gerate, die die CISPR-Anforderungen fiir Emissionen
erfiilllen — kdnnen das S Series-Ultraschallsystem stérend beeinflussen.

Das S Series-Ultraschallsystem enthdlt einen Sender nach IEEE 802.11, der das ISM-Frequenzband von
2,412 bis 2,4835 GHz nutzt und drei Ubertragungsverfahren anwendet:

« |EEE 802.11b mit Complementary Code Keying (CCK), Differential Quaternary Phase Shift Keying
(DQPSK) und Differential Binary Phase Shift Keying (DBPSK) bei 17 dBm

+ |EEE 802.11g mit Orthogonal Frequency Division Multiplexing (OFDM) bei 14 dBm
+ |EEE 802.11n mit OFDM bei 14 dBm

21
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Leitlinien und Herstellererklarung - Elektromagnetische Emissionen

Das S Series-Ultraschallsystem ist fiir den Einsatz in einer elektromagnetischen Umgebung
vorgesehen, die den unten aufgefiihrten Angaben entspricht. Der Kunde oder der Benutzer des
S Series-Ultraschallsystems sollte sicherstellen, dass es in einer solchen Umgebung verwendet

wird.

Emissionspriifung Einhaltung Elektromagnetische Umgebung

HF-Emissionen Gruppe 1 Das S Series-Ultraschallsystem nutzt

CISPR 11 Hochfrequenzenergie nur fiir interne Funktionen.
Daher sind die HF-Emissionen sehr gering und
sollten keine Storungen bei in der Nahe
befindlichen elektronischen Geraten verursachen.

HF-Emissionen Klasse A Das S Series-Ultraschallsystem eignet sich fiir den

CISPR 11 Einsatz in allen Einrichtungen, ausgenommen
Privathaushalten und anderen Einrichtungen, die

Harmonische Klasse A direkt an das 6ffentliche Niederspannungs-

Schwingungen stromnetz angeschlossen sind, das Wohngebaude

IEC 61000-3-2 versorgt.

Spannungs- Erfillt die

schwankungen/Flicker Anforderungen

IEC 61000-3-3

Leitlinien und Herstellererkldrung - Elektromagnetische Storfestigkeit

Das S Series-Ultraschallsystem ist fiir den Einsatz in einer elektromagnetischen Umgebung
vorgesehen, die den unten aufgefiihrten Angaben entspricht. Der Kunde oder der Benutzer des
S Series-Ultraschallsystems sollte sicherstellen, dass es in einer solchen Umgebung verwendet

wird.

Storfestigkeits- IEC 60601 Einhaltun Elektromagnetische
priifung Priifscharfe 9 Umgebung

Entladung + 6,0 kV Kontakt + 6,0 kV Kontakt Die FuBbo6den sollten aus
statischer + 8,0 kV Luft + 8,0 kV Luft Holz, Beton oder
Elektrizitat (ESD) Keramikfliesen bestehen.
IEC 61000-4-2 Bei einem synthetischen

22

FuBbodenbelag sollte die
relative Luftfeuchtigkeit
mindestens 30 % betragen.



Leitlinien und Herstellererklarung - Elektromagnetische Storfestigkeit (Fortsetzung)

Das S Series-Ultraschallsystem ist fiir den Einsatz in einer elektromagnetischen Umgebung
vorgesehen, die den unten aufgefiihrten Angaben entspricht. Der Kunde oder der Benutzer des
S Series-Ultraschallsystems sollte sicherstellen, dass es in einer solchen Umgebung verwendet

wird.
Storfestigkeits- |EC 60601 Einhaltun Elektromagnetische
priifung Priifschirfe 9 Umgebung
Schnelle + 2 kV fur + 2 kV fur Die Netzspannungsqualitat
transiente Netzteil-Leitungen Netzteil-Leitungen sollte einer typischen
elektrische + 1 kV fir Ein-/ + 1 kV far Unternehmens- oder
StorgroBen/Burst  Ausgangsleitungen  Ein-/Ausgangs- Krankenhausumgebung
IEC 61000-4-4 leitungen entsprechen.
Stof3spannung + 1 kV Leitung(en) + 1 kV Leitung(en) Die Netzspannungsqualitat
IEC 61000-4-5 zu Leitung(en) zu Leitung(en) sollte einer typischen
+ 2 kV Leitung(en) + 2 kV Leitung(en) Unternehmens- oder
zu Erde zu Erde Krankenhausumgebung
entsprechen.
Spannungs- <5%Ur <5%Ur Die Netzspannungsqualitat
einbriiche, (>95 % Abfallin Up)  (>95 % Abfall in U) sollte einer typischen
Kurzzeitunter- . . Unternehmens- oder
Uber 0,5 Zyklen Uiber 0,5 Zyklen
brechungen und . . Krankenhausumgebung
Spannungs- 40 % Uz 40% Uy entsprechen. Wenn die
schwankungen (60 % Abfall in Uy) (60 % Abfallin Uy) Untersuchung mit dem
auf Netzteil- tiber 5 Zyklen liber 5 Zyklen S Series-Ultraschallsystem
:Eingangs— 70% Uy 70% U; auch bei Unterk;rechung der
eitungen . . Netzspannung fortgesetzt
IEC 61000-4-11 S?)O%Abfall in Uy) S.%O%Abfall in Up) werden muss, sollte das
tber 25 Zyklen uber 25 Zyklen S Series-Ultraschallsystem
<5% Ut <5% Uy Uber eine unterbrechungs-

Magnetfelder mit
energie-
technischer
Frequenz

IEC 61000-4-8

(>95 % Abfall in Uy)
Uiber5s

3A/m

(>95 % Abfallin Uy)
Uiber5s

3 A/m

freie Stromversorgung oder
eine Batterie betrieben
werden.

Magnetfelder mit
energietechnischer Frequenz
sollten den charakteristischen
Werten fir einen typischen
Ortin einer typischen
Unternehmens- oder
Krankenhausumgebung
entsprechen.
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Leitlinien und Herstellererkldarung - Elektromagnetische Storfestigkeit (Fortsetzung)

Das S Series-Ultraschallsystem ist fiir den Einsatz in einer elektromagnetischen Umgebung
vorgesehen, die den unten aufgefiihrten Angaben entspricht. Der Kunde oder der Benutzer des
S Series-Ultraschallsystems sollte sicherstellen, dass es in einer solchen Umgebung verwendet

wird.

Storfestigkeits- IEC 60601 Einhaltun Elektromagnetische

priifung Priifschirfe 9 Umgebung

Geleitete 3Vrms 3Vrms Beim Einsatz tragbarer oder

Hochfrequenz 150 kHz bis 80 MHz mobiler Hochfrequenzgerate

IEC 61000-4-6 zur Datentiibertragung sollte
der empfohlene Abstand zu
allen Teilen des S Series-
Ultraschallsystems
(einschlieBlich Kabel)
eingehalten werden, der sich
aus der Gleichung fiir die
Frequenz des Senders
berechnet.
Empfohlener Abstand
d=1.2./P

Hochfrequente 3V/m 3V/m d=12./P

Strahlung 80 MHz bis 2,5 GHz 80 MHz bis 800 MHz

IEC 61000-4-3
d=23.P
800 MHz bis 2,5 GHz

Pist die maximale
Ausgangsnennleistung des
Senders in Watt (W) gemaf3
den Angaben des Herstellers,
und dist der empfohlene
Abstand in Metern (m).



Leitlinien und Herstellererklarung - Elektromagnetische Storfestigkeit (Fortsetzung)

Das S Series-Ultraschallsystem ist fiir den Einsatz in einer elektromagnetischen Umgebung
vorgesehen, die den unten aufgefiihrten Angaben entspricht. Der Kunde oder der Benutzer des
S Series-Ultraschallsystems sollte sicherstellen, dass es in einer solchen Umgebung verwendet
wird.

Storfestigkeits- |IEC 60601 Einhaltung Elektromagnetische
priifung Priifschirfe Umgebung

Hochfrequente Die Feldstarken stationarer
Strahlung Hochfrequenzsender, die bei
IEC 61000-4-3 der elektromagnetischen
(Fortsetzung) Untersuchung des Standorts

ermittelt wurden?, sollten fir
jeden Frequenzbereich unter
dem Grenzwert liegen®.

In der Ndahe von Geraten, die
mit diesem Symbol
gekennzeichnet sind, kdnnen
Stérungen auftreten:

Hinweis: Urist die Netzspannung vor Anwendung des Priifpegels.

Bei 80 MHz und 800 MHz gilt der hGhere Frequenzbereich.

Diese Richtlinien gelten nicht in allen Situationen. Die Ausbreitung elektromagnetischer Strahlung wird durch
Absorption sowie die Reflektion von Strukturen, Gegenstdnden und Personen beeinflusst.

a. Die Feldstdrken stationdrer Sender wie Basisstationen fiir Funktelefone (Handys/Schnurlostelefone) sowie
Sendern fur Landfunk, Amateurfunk, UKW/MW-Radio- und Fernsehiibertragung kdnnen theoretisch nicht
genau vorhergesagt werden. Um die durch stationédre Hochfrequenzsender bedingte elektromagnetische
Umgebung zu beurteilen, sollte eine elektromagnetische Untersuchung des Aufstellungsorts in Betracht
gezogen werden. Wenn die gemessene Feldstarke am Einsatzort des SonoSite-Ultraschallsystems die
entsprechenden Grenzwerte fiir Hochfrequenzstérungen tbersteigt, sollte beobachtet werden, ob das
SonoSite-Ultraschallsystem normal arbeitet. Werden Betriebsstdrungen festgestellt, sind weitere
MaBnahmen erforderlich. Eventuell muss das SonoSite-Ultraschallsystem neu ausgerichtet oder an einem
anderen Ort aufgestellt werden.

b. Im Frequenzbereich von 150 kHz bis 80 MHz darf die Feldstarke maximal 3 V/m betragen.

Warnhinweis der FCC: Anderungen bzw. Modifikationen, die nicht ausdriicklich von der fiir die
Einhaltung der gesetzlichen Richtlinie zustédndigen Partei genehmigt sind, kdnnen dazu fiihren, dass
der Anwender nicht langer autorisiert ist, das Gerat zu verwenden.

Dieses Gerat entspricht Teil 15 der FCC-Richtlinien. Der Betrieb ist nur unter den folgenden
Bedingungen zugelassen:

+ Dieses Gerat darf keine gefdhrlichen Interferenzen verursachen.

+ Dieses Gerat muss empfangene Interferenzen aufnehmen, einschlieflich etwaiger Interferenzen,
die unerwartete Betriebsbedingungen verursachen.
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Anforderungen an Storfestigkeitspriifungen

Das S Series-Ultraschallsystem entspricht den wesentlichen Leistungsanforderungen, die in
IEC 60601-1-2 und IEC 60601-2-37 festgelegt sind. Die Ergebnisse der Storfestigkeitsprifungen
zeigen, dass das S Series-Ultraschallsystem diese Anforderungen erfillt und frei von Folgendem ist:

« Rauschen auf Kurvenformen, Artefakte oder Verzerrung in Bildern oder Fehler angezeigter
numerischer Werte, die nicht auf eine physiologische Wirkung zuriickzufiihren sind und die
Diagnose andern kdnnen

« Anzeige falscher numerischer Werte in Zusammenhang mit der zu erstellenden Diagnose
« Anzeige falscher sicherheitsbezogener Hinweise
« Erzeugung einer unbeabsichtigten oder ibermafigen Ultraschall-Ausgangsleistung

« Erzeugung einer unbeabsichtigten oder ibermaBigen Oberflachentemperatur der
Schallkopf-Baugruppe

« Erzeugung unbeabsichtigter oder unkontrollierter Bewegungen von Schallkopf-Baugruppen fiir
den intrakorporalen Einsatz

Kennzeichnungssymbole

Symbol Beschreibung

i’“ Temperaturgrenzwerte

,I Luftdruckgrenzwerte
Einschrankung durch Luftfeuchtigkeit
(@)

Hochfrequenzsender
()

@ Unzuldssige Aktion: Nicht schieben
9

a
oo

Vorgeschriebene Aktion: Transportposition erforderlich
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Hersteller

Bevollmdchtigter Vertreter in der Europdischen Gemeinschaft

Achtung, siehe Benutzerhandbuch

Bitte Gebrauchsanweisungen befolgen.

@952

Y
g
Normen 3
Elektrische Sicherheitsnormen
IEC 60601-1:1988, International Electrotechnical Commission, Medical Electrical Equipment-Part 1. -
General Requirements for Safety. 3
IEC 60601-1:2005, Medical electrical equipment - Part 1: General requirements for basic safety and &
essential performance.
AAMI / ANSI ES 60601-1:2005, Medical electrical equipment - Part 1: General requirements for basic
safety and essential performance.
IEC 60601-1-1:2000, Medical Electrical Equipment-Part 1-1. General Requirements for Safety-Section g
1-1. Collateral Standard. Safety Requirements for Medical Electrical Systems. g
o
IEC 60601-2-37:2001, International Electrotechnical Commission, Particular Requirements for the
Safety of Ultrasonic Medical Diagnostic and Monitoring Equipment.
IEC 60601-2-37:2007, Medical electrical equipment - Part 2-37: Particular requirements for the basic
safety and essential performance of ultrasonic medical diagnostic and monitoring equipment. pd
CAN/CSA C22.2, No. 60601-1, Canadian Standards Association, Medical Electrical Equipment-Part 1. g’
General Requirements for Safety. £
w
CAN/CSA C22.2,No.60601-1:08, Medical Electrical Equipment - Part 1: General Requirements for Basic
Safety and Essential Performance.
IEC 61157, International Electrotechnical Commission, Standard Means for the Reporting of the =
Acoustic Output of Medical Diagnostic Ultrasonic Equipment. §
EMV-Klassifizierungsnormen 2

IEC 60601-1-2:2007, Medical electrical equipment - Part 1-2: General requirements for basic safety
and essential performance - Collateral standard: Electromagnetic compatibility - Requirements and
tests.
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CISPR 11, International Electrotechnical Commission, International Special Committee on Radio
Interference. Industrial, Scientific, and Medical (ISM) Equipment - Radio-Frequency Disturbance
Characteristics-Limits and Methods of Measurement. Classification for the ultrasound system,
docking system, accessories, and peripherals when configured together: Group 1, Class A.

Larmschutznormen
NEMA UD 2-2004, Acoustic Output Measurement Standard for Diagnostic Ultrasound Equipment.

NEMA UD 3-2004, Standard for Real-Time Display of Thermal and Mechanical Acoustic Output Indices
on Diagnostic Ultrasound Equipment, American Institute of Ultrasound in Medicine.

Biokompatibilitatsnormen

AAMI/ANSI/ISO 10993-1, Biological evaluation of medical devices - Part 1: Evaluation and testing
(2009).

AAMI/ANSI/ISO 10993-5, Biological evaluation of medical devices - Part 5: Tests for In Vitro
cytotoxicity (2009).

AAMI/ANSI/ISO 10993-10, Biological evaluation of medical devices - Part 10: Tests for irritation and
delayed-type hypersensitivity (2002).

AAMI/ANSI/ISO 10993-11, Biological evaluation of medical devices - Part 11: Tests for systemic toxicity
(2006).

AAMI/ANSI/ISO 10993-12, Biological evaluation of medical devices - Part 12: Sample preparation and
reference materials (2007).

Normen fiir auf dem Luftweg transportierte Gerite

RTCA DO-160E, Radio Technical Commission for Aeronautics, Environmental Conditions and Test
Procedures for Airborne Equipment, Section 21.0 Emission of Radio Frequency Energy, Category B.
118.

DICOM-Norm

NEMA PS 3.15, Digital Imaging and Communications in Medicine (DICOM)-Part 15: Security and
System Management Profiles.

HIPAA-Norm
Health Insurance and Portability and Accountability Act, Pub.L. No. 104-191.
45 CFR 160, General Administrative Requirements.
45 CFR 164, Security and Privacy.
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Sistema de ecografia S Series
Suplemento al Manual para el usuario
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Este suplemento al manual para el usuario incluye lo siguiente: =
« Proporciona informacién adicional sobre seguridad.
« Actualiza la lista de accesorios y periféricos compatibles.
v
]
Introduccion 5
m>
El manual para el usuario se ha concebido para las personas familiarizadas con las técnicas de @
ecografia que hayan recibido formacidn relacionada con dichas técnicas y sobre la practica clinica.
Antes de utilizar el sistema de ecografia S Series, debe recibir la formacién adecuada.
5
i &
Usos previstos 5
=
[-}
wn

El médico se coloca al lado del paciente y coloca el transductor sobre (o en el interior, en el caso de
los procedimientos invasivos) el cuerpo del paciente, en el lugar necesario para obtener la imagen
ecogréfica deseada.
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Almacenamiento de imagenes y clips

El icono de porcentaje situado en el drea de estado del sistema muestra el porcentaje de espacio
utilizado del medio de almacenamiento interno. Si intenta guardar una imagen o un clip y no queda
espacio, el sistema le avisa de que el almacenamiento interno estd lleno. Para resolver este problema,
archive las imagenes y los clips que desee conservary, a continuacion, eliminelos del sistema para
liberar espacio.

Configuracion de la conectividad

En caso de problemas con SiteLink™, consulte el manual para el usuario de SiteLink Image Manager.
En caso de problemas con DICOM®, como pueden ser la asignacion de almacenamiento, los
archivadores y MPPS, consulte Enviar y recibir datos DICOM en sistemas SonoSite.

Mantenimiento

Todos los requisitos de mantenimiento se describen en este manual para el usuario. La realizacion de
actividades de mantenimiento no descritas en el manual para el usuario podria anular la garantia del

producto.

jADVERTENCIA!: ‘ No modifique el sistema de ecografia S Series.

Solucion de problemas

30

En la pantalla aparece un icono de mantenimiento | % . Reinicie el sistema. Si el problema aparece
de nuevo, es posible que el sistema requiera mantenimiento. Anote el nimero que aparece entre
paréntesis en la linea C: y péngase en contacto con SonoSite o con el representante local.

El sistema le indica “asegurese de que el dispositivo USB sea valido". Asegurese de que el
dispositivo de almacenamiento USB no tenga activada la proteccién con contrasefia y no esté
defectuoso.

Utilice el dispositivo de almacenamiento USB que se incluye con el sistema.

El sistema le indica “asegurese de que el dispositivo USB contenga datos validos”. Asegurese de
que los datos estén presentes en el dispositivo de almacenamiento USB.

Vuelva a exportar los datos originales al dispositivo de almacenamiento USB.
Péngase en contacto con el administrador del sistema.

El sistema muestra la alerta “Fuente de alimentacion incompatible. . . ”Utilice la fuente de
alimentacién que se entrega con el sistema. Consulte “Accesorios y periféricos compatibles” en la
pagina 34.



El sistema muestra la alerta “Se ha alcanzado el nimero maximo de entradas de
intervenciones” al tratar de crear un formulario de informacion del paciente. Archive o exporte
los exdmenes del paciente y, seguidamente, eliminelos del sistema para liberar espacio de
almacenamiento interno.

El sistema muestra la alerta “No se pudo guardar la imagen o el clip. Se ha llegado al maximo
de imagenes/clips permitido para un solo paciente.” Elimine todas las imagenes o clips no
deseados del examen del paciente. Consulte las instrucciones en el manual para el usuario del
sistema de ecografia.

Seguridad eléctrica

iADVERTENCIA!: | Para evitar el riesgo de descargas eléctricas:

+ Este equipo se debe conectar Unicamente a la red eléctrica con toma de
tierra de proteccion.

+ No deje que el escaner de cédigos de barras entre en contacto con el
paciente.

+ No deje que el cable de alimentacién o el conector entren en contacto con
el paciente.

+ No toque la fuente de alimentacion y el paciente al mismo tiempo.

Seguridad de la bateria
iADVERTENCIA!: | Periddicamente, asegurese de que la bateria se carga completamente. Si la
bateria no se carga completamente, sustituyala.

iADVERTENCIA!: | No envie una bateria dafiada sin haber recibido instrucciones del
departamento de asistencia técnica de SonoSite.

Materiales peligrosos

iADVERTENCIA!: | Los productosy los accesorios pueden contener materiales peligrosos.
Asegurese de que los productos y los accesorios sean eliminados de un modo
ambientalmente responsable y de cumplir las regulaciones federales y locales
en cuanto a la eliminacién de materiales peligrosos.

31
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Compatibilidad electromagnética

iADVERTENCIA!: | Elsistema de ecografia S Series no debe utilizarse al lado de otros equipos ni

Precaucion:

Precaucion:

32

apilado sobre otros equipos. Si se produjese tal uso, compruebe que el
sistema de ecografia S Series funciona normalmente en esa configuracion.

Para evitar el peligro de emisiones electromagnéticas elevadas o la disminucién
de lainmunidad frente a interferencias electromagnéticas, utilice inicamente los
accesorios y periféricos recomendados por SonoSite. La conexién de accesorios y
periféricos no recomendados por SonoSite al sistema de ecografia puede provocar
un mal funcionamiento del sistema de ecografia o de otros equipos
electromédicos cercanos. Pdngase en contacto con SonoSite o con un
representante local para obtener una lista de accesorios y periféricos disponibles o
recomendados por SonoSite.

La descarga electrostatica o choque estatico es un fenédmeno que se produce de
manera natural. La descarga electrostatica es comun cuando la humedad es baja,
situacién que pueden provocar la calefaccién o el aire acondicionado. La descarga
electrostatica es una descarga de la energia eléctrica que tiene un cuerpo cargado
a un cuerpo sin carga o con menos carga. El grado de la descarga puede ser
suficiente para provocar dafos en un transductor o un sistema de ecografia. Se
pueden reducir las descargas electrostaticas tomando las precauciones siguientes:
aplicar antiestatico sobre alfombras y sobre linéleo y utilizar esterillas antiestéticas.



Distancia de separacion

Distancias de separacion recomendadas entre los equipos de comunicacion por radiofrecuencia
portatiles y méviles y el sistema de ecografia S Series

El sistema de ecografia S Series esta disefado para su utilizaciéon en un entorno
electromagnético en el que estén controladas las perturbaciones de radiofrecuencia (RF).

El cliente o el usuario del sistema de ecografia S Series pueden contribuir a prevenir las
interferencias electromagnéticas manteniendo una distancia minima entre los equipos de
comunicacion por radiofrecuencia portatiles y moviles (transmisores) y el sistema de ecografia
S Series segun se recomienda a continuacién, de acuerdo con la potencia maxima de salida de
los equipos de comunicacion.

Potencia Distancia de separacion segun la frecuencia del transmisor
nominal maxima m
de salida del
transmisor De150kHza80 MHz De 80 MHza800 MHz De800MHza 2,5 GHz

Vatios d=1,2./P d=1,2./P d=2,3.P

0,01 0,12 0,12 0,23

0,1 0,38 0,38 0,73

1 1,2 1,2 2,3

10 3,8 3,8 7,3

100 12 12 23

Para transmisores con una potencia nominal maxima de salida no incluida anteriormente, la
distancia de separacién (d) recomendada en metros (m) se puede calcular utilizando la ecuacién
aplicable a la frecuencia del transmisor, donde P es la potencia nominal maxima de salida del
transmisor en vatios (W) segun el fabricante del transmisor.

Nota: A 80 MHz y 800 MHz, se aplica la distancia de separacién para el intervalo de frecuencias mds
alto.

Es posible que estas directrices no sean aplicables en todas las situaciones. La transmisién
electromagnética se ve afectada por la absorcién y reflexion de estructuras, objetos y personas.
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Accesorios y periféricos compatibles

34

SonoSite ha probado el sistema de ecografia S Series con los siguientes accesorios y periféricos, y ha
demostrado el cumplimiento de los requisitos de la norma IEC60601-1-2:2007.

Puede utilizar estos accesorios de SonoSite y periféricos de terceros con el sistema de ecografia
S Series.

iADVERTENCIA!: | El usode los accesorios con sistemas médicos distintos al sistema de ecografia
S Series podria tener como resultado el aumento de las emisiones o la
disminucién de la inmunidad del sistema médico.

iADVERTENCIA!®: | El uso de accesorios distintos a los especificados podria tener como resultado
el aumento de las emisiones o la disminucién de la inmunidad del sistema de
ecografia.

Accesorios y periféricos compatibles con el sistema de ecografia S Series

Descripcion Longitud maxima del cable
Transductor C11x 2,0m
Transductor C60x 1,8m
Transductor HFL38x 1,8m
Transductor HFL50x 1,8m
Transductor ICTx 1,8m
Transductor L25x 24m
Transductor L38xi 1,7m
Transductor L52x 2,4m
Transductor P10x 20m
Transductor P21x 2,0m
Transductor SLAx 2,4m
Transductor TEEx 23m
Escaner de cédigos de barras 1,5m

Bateria para PowerPack —
Bloque de bateria —

Bateria para PowerPack —



Accesorios y periféricos compatibles con el sistema de ecografia S Series (continuacién)

Impresora en blanco y negro

Cable de impresora en blanco y negro
Cable USB de impresora en blanco y negro
Impresora en color

Cable de alimentacién de impresora en
color

Cable de video de impresora en color
Base V-Universal

Raton pequeno

Cable de alimentacion (sistema)

Fuente de alimentacién con cable de CC
Fuente de alimentacién con cable de CA
PowerPark

Conector del transductor triple

Teclado USB

Adaptador inaldmbrico USB

Guia y declaracion del fabricante

Tm

3,3m

Tm

1,8 m

1,8 m
3m

2m

{ADVERTENCIA! Otros equipos, aunque cumplan con los requisitos de emisiones CISPR,
podrian interferir con el sistema de ecografia S Series.

El sistema de ecografia S Series utiliza un receptor y un transmisor IEEE 802.11 que utiliza la banda de

frecuencia ISM de 2,412 a 2,4835 GHz e implementa tres métodos de transmision:

« |EEE802.11b con modulacién por cédigo complementario (CCK), modulacién por desplazamiento
diferencial de fase cuaternaria (DQPSK) y modulacion por desplazamiento diferencial de fase

binaria (DBPSK) a 17 dBm

« |EEE 802.11g con multiplexacion por division de frecuencia ortogonal (OFDM) a 14 dBm

« |EEE 802.11n con OFDM a 14 dBm
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Guia y declaracion del fabricante — Emisiones electromagnéticas

El sistema de ecografia S Series ha sido disefiado para utilizarse en el entorno electromagnético
especificado a continuacion. El cliente o el usuario del sistema de ecografia S Series deberan
asegurarse de que se utiliza en dicho entorno.

Ensayo de emisiones Cumplimiento Entorno electromagnético
Emisiones de Grupo 1 El sistema de ecografia S Series utiliza energia de
radiofrecuencia radiofrecuencia solo para el funcionamiento
CISPR 11 interno.
Por lo tanto, las emisiones de radiofrecuencia son
muy bajas y no es probable que causen
interferencias en equipos electronicos cercanos.
Emisiones de Clase A El sistema de ecografia S Series se puede utilizar en
radiofrecuencia todo tipo de edificios que no sean residenciales ni
CISPR 11 tengan una conexién directa a la red eléctrica

Emisiones de armodnicos Clase A
IEC 61000-3-2

Fluctuaciones/ Conforme
parpadeo de tension

IEC 61000-3-3

publica de baja tensiéon que suministra energia a
edificios residenciales.

Guia y declaracion del fabricante - Inmunidad electromagnética

El sistema de ecografia S Series ha sido disefiado para utilizarse en el entorno electromagnético
especificado a continuacidn. El cliente o el usuario del sistema de ecografia S Series deberan
asegurarse de que se utiliza en dicho entorno.

Ensayo de IEC 60601 Nivel de .

. . . . Entorno electromagnético
inmunidad Nivel de ensayo cumplimiento

Descargas +6,0 KV contacto +6,0 KV contacto Los suelos deben ser de
electroestdticas  +8 0 KV aire +8,0 KV aire madera, cemento o baldosa
IEC 61000-4-2 ceramica. Si los suelos estan

cubiertos con material
sintético, la humedad relativa
debe ser por lo menos de un
30 %.



Guia y declaracion del fabricante - Inmunidad electromagnética (continuacion)

El sistema de ecografia S Series ha sido disefiado para utilizarse en el entorno electromagnético
especificado a continuacién. El cliente o el usuario del sistema de ecografia S Series deberan
asegurarse de que se utiliza en dicho entorno.

Ensayo de IEC 60601 Nivel de .
. . . . Entorno electromagnético
inmunidad Nivel de ensayo cumplimiento
Réfagasy +2 KV para lineas +2 KV paralineasde La calidad de la red eléctrica
transitorios de alimentacion alimentacién debe ser la tipica de los
rapidos +1 KV para lineas +1 KV para lineasde ~ entornos comerciales u
eléctricos de entrada/ entrada/salida hospitalarios.
IEC 61000-4-4 salida
Sobretension +1 KV linea(s) a +1 KV linea(s) a La calidad de la red eléctrica
IEC 61000-4-5 linea(s) linea(s) debe ser la tipica de los

+2 KV linea(s) a +2 KV linea(s) a entornos comerciales u

tierra tierra hospitalarios.
Caidas de <5%Ur <5%Ur La calidad de la red eléctrica
Fensién, . (>95 % de caida (>95 % de caida debeserla tl'pica‘de los
interrupciones enUy) en Uy) entor‘nos c'ome.roales u
bre.vef, y durante 0,5 ciclo durante 0,5 ciclo hOSpIt‘a|aI’IOS. " ?I ustario
variaciones de necesita que el sistema de
tensionenlineas 40 % Ut 40 % Uz ecografia S Series funcione de
de alimentacion (60 % de caida (60 % de caida forma continuada durante una
eléctrica en Uy en Uy interrupcién del suministro
IEC 61000-4-11 durante 5 ciclos durante 5 ciclos eléctrico, se recomienda que

70% Uy 70% Uy el sistema de ecografia S Series

(30 % de caida (30 % de caida reciba energia de una fuente

de alimentacién

enUp) enUp ininterrumpida o de una

durante 25 ciclos durante 25 ciclos bateria.

<5% UT <5% UT

(>95 % de caida (>95 % de caida

en Uy en Uy

durante 5s durante 5s
Campos 3A/m 3A/m Los campos magnéticos a
magnéticos a frecuencia industrial deben
frecuencia tener los niveles tipicos para
industrial lugares que se encuentran en
IEC 61000-4-8 entornos comerciales u

hospitalarios.
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Guia y declaracion del fabricante - Inmunidad electromagnética (continuacion)

El sistema de ecografia S Series ha sido disefiado para utilizarse en el entorno electromagnético
especificado a continuacion. El cliente o el usuario del sistema de ecografia S Series deberan
asegurarse de que se utiliza en dicho entorno.

Ensayo de IEC 60601 Nivel de ‘e

. . R .. Entorno electromagnético

inmunidad Nivel de ensayo cumplimiento

Radiofrecuencia 3 Vrms 3Vrms Los equipos de comunicacion

conducida De 150 kHz a por radiofrecuencia portatiles

IEC 61000-4-6 80 MHz y moviles no se deben utilizar
mas cerca del sistema de
ecografia S Series (incluidos
los cables) que la distancia de
separacién recomendada
calculada a partirdela
ecuacion aplicable ala
frecuencia del transmisor.
Distancia de separacion
recomendada
d=1.2./P

Radiofrecuencia  3V/m 3V/m d=12./P

radiada De 80 MHza De 80 MHz a 800 MHz

IEC 61000-4-3 2,5 GHz
d=23.P

De 800 MHz a 2,5 GHz

Donde P es la potencia
nominal maxima de salida del
transmisor en vatios (W)
segun el fabricante del
transmisor y d es la distancia
de separacién recomendada
en metros (m).



Guia y declaracion del fabricante - Inmunidad electromagnética (continuacion)

ysijbuz

El sistema de ecografia S Series ha sido disefiado para utilizarse en el entorno electromagnético
especificado a continuacidn. El cliente o el usuario del sistema de ecografia S Series deberan
asegurarse de que se utiliza en dicho entorno.

o]
Ensayo de IEC 60601 Nivel de ” 2
. . . . Entorno electromagnético &
inmunidad Nivel de ensayo cumplimiento §
Radiofrecuencia Las intensidades de campo de
radiada los transmisores de
IEC 61000-4-3 radiofrecuencia fija,

determinadas por la
inspeccion electromagnética
in situ?, deben ser inferiores al
nivel de cumplimiento en cada
intervalo de frecuencia®.

(continuacion)

Se pueden producir
interferencias en las

m
-
proximidades de los equipos s
marcados con el siguiente ?.
simbolo:
.
Nota: Ures la tension de CA de la red antes de aplicar el nivel de ensayo. =
A 80 MHz y 800 MHz, se aplica el intervalo de frecuencia mds alto. %
Es posible que estas directrices no sean aplicables en todas las situaciones. La transmisién electromagnética se ve =
afectada por la absorcion y reflexion de estructuras, objetos y personas.
a. No se pueden predecir tedricamente con precision las intensidades de campo de transmisores fijos como
estaciones base de radioteléfonos (mdviles/inalambricos) y radios terrestres moviles, equipos de -
radioaficionado, radiodifusién en AM y FM y televisidn. Para evaluar el entorno electromagnético en ]
relacion con transmisores de radiofrecuencia fijos, debe considerarse la posibilidad de realizar una g
inspeccion electromagnética del lugar. Si la intensidad medida del campo en el lugar en el que se utiliza el £
sistema de ecografia de SonoSite supera el nivel de cumplimiento de radiofrecuencia aplicable antes @
mencionado, debe observarse el sistema de ecografia de SonoSite para verificar que el funcionamiento sea
normal. Si se observa un rendimiento anormal, puede ser necesario adoptar medidas adicionales, como
cambiar de posicién u orientacion el sistema de ecografia de SonoSite. =
b. Enelintervalo de frecuencia de 150 kHz a 80 MHz, las intensidades de campo deberian ser inferiores a a
3V/m. 2
5
&

Aviso de laFCC: Los cambios o modificaciones realizados y no aprobados explicitamente por la parte
responsable de la conformidad pueden anular la autoridad del usuario para poner en
funcionamiento el equipo.
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Este dispositivo cumple con la Parte 15 de las normas de la FCC. Su funcionamiento estd sujeto a las
dos siguientes condiciones:

« Este dispositivo no puede generar interferencias perjudiciales.

- Este dispositivo debe aceptar todas las interferencias recibidas, incluidas las que puedan ocasionar
un funcionamiento no deseado.

Requisitos para las pruebas de inmunidad

El sistema de ecografia S Series cumple con los requisitos de rendimiento esenciales especificados en
las normas IEC 60601-1-2 y IEC 60601-2-37. Los resultados de las pruebas de inmunidad muestran que
el sistema de ecografia S Series cumple con estos requisitos y esta exento de los siguientes:

+ Ruido en una forma de onda, artefactos o distorsiéon en una imagen, o un error en un valor
numérico mostrado que no se puedan atribuir a un efecto fisioldgico y que puedan alterar el
diagnéstico.

« Visualizacién de valores numéricos incorrectos asociados con el diagndstico que se esta
realizando.

« Visualizacién de indicaciones relacionadas con la seguridad incorrectas.
« Generacion accidental o excesiva de salida de ultrasonidos.
« Generacion accidental o excesiva de temperatura en la superficie de la unidad de transductor.

« Produccion de movimiento accidental o sin control de las unidades de transductor destinadasa un
uso intracorporal.

Simbolos del etiquetado

Simbolo Definicién

i’ Limitacion de temperatura

Limitacion de presion atmosférica
Limitacién de humedad

Transmisor de radiofrecuencia
(@)
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Accién prohibida: no empujar

Accién obligatoria: posicién de transporte requerida
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Fabricante

Representante autorizado en la Comunidad Europea

Atencidn, ver instrucciones de uso.

Seguir las instrucciones de uso.
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Normas
Normas de seguridad eléctrica
IEC 60601-1:1988, International Electrotechnical Commission, Medical Electrical Equipment-Part 1. ='3_'
General Requirements for Safety. %
IEC 60601-1:2005, Medical electrical equipment - Part 1: General requirements for basic safety and
essential performance.
AAMI / ANSI ES 60601-1:2005, Medical electrical equipment - Part 1: General requirements for basic
safety and essential performance. g
IEC 60601-1-1:2000, Medical Electrical Equipment-Part 1-1. General Requirements for Safety-Section fg’
1-1. Collateral Standard. Safety Requirements for Medical Electrical Systems. §>
IEC 60601-2-37:2001, International Electrotechnical Commission, Particular Requirements for the
Safety of Ultrasonic Medical Diagnostic and Monitoring Equipment.
IEC 60601-2-37:2007, Medical electrical equipment - Part 2-37: Particular requirements for the basic 2
safety and essential performance of ultrasonic medical diagnostic and monitoring equipment. o
CAN/CSA C22.2, No. 60601-1, Canadian Standards Association, Medical Electrical Equipment-Part 1. g
General Requirements for Safety. >

CAN/CSA C22.2,No.60601-1:08, Medical Electrical Equipment - Part 1: General Requirements for Basic
Safety and Essential Performance.

IEC 61157, International Electrotechnical Commission, Standard Means for the Reporting of the
Acoustic Output of Medical Diagnostic Ultrasonic Equipment.
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Clasificacion con respecto a las normas de CEM

IEC 60601-1-2:2007, Medical electrical equipment - Part 1-2: General requirements for basic safety
and essential performance - Collateral standard: Electromagnetic compatibility - Requirements and
tests.

CISPR 11, International Electrotechnical Commission, International Special Committee on Radio
Interference. Industrial, Scientific, and Medical (ISM) Equipment - Radio-Frequency Disturbance
Characteristics-Limits and Methods of Measurement. Classification for the ultrasound system,
docking system, accessories, and peripherals when configured together: Group 1, Class A.

Normas acusticas
NEMA UD 2-2004, Acoustic Output Measurement Standard for Diagnostic Ultrasound Equipment.

NEMA UD 3-2004, Standard for Real-Time Display of Thermal and Mechanical Acoustic Output Indices
on Diagnostic Ultrasound Equipment, American Institute of Ultrasound in Medicine.

Normas sobre biocompatibilidad

AAMI/ANSI/ISO 10993-1, Biological evaluation of medical devices - Part 1: Evaluation and testing
(2009).

AAMI/ANSI/ISO 10993-5, Biological evaluation of medical devices - Part 5: Tests for In Vitro
cytotoxicity (2009).

AAMI/ANSI/ISO 10993-10, Biological evaluation of medical devices - Part 10: Tests for irritation and
delayed-type hypersensitivity (2002).

AAMI/ANSI/ISO 10993-11, Biological evaluation of medical devices - Part 11: Tests for systemic toxicity
(2006).

AAMI/ANSI/ISO 10993-12, Biological evaluation of medical devices - Part 12: Sample preparation and
reference materials (2007).

Normas sobre equipos aerotransportados

RTCA DO-160E, Radio Technical Commission for Aeronautics, Environmental Conditions and Test
Procedures for Airborne Equipment, Section 21.0 Emission of Radio Frequency Energy, Category B.
118.

Norma DICOM

NEMA PS 3.15, Digital Imaging and Communications in Medicine (DICOM)-Part 15: Security and
System Management Profiles.

Norma HIPAA
Health Insurance and Portability and Accountability Act, Pub.L. No. 104-191.

45 CFR 160, General Administrative Requirements.
45 CFR 164, Security and Privacy.
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Echographe S Series

Supplément au guide d’utilisation

z
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Ce supplément au guide d'utilisation a pour but de :

=
o
- fournir des informations complémentaires relatives a la sécurité g?
. . . e . o

« mettre a jour la liste des accessoires et périphériques compatibles
Introduction -
]
Le guide d'utilisation est destiné a informer les personnes familiarisées avec les techniques g
échographiques et ayant recu une formation sur I'échographie et les pratiques cliniques. Avant ‘%
d'utiliser I'échographe S Series, vous devez avoir recu la formation appropriée. «
Utilisations prévues -
(1]
s s s . " S . o
Le médecin se tient a coté du patient et place la sonde sur (ou dans, lors d'interventions invasives) o
le corps du patient a I'endroit nécessaire pour obtenir 'image échographique souhaitée. 9
o
wn
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Enregistrement des images et des clips vidéo

L'icone de pourcentage située dans la zone d'état du systéme indique la quantité d’espace utilisé sur
le dispositif de stockage interne. Si vous essayez de sauvegarder une image ou un clipalors qu‘iln’y a
plus d’espace, le systéme vous alerte que le stockage interne est plein. Pour résoudre ce probléme,
archivez les images et les clips que vous souhaitez conserver, puis supprimez-les du systéme pour
libérer de I'espace.

Configuration de la connectivité

Pour les problémes relatifs a SiteLink™, consultez le guide d'utilisation du Logiciel de gestion
d’'images SiteLink. Pour les problémes relatifs a DICOM®, tels que : confirmation d'archivage,
dispositifs d'archivage et MPPS, consultez la section Envoi et réception de données DICOM sur des
échographes SonoSite.

Maintenance

Toutes les exigences en matiére de maintenance sont décrites dans ce guide d'utilisation. La
réalisation d’autres opérations de maintenance peut annuler la garantie du produit.

AVERTISSEMENT : ‘ Ne pas modifier I'échographe S Series.

Dépannage

L’icone de maintenance Ig apparait a I’écran. Redémarrez I'échographe. Si ce probléme se
reproduit, la maintenance de I'échographe peut étre nécessaire. Notez le numéro qui apparait entre
parenthéses sur la ligne C: et contactez SonoSite ou votre représentant SonoSite.

Le systéeme vous demande de « vérifier que le dispositif USB est valide ». Vérifiez que le dispositif
USB de stockage n’est pas protégé par un mot de passe et qu'il n’est pas défectueux.

SonoSite prend en charge le dispositif de stockage USB fourni en option avec I'échographe.

Le systéme vous demande de « vérifier que le dispositif USB contient des données ». Vérifiezque
des données sont présentes sur le dispositif USB de stockage.

Réexportez les données initiales dans le dispositif de stockage USB.
Contactez votre administrateur systéme.

Le systeme affiche I'alerte « Alimentation électrique incompatible ». . . Utilisez le bloc
d'alimentation fourni avec le systéme. Voir la section « Accessoires et périphériques
compatibles » a la page 48.

L'échographe affichel'alerte « Nombre maximum d’entrées de procédure atteint » lorsque vous
essayez de créer un formulaire d’informations du patient. Libérez de I'espace de stockage interne
en archivant ou en exportant des examens de patients, puis supprimez-les du systéme.
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L’échographe affiche I'alerte « Impossible d’enregistrer 'image ou le clip. Vous avez atteint le
nombre maximal d’images/clips permis pour un patient ». Supprimez de I'examen de patient tous
les clips et images non désirés. Pour obtenir des instructions, se reporter au guide d’utilisation de

I'échographe.
V 4 L] V 4 V 4 L] g
Sécurité électrique 2
w0
n
-
AVERTISSEMENT : | Pour éviter tout risque d’électrocution :
- Ce matériel ne doit étre connecté qu’a une alimentation dotée d'une
protection de terre.
+ Ne laissez pas le lecteur de codes-barres toucher le patient. m
- Faites en sorte que l'alimentation électrique et le connecteur ne touchent §,
pas le patient. =3
+ Ne touchez pas en méme temps l'alimentation électrique et le patient.

Sécurité de la batterie

AVERTISSEMENT : | Vérifiez périodiquement que la batterie se charge complétement. Si la
batterie ne se charge pas complétement, remplacez-la.

AVERTISSEMENT : | N’expédiez pas de batterie endommagée sans instructions préalables du
service d'assistance technique de SonoSite.

5

=

=

LI °

Matieres dangereuses

AVERTISSEMENT : | Les produits et accessoires peuvent contenir des matiéres dangereuses.

Assurez-vous que les produits et accessoires soient mis au rebut de facon =

écologique et respectent les lois locales et fédérales sur I'élimination des %

matiéres dangereuses. &
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Compatibilité électromagnétique

AVERTISSEMENT : | L'échographe S Series ne doit pas étre utilisé a proximité d’'un autre matériel

Attention:

Attention:

46

ni étre empilé sur un autre équipement. Si cela est le cas, vérifiez que
I'échographe S Series fonctionne normalement dans cette configuration.

Pour éviter tout risque d’augmentation des émissions électromagnétiques ou
toute baisse d'insensibilité, utilisez uniquement les accessoires et les
périphériques recommandés par SonoSite. La connexion d'accessoires et de
périphériques non recommandés par SonoSite pour I'échographe peut provoquer
un dysfonctionnement de I'échographe ou des autres dispositifs électriques
médicaux présents dans cette zone. Contactez SonoSite ou votre représentant
local pour obtenir la liste des accessoires et des périphériques disponibles auprés
de SonoSite ou recommandés par SonoSite.

Les décharges électrostatiques (ou chocs statiques) sont un phénomene naturel.
Elles se produisent fréquemment lorsque I'air ambiant est desséché par le
chauffage ou la climatisation. Une décharge électrostatique est une décharge
d’'énergie électrique qui se propage d'un corps portant une charge électrostatique
vers un corps dont la charge électrostatique est inférieure ou nulle. La force de la
décharge peut étre suffisante pour endommager la sonde ou I'échographe.

Les précautions suivantes peuvent contribuer a réduire les décharges
électrostatiques : I'application d'un spray de produit antistatique sur les tapis et
sur le linoléum et l'utilisation de tapis antistatiques.



Distance de sécurité

Distances de sécurité recommandées entre un matériel de communication radioélectrique portable
ou mobile et I'échographe S Series

L'échographe S Series doit étre utilisé dans un environnement électromagnétique dans lequel
les perturbations radioélectriques (RF) rayonnées sont controlées. Le client ou l'utilisateur de
I'échographe S Series peut aider a éviter les interférences électromagnétiques en gardant une
certaine distance entre le matériel de communication radioélectrique portable ou mobile
(émetteurs) et I'échographe S Series, tel que recommandée ci-dessous, en fonction de la
puissance maximale du matériel de communication.

Distance de sécurité en fonction de la fréquence de I'émetteur

Puissance m
maximale de
"e'l:‘ve::e“' de 150 kHza 80 MHz de 80 MHz 2 800 MHz de 800 MHz a 2,5 GHz
atts
d=1,2 ./P d=1,2./P d=2,3 ./P
0,01 0,12 0,12 0,23
0,1 0,38 0,38 0,73
1 1,2 1,2 2,3
10 3,8 38 7.3
100 12 12 23

Pour les émetteurs dont la puissance maximale n’est pas indiquée ci-dessus, la distance de
sécurité recommandée (d) en métres (m) peut étre estimée en utilisant I'’équation applicable a la
fréquence de I'émetteur, ou Pest la puissance maximale de I'émetteur en watts (W) fournie par le
fabricant de I'émetteur.

Remarque : A 80 MHz et 800 MHz, la distance de sécurité pour la plage de fréquences la plus élevée
s‘applique.

Ces conseils peuvent ne pas s‘appliquer a toutes les situations. La propagation électromagnétique est
affectée par I'absorption et la réflexion des structures, des objets et des personnes.
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Accessoires et périphériques compatibles

SonoSite a testé I'échographe S Series avec les accessoires et périphériques suivants et a démontré la
conformité aux exigences de la norme CEI 60601-1-2:2007.

Vous pouvez utilisez ces accessoires SonoSite et ces périphériques tiers avec I'échographe S Series

AVERTISSEMENT : | L'utilisation de ces accessoires avec des systemes médicaux autres que
I'’échographe S Series peut provoquer une augmentation d’émissions ou une
diminution d'insensibilité du matériel médical.

AVERTISSEMENT : | L'utilisation d’accessoires autres que ceux indiqués peut provoquer une
augmentation d’émissions ou une diminution d’insensibilité de I'échographe.

Accessoires et périphériques compatibles avec I'’échographe S Series

Longueur maximale

Description du cable
Sonde C11x 20m
Sonde C60x 1,8m
Sonde HFL38x 1,8m
Sonde HFL50x 1,8m
Sonde ICTx 1,8m
Sonde L25x 24m
Sonde L38xi 1,7m
Sonde L52x 24m
Sonde P10x 20m
Sonde P21x 20m
Sonde SLAXx 24m
Sonde TEEx 23m
Lecteur de codes-barres 1,5m

Batterie pour PowerPack —
Batterie —
PowerPack de batterie —

Imprimante noir et blanc —
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Accessoires et périphériques compatibles avec I'échographe S Series (suite)

Cable d'imprimante noiretblanc  1m

Cable USB imprimante noir et 33m
blanc

Imprimante couleur —

Cable d’alimentation Tm
imprimante couleur

Cable vidéo imprimante couleur 1,8 m

Station V-Universal —

Petite souris 1,8 m
Cordon d'alimentation 3m
(échographe)

Alimentation électrique avec 2m
cable CC

Cable secteur de I'alimentation Tm
électrique

PowerPark —

Connexion de sonde triple —
Clavier USB —
Adaptateur sans fil USB —

Conseils et déclaration du fabricant

AVERTISSEMENT : | Tout autre matériel, méme s’il est conforme aux exigences d’émission CISPR,
peut perturber I'échographe S Series.

L'échographeS Series comporte un émetteur-récepteur IEEE 802.11 qui utilise la bande de fréquences
ISM de 2,412 a 2,4835 GHz et émet de trois facons différentes :

- |EEE 802.11b avec code complémentaire (CCK), modulation différentielle par déplacement de
phase quadrivalente (DQPSK) et modulation différentielle de phase a deux états (DBPSK)a 17 dBm

- |EEE 802.11g avec multiplexage par répartition orthogonale de la fréquence (MORF) a 14 dBm
- IEEE 802.11n avec MORF a 14 dBm
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Conseils et déclaration du fabricant - Emissions électromagnétiques

L'échographe S Series doit étre utilisé dans I'environnement électromagnétique défini ci-dessous.
Le client ou l'utilisateur de I'échographe S Series doit s’assurer qu'il est utilisé dans un tel

environnement.

Tests d’émission Conformité Environnement électromagnétique

Emissions Groupe 1 L'échographe S Series utilise I'énergie radioélectrique

radioélectriques uniquement pour ses fonctions internes.

CISPR 11 Ainsi, ses émissions radioélectriques sont tres faibles
et ne sont pas susceptibles de provoquer des
interférences dans le matériel électronique
avoisinant.

Emissions Classe A L'échographe S Series peut étre utilisé dans tous les

radioélectriques établissements autres qu’a usage domestique ou

CISPR 11 directement connectés au réseau d'alimentation

- électrique basse tension qui alimente les immeubles

Emissions Classe A d’habitation.

d’harmoniques

CEl 61000-3-2

Variations de tension Conforme

Scintillements
CEI 61000-3-3

Conseils et déclaration du fabricant - Insensibilité électromagnétique

L'échographe S Series doit étre utilisé dans I'environnement électromagnétique défini ci-dessous.
Le client ou l'utilisateur de I'échographe S Series doit s’assurer qu'il est utilisé dans un tel

environnement.

Test CEI1 60601 Niveau de Environnement
d’insensibilité  Niveau de test conformité électromagnétique
Décharge +6,0 kV au contact +6,0 kV au contact Les sols doivent étre en bois,
électrostatique  +8 0 kV dans l'air +8,0 kV dans I'air en béton ou en céramique.
CEl 61000-4-2 Siles sols sont recouverts
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d’une matiére synthétique,
I'numidité relative doit étre
d’au moins 30 %.



Conseils et déclaration du fabricant - Insensibilité électromagnétique (suite)

L'échographe S Series doit étre utilisé dans I'environnement électromagnétique défini ci-dessous.
Le client ou l'utilisateur de I'échographe S Series doit s’assurer qu'il est utilisé dans un tel

environnement.

Test
d’insensibilité

CEI 60601
Niveau de test

Niveau de
conformité

Environnement
électromagnétique

Transitoires
rapides
Transitoires en
salves

CEI 61000-4-4

Surtension
CEl 61000-4-5

Baisses de
tension, courtes
interruptions et
variations de
tension sur les
lignes
d’alimentation
électrique

CEI61000-4-11

+2 kV pour les
lignes
d‘alimentation
+1 KV pour les
lignes d’entrée/
sortie

+1 kV ligne(s) a
ligne(s)

+2 kV ligne(s) a
terre

<5% UT

(baisse de 95%

en Uy

pendant un demi
cycle

40% Uy

(baisse de 60%

en Uy

pendant 5 cycles
70% U7

(baisse de 30%
enUp

pendant 25 cycles
<5% UT

(baisse de 95%

en Uy

pendant 5 secondes

+2 kV pour les lignes
d’‘alimentation

+1 kV pour les lignes
d’entrée/sortie

+1 kV ligne(s) a
ligne(s)
+2 kV ligne(s) a terre

<5% Uy

(baisse de 95%
enUy)

pendant un demi
cycle

40 % Ut

(baisse de 60%
enUy)

pendant 5 cycles
70% Uy

(baisse de 30%
enU;)

pendant 25 cycles
<5% Uy

(baisse de 95%
enUy)

pendant 5 secondes

La qualité de I'alimentation
secteur doit étre celle d'un
environnement commercial
ou hospitalier normal.

La qualité de I'alimentation
secteur doit étre celle d'un
environnement commercial
ou hospitalier normal.

La qualité de I'alimentation
secteur doit étre celle d'un
environnement commercial
ou hospitalier normal. Si
I'échographe S Series doit
continuer de fonctionner
pendant les coupures de
courant, il est recommandé de
I'alimenter a partir d'une
source d'alimentation sans
coupure ou d'une batterie.
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Conseils et déclaration du fabricant - Insensibilité électromagnétique (suite)

L'échographe S Series doit étre utilisé dans I'environnement électromagnétique défini ci-dessous.
Le client ou l'utilisateur de I'échographe S Series doit s’'assurer qu'il est utilisé dans un tel

environnement.

Test CEI1 60601 Niveau de Environnement

d’insensibilité  Niveau de test conformité électromagnétique

Champ 3A/m 3A/m Les champs magnétiques a

magnétique a fréquence industrielle doivent

fréquence étre aux niveaux

industrielle caractéristiques d'un

CEl 61000-4-8 emplacement normal dans un
environnement commercial
ou hospitalier normal.

Radiofréquence 3 Vrms 3Vrms Le matériel de communication

par conduction  de 150 kHz 3 radioélectrique portable ou

CEl 61000-4-6 80 MHz mobile ne doit pas étre utilisé
plus prés des éléments de
I'échographe S Series, y
compris les cables, que la
distance de sécurité
recommandée calculée a
partir de I'équation applicable
a la fréquence de I'émetteur.
Distance de sécurité
recommandée
d=1.2.JP

Radiofréquence 3 V/m 3V/m d=12./p

par de 80 MHz a de 80 MHz 3 800 MHz

rayonnement 2,5 GHz

CEI 61000-4-3 d=23,pP
de 800 MHz 4 2,5 GHz

Ou P est la puissance
maximale de I'émetteur en
watts (W) fournie par le
fabricant de I'émetteur et dla
distance de sécurité
recommandée en métres (m).



Conseils et déclaration du fabricant - Insensibilité électromagnétique (suite)

L'échographe S Series doit étre utilisé dans I'environnement électromagnétique défini ci-dessous.
Le client ou l'utilisateur de I'échographe S Series doit s’assurer qu'il est utilisé dans un tel
environnement.

Test CEI1 60601 Niveau de Environnement
d’insensibilité  Niveau de test conformité électromagnétique
Radiofréquence L'intensité de champ des

par émetteurs RF fixes, telle qu'elle
rayonnement est déterminée par une étude
CEl 61000-4-3 électromagnétique du site?,
(suite) doit étre inférieure au niveau

de conformité dans chaque
plage de fréquences®.

Des interférences peuvent se
produire au voisinage du
matériel portant le symbole:

Note: Urest la tension secteur avant application du niveau de test.

A 80 MHz et 800 MHz, la plage de fréquences la plus élevée s’applique.

Ces conseils peuvent ne pas s‘appliquer a toutes les situations. La propagation électromagnétique est affectée par
I'absorption et la réflexion des structures, des objets et des personnes.

a. L'intensité de champ provenant des émetteurs fixes tels que les stations de base pour les radiotéléphones
(cellulaires/sans fils) et la radiocommunication mobile terrestre, les radio-amateurs, les émissions de radio
AM et FM et télévisées ne peut pas étre prévue théoriquement avec précision. Pour évaluer
I'environnement électromagnétique di aux émetteurs radioélectriques fixes, une étude
électromagnétique du site doit étre envisagée. Si I'intensité de champ mesurée a I'emplacement
d'utilisation de I'échographe SonoSite dépasse le niveau de conformité radioélectrique applicable indiqué
ci-dessus, 'échographe SonoSite doit étre examiné afin de vérifier qu'il fonctionne normalement. En cas de
fonctionnement anormal, des mesures supplémentaires peuvent étre nécessaires, comme la réorientation
ou le déplacement de I'échographe SonoSite.

b. Pourune plage de fréquences comprise entre 150 kHz et 80 MHz, I'intensité de champ doit étre inférieure a
3V/m.

Avertissement de la FCC : Tout changement ou modification qui n’est pas explicitement approuvé
par le personnel responsable du respect de la conformité de ce produit annulera le droit de
I'utilisateur a utiliser cet appareil.

Cet appareil respecte les conditions définies a la section 15 des régulations de la FCC. Son utilisation
est soumise aux deux conditions suivantes :

« Cet appareil ne doit pas provoquer d'interférences nuisibles.

« Cet appareil doit accepter toutes les interférences recues, y compris celles susceptibles de
provoquer des opérations non désirées.
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Exigences du test d’insensibilité

L

'échographe S Series est conforme aux exigences de performances essentielles spécifiées dans les

normes CEI 60601-1-2 et CEl 60601-2-37. Les résultats des tests d'insensibilité indiquent que
I'échographe S Series satisfait a ces conditions et qu'il ne présente pas les éléments suivants :

Bruit sur onde ou artéfact ou déformation d'une image ou erreur d’un chiffre affiché qui ne peut
pas étre attribuée a I'effet physiologique et qui peut modifier le diagnostic

Affichage de chiffres incorrects associés au diagnostic a effectuer

Affichage d'indications de sécurité incorrectes

Production de puissance acoustique imprévue ou excessive

Production de température de la surface de la sonde imprévue ou excessive

Production de mouvement imprévu ou excessif de la sonde prévue pour utilisation
intra-corporelle

Symboles d’étiquetage

54

Symbole Définition

i’ Limite de température

Limite de pression atmosphérique

Limite d’humidité
Emetteur RF
()

@ Action interdite : Ne pas pousser
9

a

oo

Action obligatoire : Position requise pour le transport

Fabricant
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Représentant agréé aupres de la Communauté Européenne

Attention, se reporter au guide d'utilisation.

@9%

: : : e 1
Suivre les instructions d'utilisation. S
8
Normes
Y
H
Normes de sécurité électrique 3

IEC 60601-1:1988, International Electrotechnical Commission, Medical Electrical Equipment-Part 1.
General Requirements for Safety.

IEC 60601-1:2005, Medical electrical equipment - Part 1: General requirements for basic safety and
essential performance.

AAMI / ANSI ES 60601-1:2005, Medical electrical equipment - Part 1: General requirements for basic
safety and essential performance.

IEC 60601-1-1:2000, Medical Electrical Equipment-Part 1-1. General Requirements for Safety-Section
1-1. Collateral Standard. Safety Requirements for Medical Electrical Systems.

IEC 60601-2-37:2001, International Electrotechnical Commission, Particular Requirements for the

Safety of Ultrasonic Medical Diagnostic and Monitoring Equipment. ’:'E
(Y

IEC 60601-2-37:2007, Medical electrical equipment - Part 2-37: Particular requirements for the basic z

safety and essential performance of ultrasonic medical diagnostic and monitoring equipment.

CAN/CSA C22.2, No. 60601-1, Canadian Standards Association, Medical Electrical Equipment-Part 1.

General Requirements for Safety.

CAN/CSA C22.2,No.60601-1:08, Medical Electrical Equipment - Part 1: General Requirements for Basic g

Safety and Essential Performance. =
c

IEC 61157, International Electrotechnical Commission, Standard Means for the Reporting of the o

Acoustic Output of Medical Diagnostic Ultrasonic Equipment.

Normes de classification CEM =

(]

IEC 60601-1-2:2007, Medical electrical equipment - Part 1-2: General requirements for basic safety %

and essential performance - Collateral standard: Electromagnetic compatibility - Requirements and g

tests. o

CISPR 11, International Electrotechnical Commission, International Special Committee on Radio
Interference. Industrial, Scientific, and Medical (ISM) Equipment - Radio-Frequency Disturbance
Characteristics-Limits and Methods of Measurement. Classification for the ultrasound system,
docking system, accessories, and peripherals when configured together: Group 1, Class A.
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Normes acoustiques
NEMA UD 2-2004, Acoustic Output Measurement Standard for Diagnostic Ultrasound Equipment.

NEMA UD 3-2004, Standard for Real-Time Display of Thermal and Mechanical Acoustic Output Indices
on Diagnostic Ultrasound Equipment, American Institute of Ultrasound in Medicine.

Normes de biocompatibilité

AAMI/ANSI/ISO 10993-1, Biological evaluation of medical devices - Part 1: Evaluation and testing
(2009).

AAMI/ANSI/ISO 10993-5, Biological evaluation of medical devices - Part 5: Tests for In Vitro
cytotoxicity (2009).

AAMI/ANSI/ISO 10993-10, Biological evaluation of medical devices - Part 10: Tests for irritation and
delayed-type hypersensitivity (2002).

AAMI/ANSI/ISO 10993-11, Biological evaluation of medical devices - Part 11: Tests for systemic toxicity
(2006).

AAMI/ANSI/ISO 10993-12, Biological evaluation of medical devices - Part 12: Sample preparation and
reference materials (2007).

Normes relatives au matériel aéroporté

RTCA DO-160E, Radio Technical Commission for Aeronautics, Environmental Conditions and Test
Procedures for Airborne Equipment, Section 21.0 Emission of Radio Frequency Energy, Category B.
118.

Norme DICOM

NEMA PS 3.15, Digital Imaging and Communications in Medicine (DICOM)-Part 15: Security and
System Management Profiles.

Norme HIPAA
Health Insurance and Portability and Accountability Act, Pub.L. No. 104-191.

45 CFR 160, General Administrative Requirements.
45 CFR 164, Security and Privacy.
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Questo supplemento al manuale dell’'utente ha i seguenti obiettivi:

« Fornisce informazioni supplementari

« Aggiorna l'elenco di accessori e periferiche

v
]
Introduzione 5
m>
Il manuale dell’'utente é rivolto a coloro che conoscono gia le tecniche di base dell'ecografia e che @
abbiano ricevuto addestramento in tali tecniche e in altre procedure cliniche. Per poter usare il
sistema ecografico S Series, € necessario aver gia ricevuto tale addestramento.
5
[-X
° ° ° 2
Usi previsti 5
&

Il medico e posizionato accanto al paziente e pone il trasduttore sul corpo del paziente (o all'interno
di esso per le procedure invasive) ove necessario per ottenere I'immagine ecografica desiderata.
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Salvataggio immagini e filmati

L'icona della percentuale nell’area di stato del sistema mostra la percentuale di spazio utilizzata della
memorizzazione interna. Se si tenta di salvare un’immagine o un filmato quando lo spazio & esaurito,
il sistema avvisa che memoria interna e piena. Per risolvere questo problema, archiviare le immagini
e i filmati che si desidera conservare, quindi eliminarli dal sistema per liberare spazio.

Impostazione connettivita

Per problemi con SiteLink™, fare riferimento al Manuale dell’'utente del software SiteLink per la
gestione delle immagini. Per problemi DICOM®, come ad esempio conferma archiviazione, archiver e
MPPS, fare riferimento a Invio e ricezione di dati DICOM su sistemi SonoSite.

Manutenzione

Tutti i requisiti di manutenzione sono descritti in questo Manuale dell’'utente. L'esecuzione di
procedure di manutenzione non descritte nel Manuale dell'utente potrebbe annullare la garanzia del
prodotto.

AVVERTENZA: ‘ Non modificare il sistema per ecografia S Series.

Risoluzione dei problemi

58

L’icona di manutenzione | % viene visualizzata sullo schermo. Riavviare il sistema. Se il problema
si ripresenta, potrebbe essere necessaria la manutenzione del sistema. Prendere nota del numero che
appare tra parentesi sulla riga C: e contattare SonoSite o il rappresentante SonoSite.

Il sistema richiede di “verificare che il dispositivo USB sia valido”. Accertarsi che il dispositivo di
archiviazione USB in uso non abbia la protezione mediante password abilitata e non sia difettoso.

Usare il dispositivo di archiviazione USB incluso nel sistema.

Il sistema richiede di “verificare che il dispositivo USB contenga dati validi". Accertarsi cheil
dispositivo di archiviazione USB contenga dati validi.

Riesportare i dati originali sul dispositivo di archiviazione USB.
Contattare 'amministratore di sistema.

Il sistema visualizza I’avviso “Alimentatore incompatibile. . . Utilizzare I'alimentatore fornito con
il sistema. Vedere “Accessori e periferiche compatibili” a pagina 62.

Il sistema visualizza I'avviso “Numero massimo di voci procedura raggiunto” quando si cerca di
creare un modulo informazioni paziente. Liberare spazio nella memoria interna, archiviando o
esportando esami pazienti da conservare ed eliminandoli dal sistema.



Il sistema visualizza “Impossibile salvare un’immagine o un filmato. E stato raggiunto il numero
massimo di immagini/filmati consentiti per un singolo paziente”. Eliminare le immagini o filmati
indesiderati dall'esame del paziente. Per istruzioni, consultare il manuale dell’'utente del sistema per

ysijbuz

ecografia.

L] L] g
Sicurezza elettrica 2
w0
n
-

AVVERTENZA: Per evitare scosse elettriche:

+ Questa attrezzatura deve essere collegata solo ad una rete di alimentazione

con massa di protezione.
« Non toccare il paziente con lo scanner di codici a barre. m
+ Non toccare il paziente con l'alimentatore o con il connettore. §,
« Non toccare I'alimentatore e il paziente allo stesso tempo. e
Sicurezza della batteria .
o
AVVERTENZA: Periodicamente, assicurarsi che la batteria si carichi completamente. Se la %
g.

batteria non raggiunge il completo caricamento, sostituirla.

AVVERTENZA: | Non inviare batterie danneggiate senza istruzioni dal servizio di assistenza
tecnica di SonoSite.

Materiali pericolosi

AVVERTENZA: | |prodottie gliaccessori possono contenere materiali pericolosi. Assicurarsi che i
prodotti e gli accessori siano smaltiti in modo ecologicamente responsabile e
soddisfino le normative federali e locali per lo smaltimento di materiali
pericolosi.

v
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Compatibilita elettromagnetica

AVVERTENZA:

Precauzione:

Precauzione:

60

I sistema ecografico S Series non deve essere utilizzato in prossimita di
dispositivi o impilato su altri dispositivi. Se tale utilizzo si verifica, controllare che
il sistema ecografico S Series funzioni normalmente in quella configurazione

Per evitare il rischio di aumento delle emissioni elettromagnetiche o di riduzione
dell'immunita, utilizzare solo accessori e periferiche consigliati da SonoSite. Il
collegamento di accessori e periferiche non consigliati da SonoSite potrebbe dare
luogo a malfunzionamenti del sistema per ecografia o di altri dispositivi
elettromedicali installati nell’area circostante. Per un elenco di accessori e
periferiche forniti o consigliati da SonoSite, rivolgersi a SonoSite o al
rappresentante piu vicino.

Le scariche elettrostatiche (ESD), o shock statico, sono un fenomeno naturale. Le
ESD sono comuni in condizioni di bassa umidita, che possono essere causate da
riscaldamento o condizionamento dell’aria. Le scariche elettrostatiche (ESD) si
trasmettono da un corpo carico a un corpo non carico o a carica inferiore.
L'intensita della scarica puo essere notevole, tanto da causare danni al trasduttore
o al sistema per ecografia. Le seguenti precauzioni possono contribuire a ridurre
le ESD: spray antistatici su tappeti, spray antistatici su linoleum e tappetini
anti-statici.



Distanza di separazione

Distanze di separazione consigliate tra apparecchiature di comunicazione RF portatili e mobili e il
sistema ecografico S Series

Il sistema ecografico S Series e previsto per 'utilizzo in un ambiente elettromagnetico in cui i
disturbi irradiati a radiofrequenza (RF) sono controllati. Il cliente o I'utente del sistema ecografico
S Series puo aiutare a prevenire interferenze elettromagnetiche mantenendo una distanza
minima tra apparecchiature di comunicazione RF portatili e mobili (trasmettitori) e il sistema
ecografico S Series come raccomandato di seguito, in base alla potenza massima di uscita
dell'apparecchiatura di comunicazione.

Potenza Distanza di separazione in base alla frequenza del trasmettitore
nominale m
massima di
. “S"tit‘_’te' da150kHza 80 MHz da80 MHza 800 MHz da800 MHza 2,5 GHz
rasmettitore
Watt d=1,2.p d=12./P d=2,3 /P
0,01 0,12 0,12 0,23
0,1 0,38 0,38 0,73
1 1,2 1,2 2,3
10 3,8 3,8 7.3
100 12 12 23

Per i trasmettitori con potenza nominale massima di uscita non elencata sopra, la distanza (d)
consigliata in metri (m) puo essere calcolata usando I'equazione applicabile alla frequenza del
trasmettitore, dove P € la potenza nominale massima del trasmettitore in watt (W) secondo le
specifiche del produttore.

Nota: A 80 MHz e 800 MHz, si applica la distanza per la gamma di frequenze piu alta.

Queste linee guida potrebbero non essere applicabili in tutte le situazioni. La propagazione
elettromagnetica é influenzata dall’assorbimento e dal riflesso da parte di strutture, oggetti e
persone.
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Accessori e periferiche compatibili

SonoSite ha testato il sistema ecografico S Series con i seguenti accessori e periferiche ed ha
dimostrato conformita ai requisiti di IEC60601-1-2:2007.

E possibile utilizzare questi accessori SonoSite e periferiche di terze parti con il sistema ecografico
S Series.

AVVERTENZA: | L'uso degliaccessoricon i sistemi medici diversi dal sistema ecografico S Series
pud causare un aumento delle emissioni o una diminuzione dell'immunita del
sistema medico.

AVVERTENZA: | L'uso diaccessori diversi da quelli specificati puo causare un aumento delle
emissioni o una diminuzione dell'immunita del sistema ecografico.

Accessori e periferiche compatibili con il sistema ecografico Edge

Descrizione Lunghezza massima del cavo
Trasduttore C11x 20m
Trasduttore C60x 1,8m
Trasduttore HFL38x 1,8m
Trasduttore HFL50x 1,8m
Trasduttore ICTx 1,8m
Trasduttore L25x 24m
Trasduttore L38xi 1,7m
Trasduttore L52x 24m
Trasduttore P10x 20m
Trasduttore P21x: 20m
Trasduttore SLAX 24m
Trasduttore TEEx 23m
Scanner per codici a barre 1,5m

Batteria per PowerPack —
Unita batteria —
PowerPack batteria —

Stampante in bianco e nero —
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Accessori e periferiche compatibili con il sistema ecografico Edge (continua)

Cavo per stampante in bianco e Tm
nero

Cavo USB per stampante in 33m
bianco e nero

Stampante a colori —
Cavo per stampante a colori Tm
Cavo per stampante video 1,8m
Supporto V universale —
Petite mouse 1,8m
Cavo di alimentazione (sistema) 3m
Alimentatore con cavo CC 2m

Cavodialimentazioneacorrente 1m
alternata

PowerPark —

Modulo di connessione triplo —
per trasduttori

Tastiera USB —

Adattatore wireless USB —

Guida e dichiarazione del produttore

AVVERTENZA: | Altre attrezzature, anche le attrezzature conformi ai requisiti di emissione CISPR,
possono interferire con il sistema ecografico S Series.

Il sistema ecografico S Series utilizza un ricevitore e un trasmettitore IEEE 802.11 che utilizza la banda
di frequenza ISM da 2,412 a 2,4835 GHz e implementa tre modalita di trasmissione:

« IEEE 802.11b con Complementary Code Keying (CCK), Differential Quaternary Phase Shift Keying
(DQPSK) e Differential Binary Phase Shift Keying (DBPSK) a 17 dBm

+ |EEE 802.11g con Orthogonal Frequency Division Multiplexing (OFDM) a 14 dBm
+ |EEE802.11n con OFDM a 14 dBm
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Guida e dichiarazione del produttore: emissioni elettromagnetiche

Il sistema ecografico S Series & previsto per I'utilizzo nell'ambiente elettromagnetico specificato di
sequito. Il cliente o I'utente del sistema ecografico S Series dovrebbe garantire che venga usato in

tale ambiente.

Test di emissione

Conformita

Ambiente elettromagnetico

Emissioni RF
CISPR 11

Emissioni RF
CISPR 11

Emissioni armoniche

IEC 61000-3-2

Oscillazioni della
tensione/sfarfallii

IEC 61000-3-3

Gruppo 1

Classe A

Classe A

Conforme

[l sistema per ecografia SonoSite S Series utilizza
energia a RF solo per il funzionamento interno.
Pertanto, le emissioni RF sono molto basse ed &
improbabile che causino interferenze alle
apparecchiature adiacenti.

I sistema ecografico S Series € adeguato per I'uso in
tutti gli edifici diversi da quelli privati e quelli
collegati direttamente alla rete di alimentazione
pubblica a bassa tensione che rifornisce di corrente

per uso privato.

Guida e dichiarazione del produttore: immunita elettromagnetica

Il sistema ecografico S Series € previsto per I'utilizzo nell'ambiente elettromagnetico specificato di
seqguito. Il cliente o I'utente del sistema ecografico S Series dovrebbe garantire che venga usato in

tale ambiente.

Test di
immunita

IEC 60601
Livello di test

Livello di
conformita

Ambiente elettromagnetico

Scarica
elettrostatica
(ESD)

IEC 61000-4-2

Transitori
elettrici rapidi
IEC 61000-4-4

+6,0 KV contatto
+8,0 KV aria

+2 KV per linee di
alimentazione
1KV per linee
ingresso/uscita

+6,0 KV contatto
+8,0 KV aria

+2 KV per linee di
alimentazione

+1 KV per linee
ingresso/uscita

| pavimenti devono essere in

legno, cemento o piastrelle di
ceramica. Se i pavimenti sono
rivestiti di materiale sintetico,
I'umidita relativa deve essere
almeno del 30%.

La qualita della potenza della
rete di alimentazione elettrica
deve essere pari a quella diun
ambiente ospedaliero o
pubblico tipico.



Guida e dichiarazione del produttore: immunita elettromagnetica (continua)

Il sistema ecografico S Series € previsto per I'utilizzo nell'ambiente elettromagnetico specificato di
seqguito. Il cliente o I'utente del sistema ecografico S Series dovrebbe garantire che venga usato in

tale ambiente.

Test di IEC 60601 Livello di Ambiente elettromagnetico
immunita Livello di test conformita 9

Sovracorrente +1KV linea - linea +1KV linea - linea La qualita della potenza della
IEC 61000-4-5 +2 KV linea - terra +2 KV linea - terra rete di alimentazione elettrica

Caliditensione,
brevi
interruzioni e
variazioni della
tensione sulle
linee di
ingresso
dell'alimenta-
zione

IEC61000-4-11

Campo
magnetico
della frequenza
di alimenta-
zione

IEC 61000-4-8

<5% Ut

(>95% calo in Uy)
per 0,5 ciclo
40% Uy

(60% calo in Uy)
per 5 cicli

70% U7

(30% calo in Uy)
per 25 cicli

<5% Uy

(>95% caloin Uy)
per5s

3A/m

<5%Us

(>95% calo in Uy)
per 0,5 ciclo

40% Ut

(60% calo in Uy)
per 5 cicli

70% Uy

(30% caloin Up)
per 25 cidli
<5%Us

(>95% caloin Uy)
per 5s

3A/m

deve essere pari a quella diun
ambiente ospedaliero o
pubblico tipico.

La qualita della potenza della
rete di alimentazione elettrica
deve essere pari a quella di un
ambiente ospedaliero o
pubbilico tipico. Se l'utente del
sistema per ecografia SonoSite
S Series richiede il
funzionamento continuo
durante le interruzioni
dell’'alimentazione elettrica di
rete, & consigliabile alimentare
il sistema tramite un gruppo di
continuita o una batteria.

Campi magnetici a frequenza
di rete devono essere ai livelli
caratteristici di una
collocazione tipica in un tipico
ambiente commerciale o
ospedaliero.
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Guida e dichiarazione del produttore: immunita elettromagnetica (continua)

Il sistema ecografico S Series € previsto per I'utilizzo nell'ambiente elettromagnetico specificato di
seqguito. Il cliente o I'utente del sistema ecografico S Series dovrebbe garantire che venga usato in
tale ambiente.

Test di IEC60601 Livello di

immunita Livello di test conformita Ambiente elettromagnetico

RF condotta 3Vrm 3Vrm Le apparecchiature di
IEC 61000-4-6 da 150 kHz a comunicazione a RF portatili e
80 MHz mobili devono essere

utilizzate alla distanza
consigliata dai componenti
del sistema per ecografia
S Series, inclusi i cavi; tale
distanza viene calcolata
dall'equazione applicabile alla
frequenza del trasmettitore.

Distanza consigliata
d=12./P

RF irradiata 3V/m 3V/m d=12./P
IEC 61000-4-3 da 80 MHza 2,5 GHz da 80 MHz a 800 MHz

d=23./P
da 800 MHz a 2,5 GHz

Dove P & la potenza nominale
massima del trasmettitore in
watt (W) secondo le specifiche
del produttore e d e la distanza
consigliata in metri (m).



Guida e dichiarazione del produttore: immunita elettromagnetica (continua)

ysijbuz

Il sistema ecografico S Series € previsto per I'utilizzo nell'ambiente elettromagnetico specificato di
seqguito. Il cliente o I'utente del sistema ecografico S Series dovrebbe garantire che venga usato in
tale ambiente.

Test di IEC 60601 Livello di

immunita Livello di test conformita Ambiente elettromagnetico

yssinag

RF irradiata L'intensita di campo da

IEC 61000-4-3 trasmettitori RF fissi, come
determinato da un’indagine
elettromagnetica del sito?,
deve essere inferiore al livello
di conformita in ogni gamma
di frequenza®.

(seque)

jouedsy

Si possono verificare
interferenze in prossimita di
apparecchiature che recanolil
simbolo seguente:

m
=
o
=
Ll
=,
“n

Nota: Uy élatensione alternata di rete prima dell'applicazione del livello di test.

A 80 MHz e 800 MHz, si applica la gamma di frequenze piu alta.

Queste linee guida potrebbero non essere applicabili in tutte le situazioni. La propagazione elettromagnetica é
influenzata dall'assorbimento e dal riflesso da parte di strutture, oggetti e persone.

a.  Non é possibile prevedere teoricamente con precisione le intensita di campo dai trasmettitori fissi, quali
stazioni base per telefoni a radiofrequenza (cellulari/cordless) e sistemi terrestri mobili di
radiocomunicazione, sistemi per radioamatori, antenne radio AM ed FM e TV. Per valutare 'ambiente
elettromagnetico generato da trasmettitori RF fissi, deve essere considerata un‘indagine elettromagnetica

del sito. Se l'intensita di campo misurata nel luogo in cui viene utilizzato il sistema per ecografia SonoSite g
supera il livello di conformita RF applicabile sopra indicato, € necessario sorvegliare il sistema per =3
ecografia SonoSite in modo da garantire che il funzionamento sia corretto. Se si osservano prestazioni -
anomale, possono essere necessarie misure aggiuntive, ad esempio riorientare o riposizionare il sistema x
per ecografia SonoSite.
b. Inunagamma difrequenze compresa tra 150 kHz e 80 MHz, le intensita di campo devono essere inferiori a
3V/m. =
-3
Attenzione FCC: eventuali cambiamenti o modifiche non espressamente approvate dalla parte ]
responsabile della conformita potrebbero far decadere il diritto dell’operatore a far funzionare %_
wn

I'apparecchiatura.

Questo dispositivo & conforme al paragrafo 15 delle norme FCC. Il funzionamento e soggetto alle due
condizioni seguenti:

« Questo dispositivo potrebbe non causare interferenze dannose.
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« Questo dispositivo deve accettare eventuali interferenze ricevute, compresa l'interferenza che
potrebbe provocare un funzionamento indesiderato.

Requisiti del test di immunita

Il sistema ecografico S Series & conforme ai requisiti essenziali delle prestazioni specificati nelle norme
IEC 60601-1-2 e IEC 60601-2-37. | risultati dei test mostrano immunita che il sistema ecografico
S Series risponde a questi requisiti ed & privo di:

+ Rumore suunaformad’onda o artefatti o distorsioniin un‘immagine o errore di un valore numerico
visualizzato che non puo essere attribuito ad un effetto fisiologico e che potrebbe alterare la
diagnosi.

- Errata visualizzazione dei valori numerici associati alla diagnosi da effettuare

«+ Visualizzazione delle relative indicazioni di sicurezza errate

« Produzione di emissione involontaria o eccessiva di ultrasuoni

« Produzione di temperatura della superficie del gruppo trasduttore involontaria o eccessiva

« Produzione di un movimento imprevisto o incontrollato dei gruppi trasduttore destinati all’'uso
intracorporeo.

Simboli sull’etichetta
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Simbolo Definizione

i’ Limitazione temperatura

Limitazione pressione atmosferica

Limiti dell'umidita
Trasmettitore RF
()

@ Azione proibita: Non spingere



ysijbug

Azione obbligatoria: Posizione di trasporto richiesta

9
43
o0
Produttore
u o]
2
@
Rappresentante autorizzato nella Comunita europea S
[EC| REP|
2 Attenzione: consultare il Manuale dell’'utente
m
3
Em Seguire le istruzioni per 'uso. %
Norme -
o
=
. . Y
Norme sulla sicurezza elettrica =

IEC 60601-1:1988, International Electrotechnical Commission, Medical Electrical Equipment-Part 1.
General Requirements for Safety.

IEC 60601-1:2005, Medical electrical equipment - Part 1: General requirements for basic safety and
essential performance.

AAMI / ANSI ES 60601-1:2005, Medical electrical equipment - Part 1: General requirements for basic
safety and essential performance.

IEC 60601-1-1:2000, Medical Electrical Equipment-Part 1-1. General Requirements for Safety-Section
1-1. Collateral Standard. Safety Requirements for Medical Electrical Systems.

IEC 60601-2-37:2001, International Electrotechnical Commission, Particular Requirements for the g

Safety of Ultrasonic Medical Diagnostic and Monitoring Equipment. "'g'

IEC 60601-2-37:2007, Medical electrical equipment - Part 2-37: Particular requirements for the basic §>

safety and essential performance of ultrasonic medical diagnostic and monitoring equipment.

CAN/CSA C22.2, No. 60601-1, Canadian Standards Association, Medical Electrical Equipment-Part 1.

General Requirements for Safety. =
(1]

CAN/CSA C22.2,No.60601-1:08, Medical Electrical Equipment - Part 1: General Requirements for Basic =

Safety and Essential Performance. é-'

IEC 61157, International Electrotechnical Commission, Standard Means for the Reporting of the >

Acoustic Output of Medical Diagnostic Ultrasonic Equipment.
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Norme per le apparecchiature ECG

IEC 60601-1-2:2007, Medical electrical equipment - Part 1-2: General requirements for basic safety
and essential performance - Collateral standard: Electromagnetic compatibility - Requirements and
tests.

CISPR 11, International Electrotechnical Commission, International Special Committee on Radio
Interference. Industrial, Scientific, and Medical (ISM) Equipment - Radio-Frequency Disturbance
Characteristics-Limits and Methods of Measurement. Classification for the ultrasound system,
docking system, accessories, and peripherals when configured together: Group 1, Class A.

Norme acustiche
NEMA UD 2-2004, Acoustic Output Measurement Standard for Diagnostic Ultrasound Equipment.

NEMA UD 3-2004, Standard for Real-Time Display of Thermal and Mechanical Acoustic Output Indices
on Diagnostic Ultrasound Equipment, American Institute of Ultrasound in Medicine.

Norme sulla biocompatibilita

AAMI/ANSI/ISO 10993-1, Biological evaluation of medical devices - Part 1: Evaluation and testing
(2009).

AAMI/ANSI/ISO 10993-5, Biological evaluation of medical devices - Part 5: Tests for In Vitro
cytotoxicity (2009).

AAMI/ANSI/ISO 10993-10, Biological evaluation of medical devices - Part 10: Tests for irritation and
delayed-type hypersensitivity (2002).

AAMI/ANSI/ISO 10993-11, Biological evaluation of medical devices - Part 11: Tests for systemic toxicity
(2006).

AAMI/ANSI/ISO 10993-12, Biological evaluation of medical devices - Part 12: Sample preparation and
reference materials (2007).

Normativa per le apparecchiature utilizzabili in volo

RTCA DO-160E, Radio Technical Commission for Aeronautics, Environmental Conditions and Test
Procedures for Airborne Equipment, Section 21.0 Emission of Radio Frequency Energy, Category B.
118.

Normativa DICOM

NEMA PS 3.15, Digital Imaging and Communications in Medicine (DICOM)-Part 15: Security and
System Management Profiles.

Normative HIPAA
Health Insurance and Portability and Accountability Act, Pub.L. No. 104-191.

45 CFR 160, General Administrative Requirements.
45 CFR 164, Security and Privacy.
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Sistema de Ultrassom S Series
Suplemento do Manual do Usudrio

P15865-04 g
c
-gr
=2
Indice
Introducao 71
Utilizacoes previstas 71 o
T
Salvar imagens e clipes 72 o
Configuracao de conectividade 72 e
Manutencao 72
Solucao de problemas 72
Seguranca elétrica 73 -
Seguranca da bateria 73 §
Materiais perigosos 73 g.
Compatibilidade eletromagnética 74
Identificacao dos simbolos 82
Padroes 83
E
Este suplemento do manual do usuario: %

+ Fornece informagdes adicionais sobre seguranca

« Atualiza a lista de acessérios e periféricos compativeis

yod

Introducao

O manual do usudrio destina-se a leitores que ja conhecam as técnicas de ultrassom e que tenham
recebido treinamento em préticas clinicas ou ultrassonograficas. Antes de usar o sistema de
ultrassom S Series, é preciso ter passado por tal treinamento.

[
Q
c
m>
(7}

Utilizacoes previstas

0O médico fica posicionado ao lado do paciente e coloca o transdutor sobre (ou dentro, em
procedimentos invasivos) o corpo do paciente, onde necessario para obter aimagem de ultrassom
desejada.

spuepapaN
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Salvar imagens e clipes

O icone de percentagem na area de status do sistema indica a percentagem de espaco utilizado no
armazenamento interno. Se vocé tentar gravar uma imagem ou clipe quando nao restar nenhum
espaco, o sistema o alertara de que o armazenamento interno esta cheio. Para resolver esse problema,
arquive imagens e clipes que vocé deseja manter e entdo, exclua-os do sistema para liberar espaco.

Configuracao de conectividade

Para duvidas sobre o SiteLink™, consulte o manual do usudrio do SiteLink Image Manager. Para
duvidas sobre o DICOM®, como compromisso de armazenamento, arquivadores e MPPS, consulte
Enviar e receber dados DICOM em Sistemas SonoSite.

Manutencao

Todos os requisitos de seguranca sao descritos neste manual do usudrio. A execugao de
procedimentos de manutenc¢ao nao descritos no manual do usudrio pode anular a garantia do

produto.

AVISO: ‘ Nao modifique o sistema de ultrassom S Series.

Solucao de problemas

O icone de manutencao |.% aparece na tela. Reinicie o sistema. Se o problema persistir, pode ser
necessario fazer manutencéo no sistema. Observe o nimero que é exibido entre parénteses na linha
C: e entre em contato com a Sonosite ou seu representante.

O sistema informa que vocé deve “assegurar-se de que o dispositivo USB seja valido”.
Certifique-se de que o dispositivo de armazenamento USB ndo esteja com a protecao por senha
ativada e ndo esteja com defeito.

Use o dispositivo de armazenamento USB incluido no sistema.

O sistema informa que vocé deve “assegurar-se de que o dispositivo USB contenha dados
validos”. Certifique-se de que os dados estejam presentes no dispositivo de armazenamento USB.

Exporte os dados originais novamente para o dispositivo de armazenamento USB.
Entre em contato com o administrador do sistema.

O sistema exibe o alerta “Fonte de alimentacao incompativel. . .” Use a fonte de alimentacao
fornecida com o sistema. Consulte “Acessorios e periféricos compativeis” na pagina 76.

O sistema exibe o alerta “Numero maximo de entradas de procedimento alcancado” ao tentar
criar um formulario de informacoes do paciente. Libere espaco de armazenamento interno
arquivando ou exportando exames de pacientes e, em seguida, excluindo-os do sistema.
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O sistema exibe o alerta “Nao é possivel salvar aimagem ou o clipe. Vocé alcancou o niimero
maximo de imagens/clipes permitidos para um tnico paciente.” Exclua quaisquer imagens ou
clipes ndo desejados do exame do paciente. Para obter instrugdes, consulte o manual do usudrio do
sistema de ultrassom.

ysijbuz

V 4 L] U
Seguranca elétrica 2
w0
n
-
AVISO: Para evitar o risco de choque elétrico:
- Este equipamento deve ser conectado apenas a tomadas de alimentacao com
protecdo por aterramento.
« Nao permita que o leitor de cédigo de barras toque o paciente. m
- Nao permita que a fonte de alimentacdo ou conector toquem o paciente. §,
« Nao toque na fonte de alimentacgao e no paciente ao mesmo tempo. e
Seguranca da bateria
e
o
AVISO: Periodicamente, verifique se a bateria é carregada completamente. Se a bateria ndo %
for totalmente carregada, substitua-a S
AVISO: Nao envie uma bateria danificada sem instru¢des para o Suporte Técnico da
SonoSite.
5
Materiais perigosos 3

AVISO: Os produtos e acessorios podem conter materiais perigosos. Assegure-se de que os
produtos e acessoérios sejam descartados de maneira ambientalmente responsavel e
de forma a atender aos regulamentos federais e locais quanto ao descarte de
materiais perigosos.
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Compatibilidade eletromagnética

AVISO:

Cuidado

Cuidado

74

O sistema de ultrassom S Series nao deve ser usado proximo ou empilhado sobre
outro equipamento. Se isso ocorrer, verifique se o sistema de ultrassom S Series
funciona normalmente nessa configuracao.

Para evitar o risco de aumento das emissdes eletromagnéticas ou de reducdo da
imunidade, use somente acessoérios e periféricos recomendados pela SonoSite.

A conexao de acessorios e periféricos nao recomendados pela SonoSite podera
resultar em problemas no funcionamento do sistema de ultrassom ou de outros
aparelhos médicos elétricos na area. Entre em contato com a SonoSite ou com seu
representante local para obter a lista de acessérios e periféricos disponiveis ou
recomendados pela SonoSite.

A descarga eletrostatica (ESD), ou choque estatico, é um fendmeno que ocorre
naturalmente. A ESD é comum em condicdes de baixa umidade, causadas pelo calor
ou pelo ar-condicionado. A descarga eletromagnética é uma descarga da energia
elétrica de um corpo carregado para outro menos carregado ou totalmente
descarregado. O grau de descarga pode ser forte o suficiente para causar dano a um
transdutor ou a um sistema de ultrassom. As precaucdes a seguir podem ajudar a
reduzir a ESD: spray antiestatico nos tapetes e passadeiras, e usar carpetes
antiestaticos.



Distancia de separacao

Recomendamos distancias de separac¢ao entre os equipamentos de comunicacao por RF portateis e
moveis e o sistema de ultrassom S Series

O sistema de ultrassom S Series destina-se a uso em um ambiente eletromagnético no qual os
disturbios de radiofrequéncia (RF) irradiados sao controlados. O cliente ou o usuario do sistema
de ultrassom S Series pode evitar a interferéncia eletromagnética mantendo uma distancia
minima entre os equipamentos de comunicacao por RF portateis e mdveis (transmissores) e o
sistema de ultrassom S Series conforme recomendado abaixo, de acordo com a saida maxima de
poténcia dos equipamentos de comunicacao.

Poténcia Distancia de separacao de acordo com a frequéncia do transmissor
maxima de saida m
nominal do
transmissor 150 kHz a 80 MHz 80 MHz a 800 MHz 800 MHz a 2,5 GHz
Watts d=1,2 ./p d=1,2./p d=2,3 ./p
0,01 0,12 0,12 0,23
0,1 0,38 0,38 0,73
1 1,2 1,2 2,3
10 3,8 3,8 7,3
100 12 12 23

Para transmissores com poténcia maxima de saida nominal nao listada acima, a distancia de
separacao (d) em metros (m) pode ser estimada usando-se a equacao aplicavel a frequéncia do
transmissor, sendo P a poténcia de saida maxima nominal do transmissor em watts (W) de
acordo com o fabricante do transmissor.

Nota: Em 80 MHz e 800 MHz, aplica-se a distdncia de separa¢do para intervalos de frequéncia mais
altos.

Essas diretrizes néo se aplicam a todas as situagées. A propagacéo eletromagnética é afetada pela
absorgdo e pelo reflexo de estruturas, objetos e pessoas.
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Acessorios e periféricos compativeis

76

A SonoSite testou o sistema de ultrassom S Series com os seguintes acessorios e periféricos e
demonstrou conformidade com os requisitos de IEC60601-1-2:2007.

Vocé pode usar esses acessorios SonoSite e periféricos de terceiros com o sistema de ultrassom
S Series.

AVISO: O uso de acessérios com sistemas médicos que ndo o sistema de ultrassom
S Series pode resultar em aumento de emissdes ou reducdo da imunidade do
sistema médico.

AVISO: O uso de acessorios que ndo os especificados pode resultar em aumento de
emissdes ou reducao da imunidade do sistema de ultrassom.

Acessorios e periféricos compativeis com o sistema de ultrassom S Series

Descricao Comprimento maximo do cabo
Transdutor C11x 20m
Transdutor C60x 1,8m
Transdutor HFL38x 1,8m
Transdutor HFL50x 1,8m
Transdutor ICTx 1,8m
Transdutor L25x 24m
Transdutor L38xi 1,7m
Transdutor L52x 24m
Transdutor P10x 20m
Transdutor P21x 20m
Transdutor SLAX 24m
Transdutor TEEx 23m
Leitor de cddigo de barras 1,5m

Bateria do PowerPack —
Bateria —
Bateria PowerPack —

Impressora monocromatica —



Acessorios e periféricos compativeis com o sistema de ultrassom S Series (continuac¢ao)

Cabo de impressora Tm
monocromatica

Cabo USB da impressora 3,3m
monocromatica

Impressora colorida —

Cabo de alimentacao da Tm
impressora colorida

Cabo de video da impressora 1,8m
colorida

Pedestal V-Universal —
Mouse mini 1,8 m
Cabo de alimentacao (sistema) 3m

Fonte de alimentacdo comcabo 2m
cC

Cabo da fonte de alimentacédo Tm
CA

PowerPark —
Triple Transducer Connect —
Teclado USB —

Adaptador USB sem fio —

Instrucoes e declaracao do fabricante

AVISO: Outros equipamentos, mesmo que em conformidade com os requisitos de
emissao CISPR, podem interferir no sistema de ultrassom S Series.

O sistema de ultrassom S Series contém um transmissor e receptor IEEE 802.11 que utiliza a banda de
frequéncia ISM de 2,412 a 2,4835 GHz e implanta trés métodos de transmissao:

« IEEE802.11b com Chaveamento de Cédigo Complementar (CCK), Chaveamento Alternado de Fase
Quaternaria Diferencial (DQPSK) e Chaveamento Alternado de Fase Bindria Diferencial (DBPSK) em
17 dBm

- |EEE 802.11g com Multiplexacdo de Divisdo de Frequéncia Ortogonal (OFDM) em 14 dBm
« |IEEE 802.11n com OFDM em 14 dBm
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Instrucées e declaracao do fabricante - Emissées eletromagnéticas

O sistema de ultrassom S Series deve ser usado no ambiente eletromagnético especificado a
seguir. O cliente ou o usuario do sistema de ultrassom S Series deve garantir seu uso em tal

ambiente.
Teste de emissdes C.ompatlbl- Ambiente eletromagnético
lidade
Emissdes de RF Grupo 1 O sistema de ultrassom S Series utiliza energia de RF
CISPR 11 apenas para o seu funcionamento interno.
Portanto, suas emissdes de RF sao muito baixas e nao
causam qualquer interferéncia em equipamentos
eletrénicos préximos.
Emissdes de RF Classe A O sistema de ultrassom S Series é adequado para uso
CISPR 11 em todos os estabelecimentos, com excecdo dos
residenciais ou daqueles diretamente conectados a
EmissGes de Classe A rede elétrica publica de baixa tensdo que alimenta os
harmonicas prédios residenciais.
IEC 61000-3-2

Flutuacdes de tensdo/ Compativel

emissoes instaveis
IEC 61000-3-3

Instrucoes e declaracao do fabricante - Imunidade eletromagnética

O sistema de ultrassom S Series deve ser usado no ambiente eletromagnético especificado a
seguir. O cliente ou o usuario do sistema de ultrassom S Series deve garantir seu uso em tal

ambiente.

Teste de IEC 60601 Nivel de Ambiente eletromagnético
imunidade Nivel de teste compatibilidade 9
Descarga +6,0 KV contato +6,0 KV contato O piso deve ser de madeira,
eletrostatica +8,0 KV ar +8,0 KV ar concreto ou ceramica. Caso o
(ESD) piso seja revestido de material
IEC 61000-4-2 sintético, a umidade relativa
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devera ser de pelo menos
30%.



Instrucoes e declaracao do fabricante - Imunidade eletromagnética (continuacao)

O sistema de ultrassom S Series deve ser usado no ambiente eletromagnético especificado a
seguir. O cliente ou o usuario do sistema de ultrassom S Series deve garantir seu uso em tal

ambiente.
Teste de IEC 60601 Nivel de Ambiente eletromagnético
imunidade Nivel de teste compatibilidade 9

Transientes

elétricos
rapidos
IEC 61000-4-4

Surto
IEC 61000-4-5

Quedas de
tensao,
interrupg¢odes
breves e
variagdes de
tensao nas
linhas de
entrada da
fonte de
alimentacao
IEC 61000-4-11

Campo
magnético de
frequéncia de
poténcia

IEC 61000-4-8

+2 KV para linhas de
fonte de
alimentacao

+1KV para linhas de
entrada/saida

+1 KV linha(s) a
linha(s)

+2 KV linha(s) ao
solo

<5% UT

(queda >95% em
Uy

para 0,5 ciclo
40% Ut

(queda de 60%
em Uy

para 5 ciclos
70% Ut

(queda de 30%
em Uy

para 25 ciclos
<5% UT

(queda >95% em
Uy

para 5s

3A/m

+2 KV para linhas de
fonte de
alimentacao

+1 KV para linhas de
entrada/saida

+1 KV linha(s) a
linha(s)

+2 KV linha(s) ao
solo

<5% Uy

(queda >95% em Uy)
para 0,5 ciclo

40% Ut

(queda de 60%
emUy)

para 5 ciclos

70% Uy

(queda de 30%
emUyp)

para 25 ciclos

<5% Ut

(queda >95% em Uy)
para 5s

3A/m

A qualidade da energia da
rede elétrica deve
corresponder a de um
ambiente comercial ou
hospitalar tipico.

A qualidade da energia da
rede elétrica deve
corresponder a de um
ambiente comercial ou
hospitalar tipico.

A qualidade da energia da
rede elétrica deve
corresponder a de um
ambiente comercial ou
hospitalar tipico. Se o usuério
do sistema de ultrassom

S Series exigir operacao
continua durante as
interrupcdes de energia, é
aconselhdavel alimentar o
sistema de ultrassom S Series
por bateria ou através de uma
fonte de alimentacgdo
ininterrupta.

Os campos magnéticos de
frequéncia de energia devem
estar nos niveis caracteristicos
de um local tipico em um
ambiente comercial ou
hospitalar tipico.
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Instrucoes e declaracao do fabricante - Imunidade eletromagnética (continuacgao)

O sistema de ultrassom S Series deve ser usado no ambiente eletromagnético especificado a
seguir. O cliente ou o usuario do sistema de ultrassom S Series deve garantir seu uso em tal

ambiente.

Teste de
imunidade

IEC 60601
Nivel de teste

Nivel de
compatibilidade

Ambiente eletromagnético

RF conduzida
IEC 61000-4-6

RF irradiada
IEC 61000-4-3

3Vrms
150 kHz a 80 MHz

3V/m
80 MHz a 2,5 GHz

3Vrms

3V/m

Os equipamentos moéveis e
portateis de comunicacdo em
RF devem ser mantidos a uma
distancia recomendada de
qualquer componente do
sistema de ultrassom S Series,
inclusive cabos. Essa distancia
é calculada a partir da
equacao aplicavel a frequéncia
do transmissor.

Distancia recomendada
d=1,2.P

d=1,2 JI5

80 MHz a 800 MHz

d=23./P

800 MHz a 2,5 GHz

Onde P é o valor nominal
maximo da poténcia de saida
do transmissor em watts (W),
de acordo com o fabricante do

transmissor, e d é a distancia
recomendada em metros (m).



Instrucoes e declaracao do fabricante - Imunidade eletromagnética (continuacao)

O sistema de ultrassom S Series deve ser usado no ambiente eletromagnético especificado a
seguir. O cliente ou o usuario do sistema de ultrassom S Series deve garantir seu uso em tal

ambiente.

Teste de IEC 60601 Nivel de Ambiente eletromagnético
imunidade Nivel de teste compatibilidade 9

RF irradiada As intensidades dos campos
IEC 61000-4-3 dos transmissores de RF fixos,

(continuagao)

conforme determinado por
um estudo eletromagnético
do local?, devem ser inferiores
ao nivel de compatibilidade
em cada faixa de frequéncia®.

Podera ocorrer interferéncia
nas proximidades dos
equipamentos marcados com
este simbolo:

Nota: Uréa tenséo da rede de corrente alternada antes da aplicagéo do nivel de teste.

Em 80 MHz e 800 MHz, aplica-se a faixa de frequéncia mais alta.

Essas diretrizes nédo se aplicam a todas as situagées. A propagacao eletromagnética é afetada pela absorgéo e

pelo reflexo de estruturas, objetos e pessoas.

a. Asintensidades dos campos de transmissores fixos, como estagdes base para radiotelefones
(celulares/sem fio) e radios moéveis/fixos, radioamador, radiodifusdo AM e FM e transmissao de TV, ndo
podem ser previstas na teoria com precisao. Para avaliar o ambiente eletromagnético em funcédo da
presenca de transmissores de RF fixos, deve-se considerar a possibilidade de realizar um estudo
eletromagnético do local. Se a intensidade do campo, medida no local de uso do sistema de ultrassom
SonoSite, exceder o nivel aplicavel de compatibilidade RF acima, o sistema devera ser observado para
verificar se estd funcionando normalmente. Caso seja observado um desempenho anormal, talvez sejam
necessdrias medidas adicionais, como reorientar o sistema de ultrassom SonoSite ou troca-lo de lugar.

b. Na faixa de frequéncia de 150kHz a 80MHz, as intensidades dos campos devem ser inferiores a 3V/m.

Mensagem de cuidado da FCC: Alteracdes ou modificagdes ndo aprovadas expressamente pela
parte responsavel pela conformidade podem anular a autoridade do usudrio para operar o

equipamento.

Este dispositivo estd em conformidade com a parte 15 das Regras da FCC. Operacéo sujeita as duas

condicbes seguintes:

« Este dispositivo ndo deve causar interferéncia prejudicial.

- Este dispositivo deve aceitar qualquer interferéncia recebida, incluindo interferéncia que pode

causar uma operacado indesejada.
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Requisitos de teste de imunidade

O sistema de ultrassom S Series esta em conformidade com os requisitos essenciais de desempenho
especificados em IEC60601-1-2 e [EC 60601-2-37. Os resultados de testes de imunidade mostram que
o sistema de ultrassom S Series atende a esses requisitos e esta livre de:

Ruido em forma de onda ou particulas de distorcao na imagem ou erro de exibicdo de valor
numérico que nao podem ser atribuidos a um efeito fisiolégico e que possam alterar o diagndstico

Exibicdo de valores numéricos incorretos associados ao diagnéstico que estiver sendo realizado
Exibicdo de indica¢bes incorretas relacionadas a seguranca

Producao de saida de ultrassom nao intencional ou excessiva

Producao de temperatura ndo intencional ou excessiva da superficie de montagem do transdutor

Producao de movimentos nao intencionais ou nao controlados da montagem do transdutor
destinada ao uso intra-corporal

Identificacao dos simbolos

82

Simbolo Definicao

i’ Limite de temperatura

Limite de pressao atmosférica

Limite de umidade
Transmissor de RF
(@)

@ Acao proibida: ndao empurre
9

4

o0

Acéo obrigatoria: necessaria posicao de transporte

Fabricante



ysijbug

Representante autorizado na Comunidade Europeia

Atencao, consulte o manual do usuario

@9%

o 5 5
Siga as instrucdes de uso. <
g
Padroes
Y
H
Padroes de seguranca elétrica 3
IEC 60601-1:1988, International Electrotechnical Commission, Medical Electrical Equipment-Part 1.
General Requirements for Safety.
IEC 60601-1:2005, Medical electrical equipment - Part 1: General requirements for basic safety and
essential performance. 3
=
AAMI / ANSI ES 60601-1:2005, Medical electrical equipment - Part 1: General requirements for basic e
safety and essential performance. @
IEC 60601-1-1:2000, Medical Electrical Equipment-Part 1-1. General Requirements for Safety-Section
1-1. Collateral Standard. Safety Requirements for Medical Electrical Systems.
IEC 60601-2-37:2001, International Electrotechnical Commission, Particular Requirements for the F
Safety of Ultrasonic Medical Diagnostic and Monitoring Equipment. ET
o

IEC 60601-2-37:2007, Medical electrical equipment - Part 2-37: Particular requirements for the basic
safety and essential performance of ultrasonic medical diagnostic and monitoring equipment.

CAN/CSA C22.2, No. 60601-1, Canadian Standards Association, Medical Electrical Equipment-Part 1.
General Requirements for Safety.

CAN/CSA C22.2,No.60601-1:08, Medical Electrical Equipment - Part 1: General Requirements for Basic
Safety and Essential Performance.
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IEC 61157, International Electrotechnical Commission, Standard Means for the Reporting of the
Acoustic Output of Medical Diagnostic Ultrasonic Equipment.

Classificacao de padroes CEM

IEC 60601-1-2:2007, Medical electrical equipment - Part 1-2: General requirements for basic safety
and essential performance - Collateral standard: Electromagnetic compatibility - Requirements and
tests.

spuejspaN

CISPR 11, International Electrotechnical Commission, International Special Committee on Radio
Interference. Industrial, Scientific, and Medical (ISM) Equipment - Radio-Frequency Disturbance
Characteristics-Limits and Methods of Measurement. Classification for the ultrasound system,
docking system, accessories, and peripherals when configured together: Group 1, Class A.
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Padroes acusticos
NEMA UD 2-2004, Acoustic Output Measurement Standard for Diagnostic Ultrasound Equipment.

NEMA UD 3-2004, Standard for Real-Time Display of Thermal and Mechanical Acoustic Output Indices
on Diagnostic Ultrasound Equipment, American Institute of Ultrasound in Medicine.

Padroes de biocompatibilidade

AAMI/ANSI/ISO 10993-1, Biological evaluation of medical devices - Part 1: Evaluation and testing
(2009).

AAMI/ANSI/ISO 10993-5, Biological evaluation of medical devices - Part 5: Tests for In Vitro
cytotoxicity (2009).

AAMI/ANSI/ISO 10993-10, Biological evaluation of medical devices - Part 10: Tests for irritation and
delayed-type hypersensitivity (2002).

AAMI/ANSI/ISO 10993-11, Biological evaluation of medical devices - Part 11: Tests for systemic toxicity
(2006).

AAMI/ANSI/ISO 10993-12, Biological evaluation of medical devices - Part 12: Sample preparation and
reference materials (2007).

Padroes de equipamentos transportados pelo ar

RTCA DO-160E, Radio Technical Commission for Aeronautics, Environmental Conditions and Test
Procedures for Airborne Equipment, Section 21.0 Emission of Radio Frequency Energy, Category B.
118.

Padrao DICOM

NEMA PS 3.15, Digital Imaging and Communications in Medicine (DICOM)-Part 15: Security and
System Management Profiles.

Padrao HIPAA
Health Insurance and Portability and Accountability Act, Pub.L. No. 104-191.

45 CFR 160, General Administrative Requirements.
45 CFR 164, Security and Privacy.
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S Series ultrasoon systeem
Supplement bij gebruikershandleiding
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Dit supplement bij gebruikershandleiding doet het volgende: %
+ Levert extra veiligheidsinformatie
« Werkt de lijst met compatibele accessoires en randapparatuur
v
]
Introductie 5
m>
w

De gebruikershandleiding is bedoeld voor lezers die bekend zijn met ultrasone technieken en die
training in sonografie en klinische praktijken hebben gevolgd. Voordat u het S Series ultrasone
systeem gaat gebruiken, moet u een dergelijke training voltooien.

Beoogd gebruik

De arts bevindt zich naast de patiént en plaatst de transducer op het lichaam van de patiént (of in het
lichaam bij invasieve procedures) op de gewenste plaats om het gewenste ultrasone beeld te
verkrijgen.
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Beelden en clips opslaan

Het pictogram in het systeemstatusgebied geeft de ruimte op de interne opslaglocatie in procenten
weer. Als u probeert een beeld of clip op te slaan terwijl er geen ruimte meer beschikbaar is,
waarschuwt het systeem u dat de interne opslaglocatie vol is. Om dit probleem te verhelpen, kunt u
de beelden en clips die u wilt bewaren archiveren en vervolgens uit het systeem verwijderen om zo
ruimte te vrij te maken.

Instellingen voor connectiviteit

Raadpleeg voor SiteLink™-problemen de gebruikershandleiding voor de SiteLink Image Manager.
Voor DICOM®-problemen, zoals een vastlegging op opslag, archiveringshulpmiddelen en MPPS
raadpleegt u DICOM-gegevens verzenden en ontvangen op SonoSite-systemen.

Onderhoud

Alle onderhoudsvereisten worden beschreven in deze gebruikershandleiding. Het uitvoeren van
onderhoudsprocedures die niet in de gebruikershandleiding staan beschreven kan de garantie van
het product teniet doen.

WAARSCHUWING: ‘ U mag geen aanpassingen aan het S Series ultrasone systeem maken.

Probleemoplossing

86

Onderhoudspictogram Ig verschijnt op het scherm. Start het systeem opnieuw op. Als dit
probleem opnieuw optreedyt, is mogelijk systeemonderhoud nodig. Noteer het nummer dat tussen
haakjes op de regel C: wordt weergegeven en neem contact op met SonoSite of uw plaatselijke
SonoSite-vertegenwoordiger van.

Systeem vraagt u 'ensure the USB device is valid' (controleer of het USB-apparaat geldig is).
Zorg ervoor dat het USB-apparaat die u gebruikt, niet voorzien is van wachtwoordbeveiliging en niet
defect is.

Gebruik het USB-apparaat die met het systeem is meegeleverd.

Het systeem vraagt u 'ensure the USB device contains valid data’' (controleer of het
USB-apparaat geldige gegevens bevat). Zorg ervoor dat de gegevens op het USB-apparaat staan.

Export de oorspronkelijke gegevens opnieuw op het USB-apparaat.
Neem contact op met de systeembeheerder.

Systeem toont de waarschuwing 'Incompatible power supply..' (Incompatibele voedingsbron ...)
Gebruik de voedingsbron die meegeleverd is met het systeem. Raadpleeg 'Compatibele accessoires
en randapparatuur’ op pagina 90.



Systeem toont de waarschuwing 'Maximum number of procedure entries reached'
(Maxmimumaantal procedure-items bereikt) wanneer er geprobeerd wordt om een
patiéntgegevensformulier aan te maken. Maak ruimte vrij op de interne opslaglocatie door
patiéntonderzoeken te archiveren en exporteren en ze vervolgens te verwijderen van het systeem.

ysijbug

Systeem toont de waarschuwing 'Unable to save image or clip. You have reached the maximum

number of images/clips allowed for a single patient. (Opslaan beeld of clip mislukt. U heeft het g
toegestane maximumaantal beelden/clips voor één patiént bereikt). Verwijderen ongewenste a
beelden of clips uit het patiéntonderzoek. Raadpleeg de gebruikershandleiding van het ultrasone =
systeem voor instructies.
Elektrische veiligheid m
T
(')
WAARSCHUWING: | Vermijd het risico van elektrische schokken: a
+ Deze apparatuur moet worden aangesloten op een netvoeding met
beschermende aardverbinding.
« Zorg ervoor dat de streepjescodescanner de patiént niet raakt.
« Zorg ervoor dat de voedingsbron en de aansluiting de patiént niet raken 3
« Raak de voeding en de patiént niet gelijktijdig aan. §-
wn
Veiligheid accu
WAARSCHUWING: | Controleer periodiek of de accu volledig wordt opgeladen. Vervang de accu §
wanneer deze niet meer volledig oplaadt. g
o
WAARSCHUWING: | Verzend geen beschadigde accu zonder daarvoor instructies te hebben
gekregen van technische ondersteuning van SonoSite.
g
Gevaarlijk materiaal g
i
a>

WAARSCHUWING: | Producten en accessoires kunnen gevaarlijke materialen bevatten. Bij het
afvoeren van deze producten en accessoires dient u milieubewust te
handelen en te voldoen aan plaatselijke en wettelijke voorschriften voor
het afvoeren van gevaarlijke materialen.
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Elektromagnetische compatibiliteit

WAARSCHUWING: | HetS Series ultrasone systeem mag niet gebruikt worden terwijl deze naast

Let op:

Let op:

88

of op andere apparatuur staat. Mocht dit toch voorkomen, dient u te
controleren of het S Series ultrasone systeem normaal werkt in deze
opstelling.

Gebruik uitsluitend accessoires en randapparatuur die door SonoSite wordt
aangeraden om het risico van verhoogde elektromagnetische emissies of
verminderde immuniteit te voorkomen. Het op het ultrasoon systeem aansluiten
van accessoires en randapparatuur die niet door SonoSite worden aangeraden, kan
leiden tot een storing in uw ultrasone systeem of andere medische elektrische
apparatuur in uw omgeving. Neem contact op met SonoSite of uw plaatselijke
vertegenwoordiger voor een lijst met accessoires en randapparatuur die
verkrijgbaar zijn bij of worden aanbevolen door SonoSite.

Elektrostatische ontlading (ESD), of statische schok, is een natuurlijk fenomeen. ESD
komt vaak voor onder lage vochtigheidsomstandigheden, zoals in ruimtes met
verwarming of airconditioning. ESD is een ontlading van elektrische energie van een
geladen lichaam naar een minder geladen of niet-geladen lichaam. De mate van
ontlading kan significant genoeg zijn om een transducer of ultrasoon systeem te
beschadigen. De volgende voorzorgsmaatregelen kunnen helpen ESD te
verminderen: antistatische spray op vloerbedekking en linoleum en de
aanwezigheid van antistatische matten.



Scheidingsafstand

Aanbevolen scheidingsafstanden tussen draagbare en mobiele RF-communicatieapparatuur en het
S Series ultrasone systeem

Het S Series ultrasone systeem is bedoeld voor gebruik in een elektromagnetische omgeving
waarin de uitgestraalde radiofrequente storing worden beheerst. De klant of gebruiker van het
S Series ultrasone systeem kan helpen om elektromagnetische storing te voorkomen door een
minimale afstand aan te houden tussen draagbare en mobiele RF-communicatieapparatuur
(zenders) en het S Series ultrasone systeem, volgens de hieronder gegeven aanbevelingen in
overeenstemming met het maximale uitgangsvermogen van de communicatieapparatuur.

Nominaal Scheidingsafstand volgens de frequentie van de zender
maximaal m
vermogen van
de zender 150 kHz tot 80 MHz 80 MHz tot 800 MHz 800 MHz tot 2,5 GHz
Watt d=1,2 /P d=1,2./p d=2,3 ./p
0,01 0,12 0,12 0,23
0,1 0,38 0,38 0,73
1 1,2 1,2 23
10 38 3,8 7.3
100 12 12 23

Voor zenders waarvan het maximale uitgangsvermogen hierboven niet is vermeld, kan de
aanbevolen scheidingsafstand (d) in meter (m) worden geschat met behulp van de vergelijking
die van toepassing is op de frequentie van de zender, waarbij P het nominale maximale
uitgangsvermogen van de zender in watt (W) is volgens de fabrikant van de zender.
Opmerking: Bij 80 MHz en 800 MHz is de scheidingsafstand voor het hogere frequentiebereik van
toepassing.

Deze richtlijnen zijn mogelijk niet op alle situaties van toepassing. Elektromagnetische voortplanting
wordt beinvloed door absorptie en reflectie door structuren, voorwerpen en personen.
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Compatibele accessoires en randapparatuur

90

SonoSite heeft het S Ser

ies ultrasone systeem met de volgende accessoires en randapparatuur getest

en geeft de naleving van de vereisten van IEC60601-1-2:2007 aangetoond.

U kunt deze SonoSite-accessoires en randapparatuur van derden gebruiken met het S Series

ultrasone systeem.

WAARSCHUWING:

WAARSCHUWING:

Accessoires en randap
Beschrijving
C11x-transducer
C60x-transducer
HFL38x-transducer
HFL50x-transducer
ICTx-transducer
L25x-transducer
L38xi-transducer
L52x-transducer
P10x-transducer
P21x-transducer
SLAx-transducer
TEEx-transducer
Streepjescodescanner
Accu voor PowerPack
Accupak
Accu PowerPack

Zwart-witprinter

Gebruik van de accessoires met andere medische systemen dan het S-Series
ultrasone systeem kan leiden tot verhoogde emissies of verminderde
immuniteit van het medische systeem.

Het gebruik van accessoires die niet worden vermeld kan leiden tot
verhoogde emissies of verminderde immuniteit van het ultrasone systeem.

paratuur die compatibel zijn met het S Series ultrasone systeem

Maximale kabellengte
20m
1,8m
1,8m
1,8m
1,8m
24m
1,7m
24m
20m
20m
24m
2,3m

1,5m



Accessoires en randapparatuur die compatibel zijn met het S Series ultrasone systeem

ysijbuz

Kabel zwart-witprinter Tm
USB-kabel zwart-witprinter 3,3m
Kleurenprinter — o
c
Voedingskabel kleurenprinter Tm §
Videokabel kleurenprinter 1,8m
V-Universal-standaard —
Petite-muis 1,8m %"
(')
Voedingskabel (systeem) 3m a
Voedingsbron met DC-kabel 2m
Voedingsbron met AC-kabel Tm
m
PowerPark — P
D
Drievoudige — &
transducerconnector
USB-toetsenbord —
Draadloze USB-adapter — g
E
3
Richtlijnen en verklaring fabrikant
WAARSCHUWING: | Andere apparatuur, zelfs apparatuur die voldoen aan de
CISPR-emissievereisten, kan voor interferentie zorgen met het S Series -
ultrasone systeem. S
g
Het S Series ultrasone systeem gebruikt een IEEE 802.11-zender en -ontvanger die o

ISM-frequentiebanden gebruiken van 2,412 tot 2,4835 GHz en drie transmissiemethodes
implementeren:

« IEEE 802.11b met Complementary Code Keying (CCK), Differential Quaternary Phase Shift Keying
(DQPSK) en Differential Binary Phase Shift Keying (DBPSK) bij 17 dBm

+ |EEE 802.11g met Orthogonal Frequency Division Multiplexing (OFDM) 14 dBm
+ |EEE 802.11n met OFDM bij 14 dBm

4
(1]
Q.
(]
=
o
=
[= 5
w

91



92

Richtlijnen en verklaring van de fabrikant - Elektromagnetische emissies

Het S Series ultrasone systeem is bedoeld voor gebruik in de hieronder gespecificeerde
elektromagnetische omgeving. De klant of de gebruiker van het S Series ultrasoon systeem dient
ervoor te zorgen dat het gebruikt wordt in een dergelijke omgeving.

Emissietest Naleving Elektromagnetische omgeving
RF-emissies Groep 1 Het S Series ultrasone systeem gebruikt alleen
CISPR 11 RF-energie voor de interne werking.

De RF-emissie is daarom zeer gering en het is
onwaarschijnlijk dat deze storing veroorzaakt in
elektronische apparatuur in de omgeving van de

generator.
RF-emissies Klasse A Het S Series ultrasone systeem is geschikt voor
CISPR 11 gebruik in alle gebouwen, uitgezonderd van
woningen en gebouwen die rechtstreeks zijn
Harmonische emissies  Klasse A aangesloten op het openbare elektriciteitsnet.
IEC 61000-3-2
Spanningsfluctuaties/ Voldoet
flikkeringen
IEC 61000-3-3

Richtlijnen en verklaring van de fabrikant — Elektromagnetische immuniteit

Het S Series ultrasone systeem is bedoeld voor gebruik in de hieronder gespecificeerde
elektromagnetische omgeving. De klant of de gebruiker van het S Series ultrasoon systeem dient
ervoor te zorgen dat het gebruikt wordt in een dergelijke omgeving.

Immuniteitstest Testniveau Nalevingsniveau Elektromagnetische
IEC 60601 9 omgeving
Elektrostatische +6,0 kV contact +6,0 kV contact De vloerbedekking moet
ontlading (ESD) +8,0 kV lucht +8,0 kV lucht bestaan uit hout, beton of
IEC 61000-4-2 keramische tegels. Als vloeren

zijn bedekt met synthetisch
materiaal, moet de relatieve
vochtigheid ten minste
30% zijn.



Richtlijnen en verklaring van de fabrikant - Elektromagnetische immuniteit (Vervolg)

Het S Series ultrasone systeem is bedoeld voor gebruik in de hieronder gespecificeerde
elektromagnetische omgeving. De klant of de gebruiker van het S Series ultrasoon systeem dient
ervoor te zorgen dat het gebruikt wordt in een dergelijke omgeving.

Testniveau

Elektromagnetische

Immuniteitstest IEC 60601 Nalevingsniveau omgeving

Snelle elektrische £ 2 kV voor + 2 kV voor De kwaliteit van de

overgangsburst stroomtoe- stroomtoevoerlijnen  netvoeding moet geschikt zijn

IEC 61000-4-4 voerlijnen + 1 kV voor invoer/ voor een normale
+ 1 kV voor uitgangslijnen commerciéle omgeving of
invoer/ ziekenhuisomgeving.
uitgangslijnen

Stroomstoot + 1 kVlijn(en) + 1 kV lijn(en) naar De kwaliteit van de

IEC 61000-4-5 naar lijn(en) lijn(en) netvoeding moet geschikt zijn

Spanningsval,
korte
onderbrekingen
en spannings-
fluctuaties in de
stroomtoevoer-
lijnen

IEC 61000-4-11

+ 2 kV lijn(en)
naar aarde

<5%Ur

(>95% daling in
Ug)

gedurende

0,5 cyclus

40% U7

(60% daling in
Uy

gedurende

5 cycli

70% Uy

(30% daling in
Uy

gedurende

25 cycli

<5% Ut

(>95% daling in
Up)

gedurende

5 seconden

+ 2 kV lijn(en) naar
aarde

<5% UT
(>95% daling in U7)

gedurende
0,5 cyclus

40% Ut

(60% daling in U7)
gedurende 5 cycli
70% Uy

(30% daling in Uq)
gedurende 25 cycli
<5% Ut

(>95% daling in U7)

gedurende
5 seconden

voor een normale
commerciéle omgeving of
ziekenhuisomgeving.

De kwaliteit van de
netvoeding moet geschikt zijn
voor een normale
commerciéle omgeving of
ziekenhuisomgeving. Als de
gebruiker van het S Series
ultrasone systeem vereist dat
het systeem ook gedurende
stroomuitval continu blijft
werken, wordt aanbevolen om
het S Series ultrasone systeem
te voeden vanaf een UPS of
een accu.
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Richtlijnen en verklaring van de fabrikant — Elektromagnetische immuniteit (Vervolg)

Het S Series ultrasone systeem is bedoeld voor gebruik in de hieronder gespecificeerde
elektromagnetische omgeving. De klant of de gebruiker van het S Series ultrasoon systeem dient
ervoor te zorgen dat het gebruikt wordt in een dergelijke omgeving.

Immuniteitstest Testniveau Nalevingsniveau Elektromagnetische
IEC 60601 omgeving
Door 3A/m 3A/m Het door netfrequentie
netfrequentie opgewekte magnetische veld
opgewekt dient een niveau te hebben
magnetisch veld dat kenmerkend is voor een
IEC 61000-4-8 normale locatie in een
normale commerciéle of
ziekenhuisomgeving.
Geleide RF 3Vrms 3Vrms Draagbare en mobiele
IEC 61000-4-6 150 kHz tot radiofrequentiecommunicatie
80 MHz apparatuur

(RF-communicatieapparatuur)
mag niet dichter bij enig deel
van het S Series ultrasone
systeem, inclusief de kabels,
gebruikt worden dan de
aanbevolen scheidingsafstand
berekend aan de hand van de
formule die van toepassing is
op de frequentie van de
zender.

Aanbevolen
scheidingsafstand

d=1,2.P



Richtlijnen en verklaring van de fabrikant - Elektromagnetische immuniteit (Vervolg)

Het S Series ultrasone systeem is bedoeld voor gebruik in de hieronder gespecificeerde
elektromagnetische omgeving. De klant of de gebruiker van het S Series ultrasoon systeem dient
ervoor te zorgen dat het gebruikt wordt in een dergelijke omgeving.

Immuniteitstest Testniveau Nalevingsniveau Elektromagnetische
IEC 60601 9 omgeving
Uitgezonden RF 3V/m 3V/m d=12./p
2,5 MHz
d=23./P

800 kHz tot 2,5 MHz

Waarbij P het maximale
nominale uitgangsvermogen
van de zender in watt (W) is
volgens de fabrikant van de
zender en d de aanbevolen
scheidingsafstand in meter
(m) is.

De door vaste RF-zenders
uitgestraalde veldsterkte,
zoals vastgesteld door
elektromagnetische meting
van de locatie?, dient lager te
zijn dan het
compliantieniveau in elk
frequentiebereik®.

Er kan storing optreden in de
omgeving van apparatuur die
van onderstaand symbool is
voorzien:

Opmerking:Ur is de netspanning védr toepassing van het testniveau.

Bij 80 MHz en 800 MHz geldt het hogere frequentiebereik.

Deze richtlijnen zijn mogelijk niet op alle situaties van toepassing. Elektromagnetische voortplanting wordt
beinvioed door absorptie en reflectie van structuren, objecten en mensen.
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b.

De veldsterkte van vaste zenders, zoals basisstations voor (mobiele/draadloze) radiotelefoons en
landmobiele radio's, amateurradio's, AM- en FM-radio-uitzendingen en tv-uitzendingen, kan theoretisch
niet nauwkeurig worden voorspeld. Voor het vaststellen van de elektromagnetische omgeving door vaste
RF-zenders dient een elektromagnetisch locatieonderzoek te worden overwogen. Wanneer op de
gebruikslocatie van het SonoSite ultrasone systeem de gemeten veldsterkte het bovenvermelde van
toepassing zijnde radiofrequente compliantieniveau overschrijdt, dient te worden gecontroleerd of het
SonoSite ultrasone systeem normaal werkt. Bij constatering van afwijkende prestaties kunnen aanvullende
maatregelen nodig zijn zoals het verdraaien of verplaatsen van het SonoSite ultrasone systeem

Binnen het frequentiebereik van 150 kHz tot 80 MHz moet de veldsterkte minder zijn dan 3 V/m.

FCC-waarschuwing: wijzigingen of aanpassingen die niet expliciet zijn goedgekeurd door de partij
die verantwoordelijk is voor naleving kan de bevoegdheid van de gebruiker om de apparatuur te
bedienen, teniet doen.

Dit apparaat voldoet aan deel 15 van de FCC-regels. Bediening is onderhevig aan de volgende twee
voorwaarden:

Dit apparaat mag geen schadelijke interferentie veroorzaken.

Dit apparaat moet alle ontvangen interferentie accepteren, inclusief interferentie die ongewenste
werken kan veroorzaken.

Vereisten voor immuniteitstests
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Het S Series ultrasone systeem voldoen aan de vereisten voor essentiéle prestaties die worden
vermeld in [EC 60601-1-2 en |IEC 60601-2-37. Resultaten van immuniteitstests tonen dat het S Series
ultrasone systeem voldoet aan deze vereisten en vrij is van het volgende:

Ruis op een golfvorm, artefacten op of vertekeningen van een beeld of fouten in een weergegeven
numerieke waarde die niet kunnen worden toegewezen aan fysiologische effecten en die een
diagnose kunnen veranderen

Weergave van onjuiste numerieke waarden die worden geassocieerd met de uit te voeren
diagnose

Weergave van onjuiste veiligheidsgerelateerde indicaties
Productie van onbedoelde of overmatige ultrasone output
Productie van ongewenste of overmatige oppervlaktetemperatuur van transducers

Productie van ongewenste of ongecontroleerde bewegingen van transducers die zijn bedoeld
voor intracorporaal gebruik



Symbolen op labels

Symbool

s

uTE
e
¥

ISR

—
-
L ]

S—

SPEREQ®

Definitie

Temperatuurbeperking

Limiet atmosferische druk

Vochtigheidsbeperking

RF-ontvanger

Verboden handeling: Niet duwen

Verplichte handeling: Vereiste transportpositie

Fabrikant

Erkende vertegenwoordiger in de Europese gemeenschap

Let op, raadpleeg de gebruikershandleiding

Volg de gebruiksaanwijzing.
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Normen

Normen voor elektrische veiligheid

IEC60601-1:1988, International Electrotechnical Commission, Medische elektrische apparatuur - Deel
1. Algemene vereisten voor veiligheid.

IEC60601-1:2005, Medische elektrische apparatuur - Deel 1: Algemene vereisten voor basisveiligheid
en essentiéle prestaties

AAMI/ANSI ES 60601-1:2005, Medische elektrische apparatuur - Deel 1: Algemene vereisten voor
basisveiligheid en essentiéle prestaties

IEC 60601-1-1:2000, Medische elektrische apparatuur - Deel 1-1. Algemene vereisten voor veiligheid
1-1. Secundaire norm. Veiligheidseisen voor medisch-elektrische systemen.

IEC 60601-2-37:2001, International Electrotechnical Commission, Bijzondere eisen voor de veiligheid
van ultrasonische medische diagnostische en bewakingsapparatuur.

IEC 60601-2-37:2007, Medische elektrische apparatuur - Deel 2-37. Bijzondere eisen voor de
basisveiligheid en essentiéle prestaties van ultrasonische medische diagnostische en
bewakingsapparatuur

CAN/CSA C22.2,nr.60601-1, Canadian Standards Association, Medische elektrische apparatuur - Deel
1: Algemene vereisten voor veiligheid.

CAN/CSA C22.2, nr. 60601-1:08, Medische elektrische apparatuur - Deel 1: Algemene vereisten voor
basisveiligheid en essentiéle prestaties.

IEC 61157, International Electrotechnical Commission, Standaardmethode voor het rapporteren van
het akoestische vermogen van medische diagnostische ultrasone apparatuur.

Classificering EMC-normen

IEC 60601-1-2:2007, Medische elektrische apparatuur - Deel 1-2. Algemene vereisten voor
basisveiligheid en essentiéle prestaties - Secundaire norm: Elektromagnetische compatibiliteit -
Vereisten en tests.

CISPR 11, International Electrotechnical Commission, Internationale commissie over
radio-interferentie. Industriéle, wetenschappelijke en medische (ISM) apparatuur - Kenmerken
radiofrequentieverstoringsbeperkingen en meetmethoden. Als het ultrasone systeem, het
dockingsysteem, de accessoires en randapparatuur samen zijn geconfigureerd is de classificatie:
groep 1, klasse A.

Akoestische normen
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NEMA UD2-2004, Norm voor akoestisch uitgangsvermogen voor diagnostische ultrasone apparatuur.

NEMA UD 3-2004, Norm voor realtime weergave van thermale en mechanische akoestische
uitgangsvermogenregisters op diagnostische ultrasone apparatuur, American Institute of Ultrasound
in Medicine.
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Bio-compatibiliteitsnormen

AAMI/ANSI/ISO 10993-1, Biologische beoordeling van medische apparaten - Deel 1: Beoordeling en
testen (2009).

AAMI/ANSI/ISO 10993-5, Biologische beoordeling van medische apparaten - Deel 5: Testen op in-vitro

cytotoxines (2009). E

AAMI/ANSI/ISO 10993-10, Biologische beoordeling van medische apparaten - Deel 10: Testen op ;‘

irritatie en vertraagde hypergevoeligheid (2002). =

AAMI/ANSI/ISO 10993-11, Biologische beoordeling van medische apparaten - Deel 11: Testen op

systemische toxiciteit (2006).

AAMI/ANSI/ISO 10993-12, Biologische beoordeling van medische apparaten - Deel 12:Voorbereiding m

monsters en referentiemateriaal (2007). )
a

Normen voor apparatuur luchtvaart
RTCA DO-160E, Radio Technical Commission for Aeronautics, Milieu-omstandigheden en
testprocedure voor luchtvaartapparatuur, Sectie 21.0 Emmisie van radiofrequentie-energie,
categorie B. 118. E

a
o

DICOM-norm @
NEMA PS 3.15, Digitale beeldvorming en communicatie binnen de geneeskunde (DICOM) - Deel 15:
Veiligheids- en systeembeheerprofielen.

HIPAA-norm g
The Health Insurance and Portability and Accountability Act (Amerikaanse wet met betrekking tot %
zorgverzekering, overdraagbaarheid en verantwoordelijkheid), Pub. L.- nr. 104-191.

45 CFR 160, Algemene administratieve vereisten.

45 CFR 164, Beveiliging en privacy. ]
g
c
a>
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S Series ultralydssystem
Tilleeg til brugervejledning P15865-04

2
o

Indhold 2
Introduktion 101
Patenkt anvendelse 101
Lagring af billeder og klip 102
Tilslutningsmuligheder 102 %
Vedligeholdelse 102 5,-r
Fejlfinding 102 ®
Sikkerhedskrav vedrgrende elektrisk udstyr 103
Sikkerhedskrav vedrgrende batterier 103
Farlige materialer 103 m
Elektromagnetisk kompatibilitet 104 _-?
Maerkningssymboler 112 z
Standarder 113
Dette tillzeg til brugervejledningen: =

<
+ Indeholder yderligere oplysninger om sikkerhed §
S
+ Opdaterer listen over kompatibelt tilbehgr og eksternt udstyr =

Introduktion
Brugervejledningen er udformet med henblik pa laesere, som har kendskab til ultralydsteknikker og .E.'
som har modtaget uddannelse i sonografi og kliniske procedurer. Brugeren skal have modtaget en 1,’;
sadan uddannelse inden brugen af S Series ultralydssystemet.

Pateenkt anvendelse _
Klinikeren er placeret ved siden af patienten og anbringer transduceren pa (eller i, ved invasive F
procedurer) patientens krop, hvor det er pakraevet, for at opnad det @nskede ultralydsbillede. g

-
B
x
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Lagring af billeder og klip

Procentikonet i systemstatusomradet viser den plads, der er brugt i det interne lager, angivet i
procent. Hvis man forsgger at gemme et billede eller et klip, nar der ikke er mere plads tilbage,
advarer systemet om, at den interne lagerhukommelse er fuld. For at lase dette problem skal man
arkivere de billeder og klip, man @nsker at gemme, og derefter slette dem fra systemet for at frigere
plads.

Tilslutningsmuligheder

For spgrgsmal vedrerende SiteLink™ henvises til brugervejledningen til SiteLink Image Manager.
For spergsmal vedrgrende DICOM®, sasom lagring, arkiveringssystemer og MPPS, henvises til

Afsendelse og modtagelse af DICOM-data pd SonoSite-systemer.

Vedligeholdelse

Alle krav til vedligeholdelse er beskrevet i denne brugervejledning. Udfarelse af vedligeholdelses-
procedurer, der ikke er beskrevet i brugervejledningen, kan annullere produktets garanti.

ADVARSEL: ‘ S Series ultralydssystemet ma ikke modificeres.

Fejlfinding
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Vedligeholdelsesikonet Ig vises pa skeermen. Genstart systemet. Hvis problemet opstar igen,
er systemvedligeholdelse muligvis pakraevet. Notér nummeret i parentes pa C: linjen, og kontakt
SonoSite eller naermeste forhandler.

Systemet opfordrer til at “ensure the USB device is valid” (kontrollere, om USB-enheden er
gyldig). Sarg for, at USB-lagringsenheden ikke har en aktiveret adgangskodebeskyttelse og ikke er
defekt.

Brug USB-lagringsenheden, der fulgte med systemet.

Systemet opfordrer til at “ensure the USB device contains valid data” (kontrollere, om
USB-enheden indeholder gyldige data). Serg for, at dataene er til stede pa USB-lagringsenheden.

Geneksporter de oprindelige data til USB-lagringsenheden.
Kontakt systemadministratoren.

Systemet viser advarslen “Incompatible power supply. . . “(Inkompatibel stramforsyning).
Brug den stremforsyning, der blev leveret med systemet. Se “Kompatibelt tilbehgr og eksternt
udstyr” pa side 106.



Systemet viser advarslen “Maximum number of procedure entries reached” (Det maksimale
antal procedureposter er naet), nar man forsgger at oprette et patientoplysningsskema. Frigor
intern lagringsplads ved at arkivere eller eksportere patientundersggelser og derefter slette dem fra
systemet.

Systemet viser advarslen “Unable to save image or clip. You have reached the maximum
number of images/clips allowed for a single patient” (Kan ikke gemme billede eller klip. Du har
naet det maksimale antal tilladte billeder/klip for en enkelt patient). Slet ugnskede billeder eller
klip fra patientundersggelsen. Se anvisningerne i brugervejledningen til ultralydssystemet.

Sikkerhedskrav vedrgrende elektrisk udstyr

ADVARSEL: | Sadan forebygges elektrisk sted:

+ Dette udstyr ma udelukkende sluttes til en hovedstremforsyning med
beskyttende jordforbindelse.

. Stregkodescanneren ma ikke komme i bergring med patienten.
+ Strgmforsyningen eller stikket ma ikke komme i bergring med patienten.
+ Stremforsyningen og patienten ma ikke bergres samtidigt.

Sikkerhedskrav vedrogrende batterier

ADVARSEL: | Der skal udferes regelmaessig kontrol for at sikre, at batteriet oplader helt. Hvis
batteriet ikke oplader helt, skal det udskiftes.

ADVARSEL: | Beskadigede batterier ma ikke forsendes uden anvisninger fra SonoSites tekniske
support.

Farlige materialer
ADVARSEL: | Produkter og tilbehgr kan indeholde farlige materialer. Det skal sikres, at produkter

og tilbehgr bortskaffes pa en miljsmaessigt forsvarlig made, som overholder lokale
og nationale regler for bortskaffelse af farlige materialer.
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Elektromagnetisk kompatibilitet

ADVARSEL:

Forsigtig:

Forsigtig:

104

S Series ultralydssystemet ma ikke anvendes ved siden af eller stablet med andet
udstyr. Hvis en sadan brug forekommer, skal det kontrolleres, at S Series
ultralydssystemet fungerer normalt i den pageeldende konfiguration.

Anvend kun tilbehgr og eksternt udstyr, der anbefales af SonoSite, for at undga
risikoen for forgget elektromagnetisk straling eller nedsat immunitet. Tilslutning til
ultralydssystemet af tilbehgr og eksterne enheder, som ikke er anbefalet af SonoSite,
kan medfere fejlfunktion i ultralydssystemet eller andre elektriske medicinske
enheder i omradet. Der kan rekvireres en liste hos SonoSite eller nzermeste
forhandler over tilbehgr og eksterne enheder, der fas hos eller anbefales af SonoSite.

Elektrostatisk udladning (ESD) eller statisk elektricitet er et naturligt forekommende
feenomen. ESD er almindelig ved lav fugtighed, som kan dannes ved opvarmning
eller aircondition. ESD er en udladning af elektrisk energi, der overfares fra et ladet
legeme til et legeme med mindre eller ingen ladning. Udladningen kan vaere kraftig
nok til at beskadige transduceren eller ultralydssystemet. Falgende forholdsregler
kan nedsaette maengden af elektrostatisk elektricitet: antistatisk spray pa teepper,
antistatisk spray pa linoleum samt brug af antistatiske matter.



Separationsafstand

Anbefalede separationsafstande mellem baerbart og mobilt RF-kommunikationsudstyr og S Series
ultralydssystemet

S Series ultralydssystemet er beregnet til brug i et elektromagnetisk miljg, hvor udstralede

radiofrekvens (RF)-forstyrrelser er kontrollerede. Kunden eller brugeren af S Series °Z
ultralydssystemet kan bidrage til at forhindre elektromagnetisk interferens ved at opretholde en g
minimumsafstand mellem baerbart og mobilt RF-kommunikationsudstyr (sendere) og S Series
ultralydssystemet som anbefalet nedenfor, i henhold til kommunikationsudstyrets maksimale
udgangseffekt.
Senderens Separationsafstand i henhold til senderens frekvens v
nominelle m g
maksimale 3
Watt d=1,2 /P d=1,2./p d=23.,P
0,01 0,12 0,12 0,23 m
>
0,1 0,38 0,38 0,73 <
&
1 1,2 1,2 23
10 38 3,8 7.3
100 12 12 23 o
A
For sendere med en nominel maksimal udgangseffekt, som ikke er anfert ovenfor, kan den §
anbefalede separationsafstand (d) i meter (m) anslds ved at benytte den ligning, der geelder for s
senderens frekvens, hvor P er senderens nominelle maksimale udgangseffekt i watt (W) i
henhold til senderens producent.
Bemeaerk: Ved 80 MHz og 800 MHz anvendes separationsafstanden for det hgjeste frekvensomrdde.
Disse retningslinjer gaelder ikke i alle situationer. Elektromagnetisk spredning er pdvirket af =
absorption og refleksion fra bygninger, objekter og mennesker. %r
=
=
=aF
s
4
i
|
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Kompatibelt tilbehar og eksternt udstyr

106

SonoSite har testet S Series ultralydssystemet med fglgende tilbeharsdele og eksterne enheder, og
har pavist overholdelse af kravene i [IEC60601-1-2:2007.

Det er muligt at anvende disse SonoSite tilbehgrsdele og tredjeparts eksterne enheder med S Series
ultralydssystemet.

ADVARSEL: | Brug af tilbehgret med andre medicinske systemer end S Series
ultralydssystemet kan medfare forhgjede emissioner eller nedsat immunitet for
det medicinske system.

ADVARSEL: | Brug af andet tilbehar end det specificerede kan medfgre forhgjede emissioner
eller nedsat immunitet for ultralydssystemet.

Tilbehgrsdele og eksterne enheder, som er kompatible med S Series

ultralydssystemet
Beskrivelse Maksimal kabelleengde
C11x-transducer 20m
C60x-transducer 1,8m
HFL38x-transducer 1,8m
HFL50x-transducer 1,8m
ICTx-transducer 1,8m
L25x-transducer 24 m
L38xi-transducer 1,7m
L52x-transducer 24m
P10x-transducer 20m
P21x-transducer 20m
SLAx-transducer 24m
TEEx-transducer 23m
Stregkodescanner 1,5m

Batteri til PowerPack —
Batteripakke —

Batteri-PowerPack —



Tilbehgrsdele og eksterne enheder, som er kompatible med S Series
ultralydssystemet (fortsat)

Sort/hvid-printer —
Kabel til sort/hvid-printer Tm
USB-kabel til sort/hvid-printer 33m
Farveprinter —
Elledning til farveprinter Tm
Videokabel til farveprinter 1,8m

V-universalstativ —

Petite-mus 1,8 m
Elledning (system) 3m
Stremforsyning med 2m
jeevnstrgmskabel

Vekselstrgmskabel til Tm

stremforsyning

PowerPark —
Triple Transducer Connect —
USB-tastatur —

Tradlgs USB-adapter —

Vejledning og fabrikantens erklzering

ADVARSEL: | Andet udstyr, selv udstyr som overholder CISPRs emmisionskrav, kan interferere
med S Series ultralydssystemet.

S Series ultralydssystemet bruger en IEEE 802.11-modtager og -sender, som benytter
ISM-frekvensbandet fra 2,412 til 2,4835 GHz og implementerer tre transmissionsmetoder:

« IEEE 802.11b med CCK (Complementary Code Keying), DQPSK (Differential Quaternary Phase Shift
Keying) og DBPSK (Differential Binary Phase Shift Keying) ved 17 dBm

« |EEE 802.11g med OFDM (Orthogonal Frequency Division Multiplexing) ved 14 dBm
« |EEE 802.11n med OFDM ved 14 dBm
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Vejledning og fabrikantens erklaering - elektromagnetiske emissioner

S Series ultralydssystemet er beregnet til anvendelse i det elektromagnetiske miljg, der er
specificeret herunder. Kunden eller brugeren af S Series ultralydssystemet skal sikre, at det
anvendes i et sddant milje.

Emissionstest Overens- Elektromagnetisk miljg
stemmelse
RF-emissioner Gruppe 1 S Series ultralydssystemet bruger kun RF-energi til
CISPR 11 dets interne funktioner.
Derfor er dets RF-emissioner meget lave, og det er
usandsynligt, at det vil forarsage forstyrrelser i
elektronisk udstyr i naerheden.
RF-emissioner Klasse A S Series ultralydssystemet er egnet til anvendelse i
CISPR 11 alle bygninger, undtagen i boligomrader eller i
bygninger, der er direkte forbundne til det offentlige
Harmoniske emissioner  Klasse A lavspeendingsnet, der tilfarer stram til boligomrader.
IEC 61000-3-2
Spaendingsudsving/ Overholder
flicker-emissioner
IEC 61000-3-3

Vejledning og fabrikantens erklaering - elektromagnetisk immunitet

S Series ultralydssystemet er beregnet til anvendelse i det elektromagnetiske miljg, der er
specificeret herunder. Kunden eller brugeren af S Series ultralydssystemet skal sikre, at det
anvendes i et sadant milje.

Immunitets- IEC 60601 Overholdelses- . -

. . Elektromagnetisk miljo
test Testniveau niveau
Elektrostatisk +6,0 KV kontakt +6,0 KV kontakt Gulvene skal veere af tree,
udladning (ESD) +8,0 KV luft +8,0 KV luft beton eller med keramiske
IEC 61000-4-2 fliser. Hvis gulvene er

deekket af syntetisk
materiale, skal den relative
fugtighed vaere mindst

30 %.
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Vejledning og fabrikantens erklzering - elektromagnetisk immunitet (fortsat)

S Series ultralydssystemet er beregnet til anvendelse i det elektromagnetiske miljg, der er
specificeret herunder. Kunden eller brugeren af S Series ultralydssystemet skal sikre, at det
anvendes i et sadant milje.

Immunitets- IEC 60601 Overholdelses- . -
. . Elektromagnetisk miljo
test Testniveau niveau
Elektrisk hurtig +2 KV for +2 KV for Netstrommens kvalitet skal
Transient stad stremforsynings- stremforsynings- vaere som i et typisk
IEC 61000-4-4 ledninger ledninger erhvervs- eller
+1 KV forindgangs-/  +1KV forindgangs-/  hospitalsmiljg.
udgangsledninger udgangsledninger
Spaendings- +1 KV ledning(er) til  +£1 KV ledning(er) til  Netstrammens kvalitet skal
balge ledning(er) ledning(er) vaere som i et typisk
IEC 61000-4-5 +2 KV ledning(er) til  +2 KV ledning(er) til  erhvervs- eller
jord jord hospitalsmiljg.
Speendingsfald, <5% Ut <5% Ut Netstrammens kvalitet skal
korte afbrydelser (>95 % fald i U) (>95 % fald i U) vaere som i et typisk
og spaendings- : . erhvervs- eller
. . i 0,5 cyklus i 0,5 cyklus ) e .
udsving pd . . hospitalsmiljg. Hvis
stremforsynings- 40% Ur 40% Ur brugeren af S Series
ledninger (60 % fald i Uy) (60 % faldi Up) ultralydssystemet gnsker at
IEC 61000-4-11 i 5 cyklusser i 5 cyklusser fortsaette driften under
70% U 70% U hovedledningsforstyrrelser,

Magnetisk
streamfrekvens-
felt

IEC 61000-4-8

(30%faldi Uy

i 25 cyklusser
<5% Uy
(>95%faldi Uy)
i5 sek.

3A/m

(30 % fald i Up)

i 25 cyklusser
<5% Uy

(>95 % fald i Uy)
i5sek.

3A/m

anbefales det, at S Series
ultralydssystemet drives af
en UPS eller et batteri.

Magnetiske stremfrekvens-
felter skal veere pa niveauer,
der er karakteristiske for en
typisk placering i et typisk
erhvervs- eller
hospitalsmilja.
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Vejledning og fabrikantens erklzering - elektromagnetisk immunitet (fortsat)

S Series ultralydssystemet er beregnet til anvendelse i det elektromagnetiske miljg, der er
specificeret herunder. Kunden eller brugeren af S Series ultralydssystemet skal sikre, at det

anvendes i et sadant milje.

Immunitets- IEC 60601
test Testniveau

Overholdelses-
niveau

Elektromagnetisk miljg

Ledningsbaret 3Vrms

RF-straling 150 kHz til 80 MHz
IEC 61000-4-6

Feltbaret RF 3V/m
IEC 61000-4-3 80 MHz til 2,5 GHz

3Vrms

3V/m

Baerbart og mobilt
RF-kommunikationsudstyr
ma ikke bruges teettere pa
nogen af S Series
ultralydssystemets dele,
herunder kabler, end den
anbefalede separations-
afstand, som beregnes ud
fra den ligning, der er
anvendt til senderens
frekvens.

Anbefalet
separationsafstand

d=1.2./P

d= 1,2JI5
80 MHz til 800 MHz

d=23./P
800 MHz til 2,5 GHz

Hvor P er den maksimale
udgangseffekt for senderen
i watt (W) ifelge udbyderen
af senderen, og d er den
anbefalede separations-
afstand i meter (m).



Vejledning og fabrikantens erklzering - elektromagnetisk immunitet (fortsat)

S Series ultralydssystemet er beregnet til anvendelse i det elektromagnetiske miljg, der er
specificeret herunder. Kunden eller brugeren af S Series ultralydssystemet skal sikre, at det
anvendes i et sadant milje.

Immunitets- IEC 60601 Overholdelses- - g
. . Elektromagnetisk miljo 2
test Testniveau niveau o
Feltbaret RF Feltstyrker fra faste
IEC 61000-4-3 RF-sendere, som fastsat af
(fortsat) en elektromagnetisk
stedunderspgelse?, skal =
vaere mindre end 3
overensstemmelses- )
niveauet i hvert
frekvensomrade®.
Interferens kan opsta i
naeromradet for udstyr, der m
er maerket med folgende %’
symbol: . =
|
Bemeerk: Uy er vekselstramsnetledningens spaending for anvendelsen af testniveauet.
Ved 80 MHz og 800 MHz anvendes et hgjere frekvensomrade. 2
Disse retningslinjer gaelder ikke i alle situationer. Elektromagnetisk spredning pavirkes af absorption og refleksion a
fra bygninger, objekter og mennesker. E‘
a. Feltstyrker fra faste sendere, sdsom basestationer til radiotelefoner (mobile/traddlgse) og landmobile
radioer, amaterradio, AM- og FM-radioudsendelse og tv-udsendelse, kan ikke teoretisk forudsiges med
ngjagtighed. Til vurdering af det elektromagnetiske miljg for faste RF-sendere bar man overveje en
elektromagnetisk stedundersggelse. Hvis den malte feltstyrke i omradet, hvor SonoSite ultralydssystemet —
skal anvendes, overstiger det relevante RF-overensstemmelsesniveau, skal SonoSite ultralydssystemet i
observeres for at sikre normal brug. Hvis der observeres unormal ydeevne, kan yderligere forholdsregler ?
veere ngdvendige, sdsom at vende SonoSite ultralydssystemet eller anbringe det andetsteds.
b. Over frekvensomradet 150 kHz til 80 MHz skal feltstyrken veere mindre end 3 V/m.
FCC-forsigtighedsregel: Andringer eller modifikationer, som ikke udtrykkeligt er godkendt af den
part, som er ansvarlig for overholdelse af sikkerhedsforordninger, gar brugerens ret til at betjene Eﬁ
udstyret ugyldig. %
<

Denne enhed overholder bestemmelserne i afsnit 15 i retningslinjerne fra FCC. Betjening af udstyret
er underlagt falgende to betingelser:

« Enheden ma ikke forarsage skadelig interferens.

+ Enheden skal veere i stand til at modtage forstyrrelser, herunder interferens, der kan medfere
ugnsket drift.
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Krav til immunitetstestning

S Series ultralydssystemet overholder de generelle krav til ydeevne, som er specificeret i
IEC 60601-1-2 og IEC 60601-2-37. Resultater af immunitetstestning viser, at S Series ultralydssystemet
overholder disse krav og er frit for falgende

«+ Stoj pa en bglgeform eller artefakter eller forvreengning i et billede eller fejl i en vist numerisk
veerdi, som ikke kan tilskrives en fysiologisk effekt, og som kan aendre diagnosen

« Visning af ukorrekte numeriske vaerdier associeret med den diagnose, der skal udfgres
« Visning af ukorrekte sikkerhedsrelaterede indikationer

« Generering af utilsigtet eller for kraftigt ultralyds-output

« Generering af utilsigtet eller for hgj overfladetemperatur for transducer-enheden

« Generering af utilsigtet eller ukontrolleret bevaegelse af transducer-enheder, der er beregnet til
intrakorporal anvendelse

Maerkningssymboler
Symbol Definition
i’ Temperaturbegraensning

,I Atmosfeerisk trykbegraensning
Fugtighedsbegraensning
(@)

(((.))) RF-sender

@ Forbudt handling: Ma ikke skubbes
9
a

Obligatorisk handling: Transportposition er pakraevet

I Producent
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Autoriseret repraesentant i EU
[EC| REP|

2 OBS! Laes brugervejledningen

2
Falg brugsanvisningen ]
[13] :
Standarder
£
3
Standarder vedrgrende elektrisk sikkerhed z
IEC 60601-1:1988, International Electrotechnical Commission, Medical Electrical Equipment-Part 1.
General Requirements for Safety.
IEC 60601-1:2005, Medical electrical equipment - Part 1: General requirements for basic safety and
essential performance. E
-
AAMI / ANSI ES 60601-1:2005, Medical electrical equipment - Part 1: General requirements for basic ;
safety and essential performance. B
IEC 60601-1-1:2000, Medical Electrical Equipment-Part 1-1. General Requirements for Safety-Section
1-1. Collateral Standard. Safety Requirements for Medical Electrical Systems.
IEC 60601-2-37:2001, International Electrotechnical Commission, Particular Requirements for the -'<:
Safety of Ultrasonic Medical Diagnostic and Monitoring Equipment. g
IEC 60601-2-37:2007, Medical electrical equipment - Part 2-37: Particular requirements for the basic =
safety and essential performance of ultrasonic medical diagnostic and monitoring equipment.
CAN/CSA C22.2, No. 60601-1, Canadian Standards Association, Medical Electrical Equipment-Part 1.
General Requirements for Safety. o
(=
CAN/CSA C22.2,No.60601-1:08, Medical Electrical Equipment - Part 1: General Requirements for Basic :’5
Safety and Essential Performance. ®
IEC 61157, International Electrotechnical Commission, Standard Means for the Reporting of the
Acoustic Output of Medical Diagnostic Ultrasonic Equipment.
° go . E’;
EMC-klassifikationsstandarder =
IEC 60601-1-2:2007, Medical electrical equipment - Part 1-2: General requirements for basic safety g

and essential performance - Collateral standard: Electromagnetic compatibility - Requirements and
tests.

CISPR 11, International Electrotechnical Commission, International Special Committee on Radio
Interference. Industrial, Scientific, and Medical (ISM) Equipment - Radio-Frequency Disturbance
Characteristics-Limits and Methods of Measurement. Classification for the ultrasound system,
docking system, accessories, and peripherals when configured together: Group 1, Class A.
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Akustiske standarder
NEMA UD 2-2004, Acoustic Output Measurement Standard for Diagnostic Ultrasound Equipment.

NEMA UD 3-2004, Standard for Real-Time Display of Thermal and Mechanical Acoustic Output Indices
on Diagnostic Ultrasound Equipment, American Institute of Ultrasound in Medicine.

Standarder vedrgrende biokompatibilitet

AAMI/ANSI/ISO 10993-1, Biological evaluation of medical devices - Part 1: Evaluation and testing
(2009).

AAMI/ANSI/ISO 10993-5, Biological evaluation of medical devices - Part 5: Tests for In Vitro
cytotoxicity (2009).

AAMI/ANSI/ISO 10993-10, Biological evaluation of medical devices - Part 10: Tests for irritation and
delayed-type hypersensitivity (2002).

AAMI/ANSI/ISO 10993-11, Biological evaluation of medical devices - Part 11: Tests for systemic toxicity
(2006).

AAMI/ANSI/ISO 10993-12, Biological evaluation of medical devices - Part 12: Sample preparation and
reference materials (2007).

Standarder for luftbaret udstyr

RTCA DO-160E, Radio Technical Commission for Aeronautics, Environmental Conditions and Test
Procedures for Airborne Equipment, Section 21.0 Emission of Radio Frequency Energy, Category B.
118.

DICOM-standard

NEMA PS 3.15, Digital Imaging and Communications in Medicine (DICOM)-Part 15: Security and
System Management Profiles.

HIPAA-standard
Health Insurance and Portability and Accountability Act, Pub.L. No. 104-191.

45 CFR 160, General Administrative Requirements.
45 CFR 164, Security and Privacy.
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Ultralydsystemet S Series
Tillegg til brukerhandbok P15865-04

Innholdsfortegnelse
Innledning 115
Tiltenkt bruk 115
Lagring av bilder og klipp 116
TilkoblINGSOPPSELL ..cccurieccricicnniccnsncsnsicsnsssssssscssssscsssssssssssssssesssssssssssssssssssassessassse 116 %
Vedlikehold 116 2
Feilsoking 116 ®
Elektrisk SIKKErRet ......ccciccciicncsnicscsncsssnncssnisssancssnnssssncssssnssssssssssssssssssssssssssssssssssss 117
Batterisikkerhet 117
Farlige materialer 117 m
Elektromagnetisk kompatibilitet 118 _:,;
Merkesymboler 126 E‘
Standarder 127
Dette vedlegget til brukerveiledningen gjer felgende: >
+ Gir ekstra sikkerhetsinformasjon §
S
+ Oppdaterer listen over kompatibelt tilbehgr og tilleggsutstyr =
Innledning
Brukerhdndboken er beregnet pa lesere som har kjennskap til ultralydteknikker, som har fatt .E.'
oppleering i sonografi, og som har klinisk praksis. Du ma ha gjennomgatt en slik opplaering for du 1,’;
bruker ultralydsystemet S Series.
Tiltenkt bruk
e
Legen skal std bak pasienten og plassere transduseren oppa (eller inni ved invasiv bruk) pasientens F
kropp der gnsket ultralydbilde skal innhentes. g
-
B
xt
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Lagring av bilder og klipp

Ikonet for prosentandel i omradet for systemstatus viser hvor stor prosent av den interne
lagringskapasiteten som er i bruk. Hvis du praver a lagre et bilde eller et klipp og det ikke er mer plass,
vil systemet varsle om at den interne lagringskapasiteten er full. Arkiver bilder og klipp du gnsker a ta
vare pa, og slett dem fra systemet for a frigjere plass.

Tilkoblingsoppsett

Hvis du har spersmal vedrgrende SiteLink™, kan du lese i brukerhandboken for SiteLink Image
Manager. Nar det gjelder spgrsmal om DICOM®, f.eks. lagringsbestemmelser, arkiveringssystemer og
MPPS, kan du lese informasjonen under Sende og motta DICOM-data i SonoSite-systemer.

Vedlikehold

Alle krav til vedlikehold er beskrevet i denne brukerhdndboken. Hvis det blir utfart
vedlikeholdsprosedyrer som ikke er beskrevet i brukerhdndboken, kan produktgarantien bli
annullert.

ADVARSEL: ‘ Ultralydsystemet S Series ma ikke endres.

Feilsaking

116

Et vedlikeholdsikon Ig vises pa skjermen. Start systemet pa nytt. Hvis problemet vender tilbake,
kan det veere behov for vedlikehold av systemet. Noter tallet som vises i parentes pa C:-linjen, og ta
kontakt med SonoSite eller en SonoSite-representant.

Du blir bedt om a “ensure the USB device is valid” (kontrollere at USB-enheten fungerer). Sjekk
om USB-lagringsenheten har en aktivert passordbeskyttelse og at den ikke er defekt.

Bruk USB-lagringsenheten som falger med systemet.

Du blir bedt om a “ensure the USB device contains valid data” (kontrollere at USB-enheten
inneholder gyldige data). Kontroller at riktige data er lagt inn pa USB-lagringsenheten.

Eksporter originaldata til USB-lagringsenheten pa nytt.
Ta kontakt med systemadministratoren.

Systemet viser advarselen “Incompatible power supply ... “(ikke kompatibel stramforsyning).
Bruk stramforsyningen som ble levert med systemet. Se “Kompatibelt tilbehor og eksterne
enheter” pa side 120.

Systemet viser advarselen “Maximum number of procedure entries reached” (maks. antall
prosedyreoppferinger er nadd) nar du prgver a opprette et skjema for pasientinformasjon.
Frigjer intern lagringsplass ved & arkivere eller eksportere pasientundersgkelser og deretter slette
dem fra systemet.
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Systemet viser advarselen “Unable to save image or clip. You have reached the maximum
number of images/clips allowed for a single patient.” (Bilde eller klipp kan ikke lagres. Du har
nadd maks. antall bilder/klipp som er tillatt for en pasient.) Slett ungdvendige bilder eller klipp
fra pasientundersgkelsen. Instruksjoner finnes i brukerhdndboken for ultralydsystemet.

Elektrisk sikkerhet

ADVARSEL: Slik unngar du risikoen for elektrisk stat:

+ Dette utstyret ma bare tilkobles en stramforsyningsenhet med
jordingsbeskyttelse.

+ Ikke la strekkodeskanneren bergre pasienten. ©v
« lkke la stramforsyningen eller kontakten bergre pasienten. §
e
+ lkke bergr stramforsyningen og pasienten samtidig &
Batterisikkerhet m
>
S
ADVARSEL: Kontroller regelmessig at batteriet lades helt opp. Hvis batteriet ikke kan lades helt 2
opp, ma det byttes ut. a
ADVARSEL: Et skadet batteri ma ikke sendes uten instruksjoner fra teknisk brukerstgtte hos
SonoSite.
<3
L] L] 2
Farlige materialer g
ADVARSEL: Produkter og tilbehgr kan inneholde farlige materialer. Kontroller at produkter og
tilbeher kasseres pa en miljgvennlig mate som oppfyller aktuelt regelverk for
kassering av farlig avfall.
-
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Elektromagnetisk kompatibilitet

ADVARSEL:

Viktig:

Viktig:

118

Ultralydsystemet S Series bar ikke brukes ved siden av eller oppd annet utstyr.
Kontroller at S Series-systemet fungerer normalt hvis det likevel ma plasseres slik.

Bruk bare tilbehgr og eksterne enheter som er anbefalt av SonoSite, for 4 unnga
risiko for gkt elektromagnetisk straling eller svekket immunitet. Tilkobling av
tilbehgr og eksterne enheter som ikke er anbefalt av SonoSite, kan fare til at
ultralydsystemet, eller annet medisinsk elektrisk utstyr i omradet, kan svikte. Ta
kontakt med SonoSite eller deres lokale representant for a fa en liste over tilbeher og
eksterne enheter som leveres eller anbefales av SonoSite.

Elektrostatisk utlading (ESD), eller stat fra statisk elektrisitet, er et naturlig fenomen.
ESD er vanlig under forhold med lav luftfuktighet, noe som kan forarsakes av
oppvarming eller luftavkjeling. ESD er en utladning av den elektriske energien i et
ladet legeme til et legeme med mindre eller ingen ladning. Graden av utladning kan
veere betydelig nok til & forarsake skade pa en transduser eller et ultralydsystem.
Folgende forholdsregler kan hjelpe til med a redusere ESD: antistatisk spray pa
tepper, antistatisk spray pa linoleum og antistatiske matter.



Avstand

Anbefalt avstand mellom bzerbare og mobile radiosendere og ultralydsystemet S Series

Ultralydsystemet S Series skal brukes i et elektromagnetisk miljg der utstralt radiofrekvens (RF)
interferens kontrolleres. Kunden eller brukeren av S Series-systemet kan bidra til & forhindre
elektromagnetisk interferens ved a opprettholde en minimumsavstand mellom det baerbare og
mobile radiokommunikasjonsutstyret (sendere) og S Series, slik det er angitt under, i henhold til
maks. utgangseffekt til kommunikasjonsutstyret.

Avstand i forhold til senderens frekvens
Angitt maksimal

m
utgangseffekt
f°’v5;'::'e’ 150kHztil80 MHz 80 MHztil800 MHz 800 MHz til 2,5 GHz
a
d=1,2.P d=1,2./P d=23.P
0,01 0,12 0,12 0,23
0,1 0,38 0,38 073
1 1,2 1,2 23
10 38 38 7.3
100 12 12 23

Nar det gjelder sendere som har en maksimal utgangseffekt som ikke er angitt over, kan anbefalt
avstand (d) i meter (m) anslas ved hjelp av ligningen som gjelder for senderens frekvens, der Per
senderens klassifiserte maksimale utgangseffekt i watt (W) i henhold til senderprodusenten.
Merk: Ved 80 MHz og 800 MHz vil avstanden for den hayeste frekvensen gjelde.

Disse retningslinjene gjelder ikke nadvendigvis i alle situasjoner. Elektromagnetisk spredning blir
pavirket av absorpsjon og refleks fra konstruksjoner, gjenstander og personer.

119
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Kompatibelt tilbehgr og eksterne enheter

SonoSite har testet ultralydsystemet S Series med falgende tilbehgr og eksterne enheter, og har vist
samsvar med kravene i IEC60601-1-2:2007.

120

Du kan bruke SonoSite-tilbehgr og tredjepartsutstyr angitt under sammen med S Series-systemet.

ADVARSEL: Bruk av tilbehgr med andre medisinske systemer enn ultralydsystemet S Series
kan fare til gkt utslipp eller redusert immunitet for det medisinske systemet.

ADVARSEL: Bruk av annet tilbehgr enn det som er angitt, kan fare til gkte utslipp eller
redusert immunitet for ultralydsystemet.

Tilbehgr og eksternt utstyr som er kompatibelt med ultralydsystemet S Series

Beskrivelse

C11x-transduser
C60x-transduser
HFL38x-transduser
HFL50x-transduser
ICTx-transduser
L25x-transduser
L38xi-transduser
L52x-transduser
P10x-transduser
P21x-transduser
SLAx-transduser
TEEx-transduser
Strekkodeskanner
Batteri til PowerPack
Batteripakke
Batteri PowerPack
Svart-hvitt-skriver

Streamkabel til svart-hvitt-skriver

Maks. kabellengde
20m
1,8m
1,8m
1,8m
1,8m
24m
1,7m
24m
20m
20m
24m
2,3m

1,5m
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Tilbehgar og eksternt utstyr som er kompatibelt med ultralydsystemet S Series (forts.)

USB-ledning til 33m
svart-hvitt-skriver

Fargeskriver —
Stromkabel til fargeskriver Tm

Videokabel til fargeskriver 1,8m

V-Universal-stativ —

Liten mus 1,8 m

wn
<
(]
Stremledning (system) 3m ;
')
Strgmforsyning med 2m
likestremskabel
Stremforsyning med Tm m
vekselstromskabel z
-
PowerPark — ;
Q.
Trippel transduserkontakt —
USB-tastatur —
Tradles USB-adapter — -<:
Veiledning og produsenterklzering
ADVARSEL: Annet utstyr, ogsa utstyr som samsvarer med CISPR sine krav til utslipp, kan virke
forstyrrende pa ultralydsystemet S Series. »
(=
Ultralydsystemet S Series har en IEEE 802.11-mottaker og -sender som bruker ISM-frekvensband fra 1,’;
2,412 til 2,4835 GHz, og implementerer tre overfaringsmetoder:
+ |IEEE 802.11b med CCK (Complementary Code Keying), DQPSK (Differential Quaternary Phase Shift
Keying) og DBPSK (Differential Binary Phase Shift Keying) ved 17 dBm
+ |EEE 802.11g med OFDM (Orthogonal Frequency Division Multiplexing) ved 14 dBm %‘;
- IEEE 802.11n med OFDM ved dBm g
4
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Veiledning og produsenterkleering - elektromagnetisk straling

Ultralydsystemet S Series er beregnet til bruk i det elektromagnetiske miljget beskrevet nedenfor.
Kunden eller brukeren av S Series-systemet ma sikre at det brukes i et slikt milja.

Emisjonstest Samsvar Elektromagnetisk miljo

Radiostraling Gruppe 1 Ultralydsystemet S Series benytter bare

CISPR 11 radiofrekvensenergi til interne funksjoner.
Radiostralingen er derfor meget lav, og
sannsynligheten for a forstyrre annet elektronisk
utstyr i neerheten er liten.

Radiostraling Klasse A Ultralydsystemet S Series passer til bruki alle

CISPR 11 organisasjoner, bortsett fra privat bruk i hjemmet og
bruk knyttet direkte til lavspenningsnett til

Harmoniske straling Klasse A husholdninger.

IEC 61000-3-2

Spenningssvingninger/  Oppfyller

flimmerstraling kravene

IEC 61000-3-3

Veiledning og produsenterklzering - elektromagnetisk immunitet

Ultralydsystemet S Series er beregnet til bruk i det elektromagnetiske miljget beskrevet nedenfor.
Kunden eller brukeren av S Series-systemet ma sikre at det brukes i et slikt miljo.

Immunitetstest IEC 696?1 Samsvarsniva Elektromagnetisk miljo
Testniva

Elektrostatisk +6,0 KV kontakt +6,0 KV kontakt Gulv ber vaere av tre, betong

utladning (ESD) +8,0 KV luft +8,0 KV luft eller keramiske fliser. Hvis

IEC 61000-4-2 gulvene er belagt med
syntetisk materiale, skal den
relative luftfuktigheten veere
minst 30 %.

Hurtig +2 KV for +2 KV for Nettstremkvaliteten bor

forbigdende stromtilforsels- stromtilforselskabler  vaere som i et typisk

elektrisk lekkasje ~ kabler +1 KV for kommersielt miljg eller

IEC 61000-4-4 +1KV for inndata/ inndata/utdata-linjer ~ sykehusmilje.

utdata-linjer



Veiledning og produsenterklzering - elektromagnetisk immunitet (forts.)

Ultralydsystemet S Series er beregnet til bruk i det elektromagnetiske miljget beskrevet nedenfor.
Kunden eller brukeren av S Series-systemet ma sikre at det brukes i et slikt miljo.

Immunitetstest

IEC 60601
Testniva

Samsvarsniva

Elektromagnetisk miljg

Spenningsstgt
IEC 61000-4-5

Spenningsfall,
korte avbrytelser
0g spennings-
variasjoner i
stromtilfarsels-
kablene

IEC61000-4-11

Magnetisk felt for
stroamfrekvens

IEC 61000-4-8

Ledet RF
IEC 61000-4-6

+1 KV linje(r) til
linje(r)

+2KV linje(r) til jord

<5%Ur

(>95 % falliUp)
for 0,5 syklus
40% Ut

(60 % fall i Up)
for 5 sykluser
70 % Uy

(30 % fall i U7)
for 25 sykluser
<5% Uy

(>95 % fall i Up)
for5s

3A/m

3Vrms

150 kHz til 80 MHz

+1 KV linje(r) til
linje(r)

+2KV linje(r) til jord

<5%Ur

(>95 % falli Ug)
for 0,5 syklus
40 % Ur

(60 % falli Uy)
for 5 sykluser

70 % Uy
(30 % fall i Up)
for 25 sykluser
<5% Uy

(>95 % fall i Up)
for5s

3A/m

3Vrms

Nettstramkvaliteten bor
veere som i et typisk
kommersielt miljg eller
sykehusmiljg.

Nettstremkvaliteten bor
veere som i et typisk
kommersielt miljg eller
sykehusmiljg. Hvis brukeren
av ultralydsystemet S Series
krever kontinuerlig drift av
systemet under strembrudd,
anbefales det at S Series
kobles til en avbruddsfri
stromforsyning eller et
batteri.

Magnetfelt i nettfrekvenser
bgr ligge pa nivder som er
karakteristiske for et typisk
sted i et typisk kommersielt
miljo eller sykehusmilje.

Baerbare og mobile
radiosendere ber ikke brukes
naermere noen del, inkludert
kabler, av ultralydsystemet

S Series enn den anbefalte
avstanden beregnet ut fra
ligningen som gjelder
senderens frekvens.

Anbefalt avstand
d=1.2.P
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Veiledning og produsenterklzering - elektromagnetisk immunitet (forts.)

Ultralydsystemet S Series er beregnet til bruk i det elektromagnetiske miljoet beskrevet nedenfor.
Kunden eller brukeren av S Series-systemet ma sikre at det brukes i et slikt miljo.

Immunitetstest IEC 696?1 Samsvarsniva Elektromagnetisk miljg
Testniva
Utstralt RF 3V/m 3V/m d=12./P
IEC 61000-4-3 80 MHz til 2,5 GHz 80 MHz til 800 MHz
d=23./P
800 MHz til 2,5 GHz
Der P er senderens

klassifiserte maksimale
utgangseffekt i watt (W) i
henhold til sender-
produsenten og d er den
anbefalte avstanden i meter
(m).

Feltstyrke fra stasjonaere
radiosendere som er fastslatt
ved en elektromagnetisk
kartlegging av
beliggenheten?, skal vaere
mindre enn samsvarsnivaet i
hvert frekvensomrade®.

Forstyrrelser kan oppsta i
naerheten av utstyr merket
med fglgende symbol:

Merk: Uger AC nettstrammens spenning for testnivaet legges til.

Ved 80 MHz og 800 MHz vil den hgyeste frekvensen gjelde.

Disse retningslinjene gjelder ikke n@dvendigvis i alle situasjoner. Elektromagnetisk spredning blir pavirket av
absorpsjon og refleks fra konstruksjoner, gjenstander og personer.

a. Feltstyrke fra stasjonaere sendere, som f.eks. basestasjoner for radio, telefoner (mobil/tradles) og
mobilradioer, amatgrradioer, AM- og FM-radiokringkasting og TV-kringkasting kan teoretisk ikke forutsis
med neyaktighet. Vurder det elektromagnetiske miljget med hensyn til radiosendere ved & foreta
elektromagnetisk kartlegging av plasseringsstedet. Dersom de malte feltstyrkene pa stedet
SonoSite-ultralydsystemet brukes, overstiger samsvarsnivaet som er angitt ovenfor, bar
SonoSite-ultralydsystemet holdes under oppsikt for a kontrollere normal drift. Dersom unormal ytelse
observeres, kan det veaere ngdvendig a iverksette flere tiltak, som for eksempel a snu eller flytte
SonoSite-ultralydsystemet.

b. Ifrekvensomradet 150 kHz til 80 MHz ber feltstyrkene veere lavere enn 3 V/m.



FCC forsiktighetsregel: Endringer eller justeringer som ikke er uttrykkelig godkjent av parten som
er ansvarlig for samsvar, kan fare til at brukerens myndighet til & betjene utstyret gjeres ugyldig.

O
]
3
w
=~

Dette utstyret er i samsvar med del 15 i FCC-reglementet. Bruken er underlagt falgende to
betingelser:

+ Utstyret ma ikke forarsake skadelig interferens.

« Utstyret md godta eventuell mottatt interferens, inkludert interferens som kan forarsake ugnsket
drift.

Krav til immunitetstesting
Ultralydsystemet S Series samsvarer med ngdvendige krav til ytelse som er angitt i IEC 60601-1-2 og

IEC 60601-2-37. Resultater fraimmunitetstester viser at S Series-systemet oppfyller disse kravene og %

er uten: 2
5

« Stey pa belgeformer, artefakter eller forstyrrelser i et bilde samt feil pa angitte verdier som ikke har

en fysiologisk drsak og som kan endre diagnosen

« Visning av feil tallverdier tilknyttet den aktuelle diagnosen
m

+ Visning av feilaktige sikkerhetsrelaterte indikasjoner <
)

+ Produksjon av utilsiktet eller overfladig ultralydeffekt ;
Q.

« Produksjon av utilsiktet eller overfladig overflatetemperatur pa transduseren

« Produksjon av utilsiktet eller ukontrollert bevegelse av transduser tiltenkt intrafysisk bruk
0
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Merkesymboler

Symbol Definisjon

i’m Temperaturgrense

Atmosfeerisk trykkbegrensning

Luftfuktighetsbegrensning

&, &

Radiosender

—
-
L ]

S—

Forbudt handling: Ikke trykk

Obligatorisk handling: Transportposisjon nedvendig

Produsent

Autorisert representant i EU

OBS! Se brukerveiledningen

Felg bruksanvisningen

SPEREQ®
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Standarder

Elektriske sikkerhetsstandarder

IEC 60601-1:1988, International Electrotechnical Commission, Medical Electrical Equipment-Part 1.
General Requirements for Safety.

IEC 60601-1:2005, Medical electrical equipment - Part 1: General requirements for basic safety and
essential performance.

AAMI / ANSI ES 60601-1:2005, Medical electrical equipment - Part 1: General requirements for basic
safety and essential performance.

IEC 60601-1-1:2000, Medical Electrical Equipment-Part 1-1. General Requirements for Safety-Section %

1-1. Collateral Standard. Safety Requirements for Medical Electrical Systems. 2
e

IEC 60601-2-37:2001, International Electrotechnical Commission, Particular Requirements for the *

Safety of Ultrasonic Medical Diagnostic and Monitoring Equipment.

IEC 60601-2-37:2007, Medical electrical equipment - Part 2-37: Particular requirements for the basic

safety and essential performance of ultrasonic medical diagnostic and monitoring equipment. m
S

CAN/CSA C22.2, No. 60601-1, Canadian Standards Association, Medical Electrical Equipment-Part 1. 2

General Requirements for Safety. a

CAN/CSA C22.2,No.60601-1:08, Medical Electrical Equipment - Part 1: General Requirements for Basic

Safety and Essential Performance.

IEC 61157, International Electrotechnical Commission, Standard Means for the Reporting of the 2

Acoustic Output of Medical Diagnostic Ultrasonic Equipment. a

Klassifisering av EMC-standarder
IEC 60601-1-2:2007, Medical electrical equipment - Part 1-2: General requirements for basic safety
and essential performance - Collateral standard: Electromagnetic compatibility - Requirements and
tests. =

E:
CISPR 11, International Electrotechnical Commission, International Special Committee on Radio %
Interference. Industrial, Scientific, and Medical (ISM) Equipment - Radio-Frequency Disturbance
Characteristics-Limits and Methods of Measurement. Classification for the ultrasound system,
docking system, accessories, and peripherals when configured together: Group 1, Class A.

Akustiske standarder %@E
NEMA UD 2-2004, Acoustic Output Measurement Standard for Diagnostic Ultrasound Equipment. ﬁ
NEMA UD 3-2004, Standard for Real-Time Display of Thermal and Mechanical Acoustic Output Indices
on Diagnostic Ultrasound Equipment, American Institute of Ultrasound in Medicine.
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Standarder for biokompatibilitet

AAMI/ANSI/ISO 10993-1, Biological evaluation of medical devices - Part 1: Evaluation and testing
(2009).

AAMI/ANSI/ISO 10993-5, Biological evaluation of medical devices - Part 5: Tests for In Vitro
cytotoxicity (2009).

AAMI/ANSI/ISO 10993-10, Biological evaluation of medical devices - Part 10: Tests for irritation and
delayed-type hypersensitivity (2002).

AAMI/ANSI/ISO 10993-11, Biological evaluation of medical devices - Part 11: Tests for systemic toxicity
(2006).

AAMI/ANSI/ISO 10993-12, Biological evaluation of medical devices - Part 12: Sample preparation and
reference materials (2007).

Standarder for flytransportert utstyr

RTCA DO-160E, Radio Technical Commission for Aeronautics, Environmental Conditions and Test
Procedures for Airborne Equipment, Section 21.0 Emission of Radio Frequency Energy, Category B.
118.

DICOM-standard

NEMA PS 3.15, Digital Imaging and Communications in Medicine (DICOM)-Part 15: Security and
System Management Profiles.

HIPAA-standard

128

Health Insurance and Portability and Accountability Act, Pub.L. No. 104-191.
45 CFR 160, General Administrative Requirements.
45 CFR 164, Security and Privacy.
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S Series ultraljudssystem
Tilldgg till anvdindarhandbok P15865-04

2
2 o
Innehall g
Inledning 129
ANVANANINGSOMIAUEN ..cccvvvenrercnncssacsssncsascsascssssssasssasessnsssasssasesassssssssasssasssassssasssases 129
Spara bilder och videoklipp 130
Installning av anslutningar 130
Underhall 130
Felsokning 130
Elektrisk sakerhet 131
Batterisdkerhet 131
Halsofarliga material 131 m
Elektromagnetisk kompatibilitet 132 _-?
Markningssymboler 140 z
Standarder 141
Detta tilldgg till anvandarhandboken gor féljande: =
<
« Tillfor ytterligare sékerhetsinformation §
S
« Uppdaterar listan med kompatibla tillbehor och kringutrustning =
Inledning
Anvandarhandboken ar avsedd for ldsare som har kunskap om ultraljudstekniker och utbildning i .E.'
ultraljudsteknik och kliniska férfaranden. Den som anvander S Series ultraljudssystem maste ha 1,’;
adekvat utbildning.
Anvandningsomraden
e
Klinikern star bredvid patienten och placerar transduktorn pa (eller i fér invartes procedurer) =
patientens kropp pa ratt plats for att ta dnskad ultraljudsbild. g
-
B
xt
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Spara bilder och videoklipp

Procentikonen i systemstatusfaltet visar hur stor del i procent av det interna minnet som &r fullt. Om
du forsoker spara en bild eller ett videoklipp nar det &r slut pa minne far du ett systemmeddelande
om att det interna minnet ar fullt. Los problemet genom att arkivera bilder och videoklipp som du vill
behalla och ta bort dem fran systemet for att frigéra utrymme.

Installning av anslutningar

Om du har problem med SiteLink™, laser du anvandarhandboken for SiteLink Image Manager. Om du
har problem med DICOM®, t.ex. med lagringsbekraftelse, arkiverare och MPPS ldser du Sénda och ta
emot DICOM-data pa SonoSite-system.

Underhall

Alla underhallskrav beskrivs i den har anvandarhandboken. Underhallsatgarder som inte beskrivs i
anvandarhandboken kan gora garantin ogiltig.

VARNING! ‘ Andra inte ultraljudssystemet S Series.

Felsokning

130

Underhallsikonen \% visas pa skdarmen. Starta om systemet. Om problemet uppstar igen kan det
vara dags for systemunderhall. Anteckna siffran som visas inom parentes pa raden C: och kontakta
SonoSite eller den lokala representanten for SonoSite.

Du far en uppmaning om att “ensure the USB device is valid” (se till att USB-enheten &r giltig).
Kontrollera att USB-minnet inte ar l6senordsskyddat eller skadat.

Anvand det USB-minne som medfdljer systemet.

Du far en uppmaning om att "ensure the USB device contains valid data” (se till att
USB-enheten innehaller giltiga data). Kontrollera att giltiga data finns pa USB-minnet.

Exportera ursprungliga data till USB-minnet pa nytt.
Kontakta systemadministratoren.

Varningen “Incompatible power supply” (otillrdcklig stromforsorjning) visas. . . "Anvéand
nataggregatet som medféljer systemet. Se “Kompatibla tillbehor och kringutrustning” pa
sidan 134.

Varningen “Maximum number of procedure entries reached” (det hdgsta antalet poster har
uppnatts) visas nar du forsoker skapa ett patientinformationsformular. Frigor utrymme i det
interna minnet genom att arkivera eller exportera patientundersdkningar och sedan ta bort dem fran
systemet.
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Varningen "Unable to save image or clip. You have reached the maximum number of
images/clips allowed for a single patient.” (Det gar inte att spara bilden eller videoklippet.
Du har natt det hogsta antalet bilder/videoklipp for en patient.) visas. Ta bort o6nskade bilder
eller klipp fran patientundersdkningen. Se anvandarhandboken for ultraljudssystemet for

anvisningar.
5
Elektrisk sakerhet 2

VARNING! | For att undvika risk for elektriska stotar:

« Utrustningen far endast anslutas till ett jordat uttag.

« Streckkodsldsaren far inte komma i kontakt med patienten.

+ Latinte ndtaggregatet eller anslutningen komma i kontakt med patienten.

« Rorinte ndtaggregatet och patienten pa samma gang.

Batterisakerhet -
>
>

VARNING! | Kontrollera regelbundet att batteriet laddas ordentligt. Om batteriet inte laddas T-s'
ordentligt byter du ut det. S
VARNING! | Skicka inte ivdg inte ett skadat batteri utan anvisningar fran SonoSites tekniska
support.
<3
(X L] L] 2
Halsofarliga material g
VARNING! | Produkter och tillbehor kan innehalla farliga material. Se till att dessa produkter och
tillbehor bortskaffas pa ett miljovanligt satt och enligt lokala bestdmmelser for
bortskaffande av farligt material.
2
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Elektromagnetisk kompatibilitet

VARNING!

Viktigt:

Viktigt:

132

Ultraljudssystemet S Series ska inte anvandas bredvid eller staplat pa annan
utrustning. Om sadan anvandning sker kontrollerar du att ultraljudssystemet
S Series fungerar som det ska i den konfigurationen.

For att undvika risken for elektromagnetisk stralning eller nedsatt immunitet ska
endast tillbehor och kringutrustning som rekommenderas av SonoSite anvandas.
Anslutning av tillbehor och kringutrustning som inte rekommenderas av SonoSite
kan orsaka felfunktion hos ultraljudssystemet eller andra medicinska elektriska
apparater i narheten. Kontakta SonoSite eller narmaste representant for att fa en
lista 6ver tillbehor och kringutrustning som kan erhallas fran eller rekommenderas
av SonosSite.

Elektrostatisk urladdning (ESD) eller statiska urladdningar ar naturligt upptradande
fenomen. Statiska urladdningar ar vanliga vid Iag luftfuktighet, vilket kan orsakas av
varmesystem eller luftkonditionering. En elektrostatisk urladdning ar en urladdning
av elektrisk energi fran ett laddat féremal till ett annat féremal med lagre laddning
eller ingen laddning alls. Denna urladdning kan bli sa kraftig att den skadar en
transduktor eller ett ultraljudssystem. Féljande forsiktighetsatgarder kan minska
den statiska urladdningen: antistatisk spray pa mattor och linoleummattor, samt
antistatiska mattor.
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Separationsavstand

Rekommenderat separationsavstand mellan barbar och mobil radiokommunikationsutrustning och
ultraljudssystemet S Series

Ultraljudssystemet S Series dr avsett for anvandning i en elektromagnetisk miljo dar stérningar
som stralar ut med radiofrekvens ar kontrollerade. Kunden eller anvandaren av
ultraljudssystemet S Series kan hjalpa till att forhindra elektromagnetiska storningar genom att
halla ett minsta avstand mellan barbar och mobil radiokommunikationsutrustning (sandare)
och ultraljudssystemet S Series enligt rekommendationerna nedan, enligt den maximala
uteffekten pa kommunikationsutrustningen.
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Klassificerad Separationsavstand enligt sindarens frekvens
maximal m
uteffekt for
siandaren 150 kHz till 80 MHz 80 MHz till 800 MHz 800 MHz till 2,5 GHz
watt d=1,2 /P d=1,2./p d=2,3 ./p
0,01 0,12 0,12 0,23 m
>
0,1 0,38 0,38 0,73 <
&
1 1,2 1,2 23
10 38 3,8 73
100 12 12 23 o
A
For sandare som har en maximal uteffekt som inte anges nedan kan det rekommenderade §
separationsavstandet (d) i meter (m) uppskattas med ekvationen som galler for sandarens s
frekvens, dar P ar sindarens maximala uteffekt i watt (W) enligt tillverkaren av sandaren.
Obs! Vid 80 MHz och 800 MHz gdiller det hdgre frekvensintervallet fér separationsavstdndet.
Dessa riktlinjer gdiller eventuellt inte i alla situationer. Utbredningen av elektromagnetisk stralning
pdverkas av absorption och reflektion frdn byggnader, f6remdl och ménniskor. =
2
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Kompatibla tillbehor och kringutrustning

134

SonoSite har testat ultraljudssystemet S Series med foljande tillbehor och kringutrustningar och de
har visat sig folja kraven i IEC60601-1-2:2007.

Du kan anvdnda dessa SonoSite-tillbehor och kringutrustningar fran tredje part med
ultraljudssystemet S Series.

VARNING! | Anvdndning av tillbehéren med andra medicinska system an ultraljudssystemet
S Series kan leda till 6kad emission eller minskad immunitet for det medicinska
systemet.

VARNING! | Anvandning av andra tillbehor an de som anges kan leda till 6kad emission eller
minskad immunitet i ultraljudssystemet.

Tillbeh6r och kringutrustning som dr kompatibla med ultraljudssystemet S Series

Beskrivning Maximal kabellangd
C11x-transduktor 2m
C60x-transduktor 1,8m
HFL38x-transduktor 1,8m
HFL50x-transduktor 1,8m
ICTx-transduktor 1,8m
L25x-transduktor 24 m
L38xi-transduktor 1,7m
L52x-transduktor 24m
P10x-transduktor 2m
P21x-transduktor 2m
SLAx-transduktor 24m
TEEx-transduktor 23m
Streckkodslasare 1,5m

Batteri for PowerPack —
Batteri —
Batteri PowerPack —

Svartvit skrivare —



Tillbeh6r och kringutrustning som dr kompatibla med ultraljudssystemet S Series (forts.)

Kabel for svartvit skrivare Tm
USB-kabel till svartvit skrivare 3,3m
Fargskrivare —
Stromkabel till fargskrivare Tm
Videokabel till fargskrivare 1,8m

V-universalstativ —

Liten mus 1,8m
Stromkabel (systemet) 3m
Stromforsorjning med 2m
likstromskabel

Stromforsorjning med Tm

vaxelstromskabel

PowerPark —
Trippelkontakt for transduktor —
USB-tangentbord —
Tradlos USB-adapter —

Vagledning och tillverkarens deklaration

VARNING! Annan utrustning, dven utrustning som féljer emissionskraven enligt CISPR, kan
stora anvandningen av ultraljudssystemet S Series.

Ultraljudssystemet S Series anvander en IEEE 802.11-sd@ndare som anvander ISM-frekvensbandet fran
2,412 till 2,4835 GHz och anvander tre sindningsmetoder:

« |IEEE 802.11b med Complementary Code Keying (CCK), Differential Quaternary Phase Shift Keying
(DQPSK) och Differential Binary Phase Shift Keying (DBPSK) vid 17 dBm

+ |EEE 802.11g med Orthogonal Frequency Division Multiplexing (OFDM) vid 14 dBm
+ |EEE 802.11n med OFDM vid 14 dBm

135
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Véagledning och tillverkarens deklaration - elektromagnetisk emission

Ultraljudssystemet S Series dr avsett att anvandas i den elektromagnetiska miljé som specificeras
nedan. Kunden eller anvdndaren av ultraljudssystemet S Series ansvarar for att det anvands i en

sadan miljo.
Emissionstest Kr"avoverens- Elektromagnetisk miljo
stammelse

RF-emission Grupp 1 S Series ultraljudssystem anvander

CISPR 11 radiofrekvensenergi endast for sin inre funktion.
Dess RF-emission dr darfor lag och det &r inte
sannolikt att den orsakar storningar av narbeldagen
elektronisk utrustning.

RF-emission Klass A S Series ultraljudssystem lampar sig for anvandning

CISPR 11 pa alla platser utom i bostader och platser som ar

- direkt anslutna till det allménna

Overtoner Klass A lagspanningselnatet som forsdrjer byggnader som

IEC 61000-3-2 anvands for bostader.

Spanningsfluktuationer/  Uppfyller

flimmer kraven

IEC 61000-3-3

Vagledning och tillverkarens deklaration - elektromagnetisk immunitet

Ultraljudssystemet S Series ar avsett att anvandas i den elektromagnetiska miljé som specificeras
nedan. Kunden eller anvandaren av ultraljudssystemet S Series ansvarar for att det anvands i en

sadan miljo.

Niva av
Immunitetstest IEC 696? ! kravdverens- Elektromagnetisk miljo

testniva «

stammelse
Elektrostatisk +6,0 kV kontakt +6,0 kV kontakt Golven bor vara av trg,
urladdning +8,0 kV luft +8,0 kV luft betong eller keramiska
(ESD) plattor. Om golven ar tackta
IEC 61000-4-2 med syntetmaterial bor den
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Vagledning och tillverkarens deklaration - elektromagnetisk immunitet (forts.)

Ultraljudssystemet S Series dr avsett att anvdndas i den elektromagnetiska miljé som specificeras
nedan. Kunden eller anvandaren av ultraljudssystemet S Series ansvarar for att det anvands i en

sadan miljo.

Niva av
Immunitetstest IEC 696? ! kravoverens- Elektromagnetisk miljo

testniva .

stimmelse
Snabba +2 kV for +2 kV for elledningar  Elnatets spanningskvalitet
elektriska elledningar +1 kV for bo6r vara samma som i vanlig
transienter +1kV for inkommande/ kommersiell miljo eller
IEC 61000-4-4 inkommande/ utgdende ledningar  sjukhusmiljo.

Stotspanning
IEC 61000-4-5

Spanningsfall,
korta
spannings-
avbrott och
spannings-
variationer i
ingdende
elledningar
IEC 61000-4-11

Magnetfalt vid
natfrekvens

IEC 61000-4-8

utgdende ledningar

+1 kV ledning till
ledning

+2 kV ledning till
jord

<5% Ut
(>95 % fall i Uy)
under 0,5 cykel
40% U7

(60 % fall i Uy)
under 5 cykler
70 % Uy

(30 %falliUy)
under 25 cykler
<5% Uy

(>95 % fall i Uy)
under5s

3A/m

+1 kV ledning till
ledning

+2 KV ledning till
jord

<5%Us
(>95 % falli Uy)
under 0,5 cykel
40% Ur

(60 % fall i Uy)
under 5 cykler
70 % Ut
(30 % falliUy)
under 25 cykler
<5%Ur

(>95 % falli Uy)
under5s

3A/m

Elndtets spanningskvalitet
bor vara samma som i vanlig
kommersiell miljo eller
sjukhusmiljo.

Elndtets spanningskvalitet
bor vara samma som i vanlig
kommersiell miljo eller
sjukhusmiljo. Om
anvdndaren av S Series
ultraljudssystem behover
fortsatt funktion under
stromavbrott
rekommenderas att S Series
ultraljudssystem drivs av ett
nataggregat som inte kan fa
avbrott eller av ett batteri.

Magnetfalt som genereras
vid natfrekvensen ska ligga
pa en niva som motsvarar en
plats i en vanlig kommersiell
miljo eller sjukhusmiljo.
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Véagledning och tillverkarens deklaration - elektromagnetisk immunitet (forts.)

Ultraljudssystemet S Series ar avsett att anvandas i den elektromagnetiska miljé som specificeras
nedan. Kunden eller anvandaren av ultraljudssystemet S Series ansvarar for att det anvands i en

sadan miljo.

Immunitetstest

IEC 60601
testniva

Niva av
kravoverens-
stammelse

Elektromagnetisk miljo

Lednings-
bunden RF
IEC 61000-4-6

Utstralad RF
IEC 61000-4-3

3Vrms
150 kHz till 80 MHz

3V/m
80 MHz till 2,5 GHz

3Vrms

3V/m

Barbar och mobil
radiokommunikationsutrustn
ing bor inte anvandas pa
narmare avstand fran ndgon
del av ultraljudssystemet

S Series, inklusive kablar, an
det rekommenderade
separationsavstand som
berdknats med ekvationen
som galler for séndarens
frekvens.

Rekommenderat
separationsavstand

d=1.2./P

d= 1,2JI5
80 MHz till 800 MHz

d=23./P

800 MHz till 2,5 GHz

Dér P ar sandarens maximala
uteffekt i watt (W) enligt
tillverkaren och d ar det
rekommenderade
separationsavstandet i meter
(m).
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Vagledning och tillverkarens deklaration - elektromagnetisk immunitet (forts.)

Ultraljudssystemet S Series dr avsett att anvdndas i den elektromagnetiska miljé som specificeras
nedan. Kunden eller anvandaren av ultraljudssystemet S Series ansvarar for att det anvands i en
sadan miljo.

Niva av =
. IEC 60601 . . e =
Immunitetstest .o kravoverens- Elektromagnetisk miljo a
testniva w =
stimmelse
Utstrdlad RF Faltstyrkor fran fasta
IEC 61000-4-3 radiofrekvenssandare, som
(forts.) hittats vid en

elektromagnetisk besiktning
av lokalen?, bér vara mindre
an kravoverens-
stdmmelsenivan inom varje
frekvensintervall®.

Stérning kan uppsta i
narheten av utrustning som
ar markt med féljande
symbol:

m
>
>
3
=
=
o

d

OBS!  Urdr ndtanslutningens spédnning innan testnivan ldggs pa.

Vid 80 MHz och 800 MHz gdiller det hégre frekvensintervallet.

Dessa riktlinjer gdiller eventuellt inte i alla situationer. Utbredningen av elektromagnetisk stralning pdverkas av
absorption och reflektion frdn byggnader, féremdl och ménniskor.

A

a. Faltstyrkor fran fasta sandare sdsom basstationer for (mobila/trdd|dsa) radiotelefoner och barbar
radioutrustning fér anvandning pa land, amatérradioutrustning, AM- och FM-radioutsandningar och
TV-sdandningar kan inte férutsagas teoretiskt med noggrannhet. For att kunna bedoma den
elektromagnetiska miljon som skapas av fasta radiosandare bor en elektromagnetisk besiktning av
lokalen 6vervdgas. Om den uppmiétta féltstyrkan i lokalen dar SonoSite ultraljudssystem anvands
overskrider de tillampliga radiofrekvensnivderna enligt ovan bor SonoSite ultraljudssystem observeras for
kontroll av att det fungerar normalt. Om onormal funktion observeras kan ytterligare dtgarder kravas,
sasom att rikta om eller flytta SonoSite ultraljudssystem.

b. Ifrekvensintervallet 150 kHz till 80 MHz bor faltstyrkorna vara lagre &n 3 V/m.

a3any

FCC-varning: Andringar eller modifieringar som inte uttryckligen godkénts av den part som &r
ansvarig for 6verensstammelsen kan upphdva anvdndarens ratt att anvanda utrustningen.

ICchy) 8

Denna anordning uppfyller kraven enligt del 15 i FCC-reglerna. For anvandningen géller féljande tva
villkor:

+ Denna anordning far inte orsaka skadlig storning.

« Denna anordning maste kunna klara av alla slags mottagna stérningar, dven saddana stérningar
som kan medféra att anordningen inte fungerar som den ska.

KhElzE
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Krav for immunitetstest

Ultraljudssystemet S Series foljer de viktiga prestandakraven som anges i IEC 60601-1-2 och
IEC 60601-2-37. Resultaten avimmunitetstesten visar att ultraljudssystemet S Series uppfyller dessa
krav och ar fritt fran foljande:

« Buller pa en vagform eller artefakter eller férvrangning i en bild eller fel i ett visat numeriskt varde
som inte kan tillskrivas en fysiologisk effekt och som kan @ndra diagnosen

« visning av felaktiga numeriska varden i samband med diagnosen som ska utféras
- visning av felaktiga sakerhetsrelaterade indikationer

« produktion av oonskad eller 6verdriven ultraljudsuteffekt

« produktion av odnskad eller dverdriven yttemperatur for transduktorn

« produktion av oonskad eller okontrollerad rorelse for transduktorn som ar avsedd for invartes bruk.

Markningssymboler
Symbol Definition
i’ Temperaturbegransning

,I Begransning av atmosfartryck
Begransning av luftfuktighet
(@)

Radiofrekvenssandare
(@)

@ Otilldten atgard: skjut inte
9

a
oo

Obligatorisk atgard: transportposition kravs

I Tillverkare
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Auktoriserad representant i Europeiska Unionen

[EC| REP|
2 Obs! Se anvandarhandboken
Dﬂ Folj bruksanvisningen.

Standarder

2
<]
=
)
~

Elektrisk sakerhetsstandard

IEC 60601-1:1988, International Electrotechnical Commission, Medical Electrical Equipment-Part 1.
General Requirements for Safety.

IEC 60601-1:2005, Medical electrical equipment - Part 1: General requirements for basic safety and

essential performance. E
AAMI / ANSI ES 60601-1:2005, Medical electrical equipment - Part 1: General requirements for basic g
safety and essential performance. a
IEC 60601-1-1:2000, Medical Electrical Equipment-Part 1-1. General Requirements for Safety-Section

1-1. Collateral Standard. Safety Requirements for Medical Electrical Systems.

IEC 60601-2-37:2001, International Electrotechnical Commission, Particular Requirements for the -
Safety of Ultrasonic Medical Diagnostic and Monitoring Equipment. E
IEC 60601-2-37:2007, Medical electrical equipment - Part 2-37: Particular requirements for the basic E‘
safety and essential performance of ultrasonic medical diagnostic and monitoring equipment.

CAN/CSA C22.2, No. 60601-1, Canadian Standards Association, Medical Electrical Equipment-Part 1.

General Requirements for Safety.

CAN/CSA C22.2,No.60601-1:08, Medical Electrical Equipment - Part 1: General Requirements for Basic =
Safety and Essential Performance. F3
IEC 61157, International Electrotechnical Commission, Standard Means for the Reporting of the ®
Acoustic Output of Medical Diagnostic Ultrasonic Equipment.

EMC-standarder - klassificering =
IEC 60601-1-2:2007, Medical electrical equipment - Part 1-2: General requirements for basic safety §
and essential performance - Collateral standard: Electromagnetic compatibility - Requirements and +
tests. "
CISPR 11, International Electrotechnical Commission, International Special Committee on Radio
Interference. Industrial, Scientific, and Medical (ISM) Equipment - Radio-Frequency Disturbance
Characteristics-Limits and Methods of Measurement. Classification for the ultrasound system, '
docking system, accessories, and peripherals when configured together: Group 1, Class A. -

B
xt
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Akustiska standarder
NEMA UD 2-2004, Acoustic Output Measurement Standard for Diagnostic Ultrasound Equipment.

NEMA UD 3-2004, Standard for Real-Time Display of Thermal and Mechanical Acoustic Output Indices
on Diagnostic Ultrasound Equipment, American Institute of Ultrasound in Medicine.

Standarder for biologisk kompatibilitet

AAMI/ANSI/ISO 10993-1, Biological evaluation of medical devices - Part 1: Evaluation and testing
(2009).

AAMI/ANSI/ISO 10993-5, Biological evaluation of medical devices - Part 5: Tests for In Vitro
cytotoxicity (2009).

AAMI/ANSI/ISO 10993-10, Biological evaluation of medical devices - Part 10: Tests for irritation and
delayed-type hypersensitivity (2002).

AAMI/ANSI/ISO 10993-11, Biological evaluation of medical devices - Part 11: Tests for systemic toxicity
(2006).

AAMI/ANSI/ISO 10993-12, Biological evaluation of medical devices - Part 12: Sample preparation and
reference materials (2007).

Standarder for flygtransporterad utrustning

RTCA DO-160E, Radio Technical Commission for Aeronautics, Environmental Conditions and Test
Procedures for Airborne Equipment, Section 21.0 Emission of Radio Frequency Energy, Category B.
118.

DICOM-standard

NEMA PS 3.15, Digital Imaging and Communications in Medicine (DICOM)-Part 15: Security and
System Management Profiles.

HIPAA-standard
Health Insurance and Portability and Accountability Act, Pub.L. No. 104-191.

45 CFR 160, General Administrative Requirements.
45 CFR 164, Security and Privacy.
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« Mapéxel mpooOeTeC MANPOYPOPIEG OXETIKA UE TNV ACPANEIA
«  Evnuepwvel Tov KataAoyo Twv cupBatwy BondnTikwv e€apTNUATWY KAl TTEPIPEPEIOKWY CUCKEVWV
-
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0 08nyad¢ xpriong mpoopiletal yia avayvwoTeG TTOU gival EEOIKEIWUEVOL UE TIG TEXVIKEG UTIEPNXWV
€XOUV eKTTAIOEVUTE 0TN XPrON TNG UTTEPNXOYPAMIAG KAl OTIG KAIVIKEG TTPAKTIKEG. [p1v amod T Xprion Tou
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AmoOnkeuon eIKOVWV Kat KAt

To elkovidlo TOCOCTOU GTNV MEPIOXI] KATACTAONG TOU OUCTAUATOC SEiXVEL TO TTOCOOTO TNG
EOWTEPIKNG VA UNG amoBrkeuong mou Xpnotuomoleitatl. Edv mpoomabeite va amobnkevoeTe pia
€IKOVA 1 éva KAIT OTav 0 XWwpog éxel e€avTAnBei, To cloTnUa 0dg I60TOIEL OTI 0 XWPOG ATTOBRKEVONG
eival mMAnpnc. MNa va emAvoete autd 1o {ATNUA, APXEIOBETAOTE TIC EIKOVEC KAl TA KAUT TTOU MOV EiTE
VA KPATINOETE Kal, 0T OUVEXELD, SlaypAPTe Ta Ao To SUOTN A WOTE VA EAEUBEPWOETE XWPO.

PuOuioceic cuvdeoipotntag

Ma (ntpata oxetikd pe to SiteLink™, avatpéfte otov 0dnyo xpriong tou SiteLink Image Manager.
Ma {ntpata oxetikd pe To DICOM®, 6mwg n 6éopguon amoBrKeuong, Ol CUCKEVEC apXEloBEéTnong Kal
10 MPPS, avatpé€te oTo £yypago AmooTtoAr kat Arjyn dedouévwy DICOM ota ouotrjuata SonoSite.

2uvTtnpnon

'ONEG O1 ATTAITHOELG CUVTIPNONG TEPLYPAPOVTAL O€ AUTOV Tov 08NnNyo xpriong. Edv exteNéoete epyaoieg
ouvtripnong mou Sev meptypdgovtal aTov 08nyd xpriong, n £€yyunon Tou mpoidvtog evoéxeTal va
OKUPWOEL.

MPOEIAONOIHZH: ‘ Mnv tpomoroleite To cuoTnua umepriXwv S Series.

AvtipeTwmon npoAnHaTwy

144

To ekovidio cuvtipnong Ig gp@aviletal otnv 0046vn. Emavekkivriote To cuotnua. Eav 1o
PORANpa empével, mMOavdv va amarteital cuvTripNon ToU CUCTAMATOC. ZNUEIWOTE TOV ApIBUO TTou
ep@avifetal evtog mapevBéoewv otn ypapun C: kat KaAéoTe Tn SonoSite i ToV TOMIKO avVTITPOCoWTTO
¢ SonoSite.

To cuaTnpa epavilel tnv mpotpomn «ensure the USB device is valid» (BefawwBeite 6T n
ouakeun USB sivai éykupn). BeBaiwbeite ot Sev ival evepyomoinuévn n Aerroupyia mpootaciag Ue
KwOIKO MPpooacng otn cuokeun amobnkeuong USB kal 6Tt N ouokeun Sev gival ENATTWHATIKI.

XpnolpomolnoTe Tn cuokeun amobnkeuong USB mou mepthapufaveTtal pe To cUoTNUA.

To obotnpa eppavilel tnv mpotpomnrj «ensure the USB device contains valid data» (BeBaiwOsite
o6t n cuokeun USB mepiéxel éykupa Sedopéva). BeBalwbeite 611 Ta Sedopéva umdpyouv oTn
ouokeun amoBrikevong USB.

E€ayayete ek véou ta apyika dedopéva otn cuokeur amobrikeuong USB.

EmkovwvnoTe e To SIaXEIPIOTH TOU CUCTHATOG.
To cbotnpa eppavilel Tnv eildomoinon «Incompatible power supply...» (Mn cupfati

TPOoPodoaia. . .). Xpnoipomoliote TNV Tpopodoacia Tou MapEXETal e TO oUOTNUA. BA. «Zupfata
BonOnTika e§apTHHATA KAl TTIEPIPEPEIAKEG CUOKEVEG» 0T oehida 148.



To cvotnpa ep@avilel tnv eildomoinon «Maximum number of procedure entries reached»
(EmAO€ o péyiotog aplOpdg kataxwpicewv diadikaciag) 6tav mpoomabeite va Snpiovpynoete
Hia @Ooppa mAnpoPopliv acBevoug. EAeuBepwoTe XWPO EOWTEPIKAG AmoBrKeUONG
apxeloBeTwvTag 1 e€ayovtag e€€TAoEIG a0BeVWY Kal, OTN CUVEXELD, SlaypaYTe TIC amd To cUCTNUA.

To cvotnpa ep@avilel tnv eildomoinon «Unable to save image or clip. You have reached the
maximum number of images/clips allowed for a single patient» (Aev Rrav duvati n
amoOnkevuon TnG £1KGvag 1} Tou KA. ‘Exel eméNOel o péyiotog apiBpog eiIkovwv/KMm mou
gmTpémovTal yia évav povo ac0evi). AlaypayTe TIC EIKOVEC 1 T KT TTou Sev BéAeTe amd tnv
e€étaon aoBevouc. Na odnyieg, avatpéfte otov 0dnyd Xprong TOU CUCTAMATOC UTTEPHXWV.

HAekTpIKn ac@alsia

MPOEIAOMOIHZH:

Ma va amo@uyete Tov Kivduvo nAektpomAngiac:

« O mapwv eEomhiopd Ba pémel va ouvOEeTal HOVO OE KEVTPIKH TTAPOXN
TPOP0S0Ciag UE TTIPOOTATEVUTIKN YEiwON.

«  Mnv a@nveTe Tn CUOKEUN avAyvwong YPapuikou kwdika va épBel o
EMAQN L€ TOV 0OV

« Mnv agrjvete Tnv Tpo@odoacia pevpatoc i To cuvdeouo va épBel o€
eman pe Tov acOevn.

«  Mnv ayyilete Tnv Tpo@odoacia pevpatog kal Tov acBevr Tnv idla oTiyun.

Ac@dalela pmatapiag

MPOEIAOMOIHZH:

MPOEIAOMOIHZH:

Emkivéuva uAika

MPOEIAOMOIHZH:

Meplodika, eAéyxete Tn pmatapia yia va Befaiwbeite 6T poptileTal MAfpwE.
Eav n pmatapia dev @opTIoTEl MAPWE, AVTIKATACTAOTE TN.

Mnv amooTéAeTe pia @Oapuévn pmatapia xwpic odnyieg amd to Turipa
TEXVIKNG UTTOOTAPIENG TNG SonoSite.

Ta mpoidvta kat ta Bondntikd eaptripata evdExeTal va mepIEXOLV
emkivéuva UAIKA. BeBaiwBeite 611 Ta mpoidvta Kat ta Fondntikd
egaptipata amoppintovtal pe urteVBUVO TPOTO TTOU AAUBAvel UTTOYN TNV
TpooTacia Tou mepIBAANOVTOG Kal €ival CUPPWVOGC UE TOUG LIOXUOVTES
opooTovSIaKoUC VOLIOUG KAl KAVOVICUOUE YIa TNV armoppiyn Twv
EMKIVOUVWV UNIKWV.
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HAektpopayvntikni cupfatéotnta

MPOEIAOMOIHXZH: | To cuotnua umepnxwv S Series Sev MPémel va xpnotuoroleital Simha ) o€

Mpo@UAa&n:

Mpo@UAa&n:

146

otoifa pe dAov e€omhiopo. Eav ocupfei katt tétolo, Befaiwbeite 6t TO
oloTNUa uTTEPNXWV S Series AeITOUPYEL KAVOVIKA Gg authyv TN Slapopewon.

la va amo@uyete Tov KivOuvo auénuévwy NAEKTPOUAYVNTIKWY EKTTOUTTWV 1
TIEPLOPIOUEVNG ATPWGIAC, XPNOIUOTOLETE POVO Ta BondnTikd e€apTrATA KAl TIG
TEPIPEPEINKEG CUOKEVEC TTOU CUVIOTWVTAL artd tn SonoSite. H ouvdeon
BonOnTikwy €apTNUATWY KAl TTEPIPEPEINKWV CUOKEVWY TTOU SEV GUVIOTWVTAL
amno Tn SonoSite 0T0 CUCTNUA UTTEPHXWV UITOPEL VA £XEL WG ATTOTEAECUA TNV KAKH
Aertoupyia Tou CUGTANATOG UTTEPHXWV 1 AAAWV LOTPIKWVY NAEKTPIKWY CUCKELWV
mou piokovtal atov idlo xwpo. Emkolvwvrote pe tn SonoSite rj Tov Tomké
avTImPAOWTIO Yld évav KAatdhoyo BondnTikwy e£apTNUATWY KAl TIEPIPEPEINKWY
ouokeuwy Tou dlatiBevtal i cuvictwvTtal amod T SonoSite.

H nAektpooTtatikn ekkévwon (ESD) 1 0 oTtaTikdg NAEKTPIONOC gival €va QUOLKO
@awvépevo. H ESD mpokUnitel cuvnBwg o€ oUVORKEG XapNnAiG uypaciag, mou
pmopéei va mpokAnBouv amnoé Bepuotnta 1 kKApatiopd. H ESD ival n ekkévwon
NAEKTPLKAC EVEPYELOC ATTO £VA POPTICHEVO OWA OE €Va CWHA e aoBeVECTEPO 1
pNdevikd @opTtio. O BaBUOC ekKEVWONG UITOPEL VA gival APKETA ONUAVTIKOG WOTE
va ipokaléoel BAABN ot éva popotpoméa R éva cuoTnua umeprixwv. Ot
MapAKATW MPOPUAAEEIC pumopei va BonBrjcouv 01N peiwon TNG NAEKTPOOTATIKAG
EKKEVWONG: AVTIOTATIKO OTIPEL OTA XOALE, avTIOTATIKS OTIpEL € UAIKA amd Atvéhalo
KOl QVTIOTATIKO{ TATINTEG.



Anoctaon Staxwpiopov

TUVIOTWHEVEG ATTOCTACELG S1aXWPIGHOU HETAED (POPNTWV KAl KIVNTWV CUCGKEVWV ETIKOIVWVIAG TTOU
XPNOIHOTOI0UV padloouXVOTNTEG KAl TOU GUGTHHATOG UTIEPHXWV S Series

To cvoTtnpa ueprxwV S Series mpoopileTal yla Xprion o€ NAEKTpOoUAyvNTIKO TTEPIBANOV
eheyxopevwy dlatapaxwv Aoyw aktivofoloupevwy padlocuyvotntwy (RF). O ayopaoTtric i o
XPriOTNG TOU CUCTAMATOC UTTEPAXWV S Series umopei va BonBroel otnv amoguyn Twv
NAEKTPOMAYVNTIKWY TTAPEUBOAWY SlatnpwvTtag pia eAdxlotn andéotacn HeTa&l TwV CUCKEVWY
EMKOWVWVIAC TTOU XPNOIMOTIOIOVV padlocUXVOTNTEG (TTOUTTWV) KAl TOU CUCTILATOG UTTEPHXWV
S Series, OTIWG CUVIOTATAL TTAPAKATW, CUPPWVA UE TN PEYLOTN LoV e€6Sou Tou €omAIoHOU
EMKOWVWVIaC.

OVOMAOTIKN Amndéctacn Siaxwplopov CUPPWVA HE TN CUXVOTNTA TOU TIOMTTOU
TN péytotng m
1oxvog e§660vL
TOU TTOUMoU 150 kHz éwg80 MHz 80 MHzéwg800 MHz 800 MHz éw¢ 2,5 GHz
Watt d=1,2 ./p d=1,2./p d=2,3 ./p
0,01 0,12 0,12 0,23
0,1 0,38 0,38 0,73
1 1,2 1,2 2,3
10 3,8 3,8 7,3
100 12 12 23

Mo TOUTTOUC UE OVOUAOTIKN HEYIOTN 1oXU £€080U TTou Sev avapépetal mapamdvw, n
ouviotwuevn amdéotaon Staxwplopou (d) og pétpa (M) Umopei va UTTOAOYIOTEL XPNOILOTIOWVTAG
v e€iowon mou 1oXVEL YIa TN CUXVOTNTA TOU TTOUTTOU, OTToU P €ival ) H€YIOTN OVOUAOTIKN TIUN
toxLo¢ e€660u Tou moumoL og watt (W) cUp@wva e TOV KATAOKEUAOTH TOU TTOUTTOU.

Znuegiwon: 2ta 80 MHz kat 800 MHz, ioxUet n arméotacn StaxwpiouoU yia 1o UYnASTePo UPOG
OUXVOTHATWV.

AUTEC ot KaTeuBuVTHPLEG 00NYIEG eVOEXETal va NV I0XU0ULV Ot OAEG TIG TEPIMTTWOELS. H armoppdpnon
Kat n avdkAaon amd KaTaoKEeVEC, QVTIKEUEVA Kal avBpwmoug emnped{ouV TNV NAEKTPOUAYVNTIKN
biaboon.
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Tuppatda fonOnTika eSapTipaTa Kal MEPLPEPEIAKEG CUOKEVEC

H SonoSite éxel eAéy€el To cVoTNUA UTTIEPTXWV S Series pe Ta akoAouBa BonBnTikd e€apTripata Kat
TIEPIPEPEIOKEG OCUOKEVEC Kal €XEL ATTOSEIEEL TN CUUPOPPWOT] TOUG LE TIC ATTAITATELS TOU TTPOTUTIOU

148

IEC60601-1-2:2007.

Mmopeite va xpnoloToINoeTe auTd Ta BondnTikd e€apTrAaTa TNG SonoSite Kal TEPIPEPEIAKES
OUOKEUEG TPITWV KATAOKEVAOTWY UE TO OUOTNMA uTtEPAXwWV S Series.

MPOEIAOMNOIHZH: H xpnon twv Bondntikwv e€0pTNUATWY PE IATPIKA CUCTAATA EKTOG TOU

OUCTAMATOC UTTEPNXWV S Series Umopei va €XEl WG ATTOTEAEGHA TNV avEnon
TWV EKTTOUTIWVY 1 TN KEIWON TN aTPWOiag Tou 1aTPIKOU eE0TAIGHOU.

MPOEIAOMOIHXZH: | H xprion Slagopetikwy Bondntikwy e€aptnudtwy amd autd mou

kaBopifovtal evdéxetal va odnyrioel o€ alENoN TwWV EKTTOUTIWV 1 OE pEiwon
TNG ATPWGiag TOU CUCTHATOG UTTEPHXWV.

Neprpeperakég cUOKeVEG Kal BonOnTika e§aptipata cupBatd HeE To CUCTHHA UTTEPHXWV

S Series

Nepiypaen
Mopgotpoméag C11x
Mopgotpoméag C60x
Mopgotpoméag HFL38x
Mopgotpomneag HFL50x
Mopgotpoméag ICTx
Mopgotpomeag L25x
Mopgotpoméag L38xi
Mopgotpomnéag L52x
Mopgotpoméag P10x
Mopgotpomneag P21x
Mopgotpoméag SLAX
Mopgotpoméag TEEx

2UOKeun avAyvwong YPAMMIKOU
KwSIka

Mmatapia yia PowerPack

Méyioto pnkog Kalwdiov
20m
1,8m
1,8m
1,8m
1,8m
24m
1,7m
24m
20m
20m
24m
2,3m

1,5m
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Neppeperakég oUOKEVEG Kat BonOnTika e§apTipata cupBatd HE To CUCTHHA UTTEPHXWV
S Series (ouvéyela)

Adtaén pmatapiag —

Mnatapia PowerPack —

2
ACTIPOHAUPOC EKTUTTWTAC — g
il
Kahwdio acmpouaupou Tm
EKTUTIWTA
KaAwdio USB acmpoépavpou 33m
EKTUTIWTA v
(]
=
EyxpwHog EKTUTTWTAG — %
Kahwdio tpogpodoaiag Tm

EYXPWHOU EKTUTIWTN

KaAwdlo Bivteo éyxpwiou 1,8m
EKTUTIWTA

Bdon otpi€nc V-Universal —

Mikp6 movtiki 1,8m

KaAwdio tpogodoaiag 3m
(ovotnua)

O

A

Tpogodoaia pe kaAwdio 2m
OUVEXOUG PELUATOG

Kahwdio tpogpodoaiag Tm
€VOANACOOEVOU PEVUATOG

PowerPark —

a3any

Movdda tpimAr¢ ouvdeong —
HOPPOTPOTIEWV

MAnktpoAdylo USB —

Acuppuatog mpooapuoyéag USB —

ICchy) 8
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Od8nyisc ka1 SHAWON TOU KATACKEVACTH

MPOEIAOMOIHZH: | AM\og e§omhiopdg evdéxetal emmiong va emNEEACEL TO CUCTNUA UTTEPHXWV

S Series, aKOMO KAl AV CUUHOPPWVETAL PE TIG anmaitioelg ekmopnwy CISPR.

To oUotnua unepnywv S Series mephapBavel évav mounod IEEE 802.11 mou xpnoomolei tn {wvn
ouxvotntag ISM petald 2,412 kai 2,4835 GHz kat e@appolel 1pelg pebodoug petddoongc:

« |EEE 802.11b pe kwdikomoinon CCK (Complementary Code Keying), Stapoppwaon DQPSK
(Differential Quaternary Phase Shift Keying) kat Siagopikr) Suadikn Slapop@won HETATOTIONG
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¢@daong DBPSK (Differential Binary Phase Shift Keying) ota 17 dBm

- |IEEE 802.11g pe opBoywvia molumieéia ouxvotntag OFDM (Orthogonal Frequency Division
Multiplexing) ota 14 dBm

« IEEE 802.11n pe OFDM ota 14 dBm

0d8nyisg kat SHAWGCN TOU KATAGKEVAOTH - HAEKTPOUAYVNTIKEG EKTOMUTTEG

To ovotnua unepnxwv S Series mpoopileTal yia xprion 0To NAEKTPOUAYVNTIKO TTEPIBAANOV TTOU
kaBopiletal mapakdtw. O ayopaoTAG 1} 0 XPHOTNG TOU CUCTHHATOG UTTEPTXWV S Series mpémel va
Sao@alilel Tn xprion tou o€ TéTolo TEPIBANOV.

AoKIUN EKTOUMTWV Zuppdpwon HAektpopayvntiko mepiaAlov
Ekmoumég Oudda 1 To cvotnua urtepnxwv S Series XPNOIUOTIOLE
PASI0CoUXVOTATWV €VEpYELD padloouXVOTHTWV POVO yid TNV
CISPR 11 E0WTEPIKN AglTOUPYia TOU.
Emouévwe ol ekmmoumég padloouxvoTtnTwy gival
TTOAU XAUNA£EG Kal Sev avapévetal va
TIPOKAAECOULV Kapia TapeUBOAN O TTAPAKEIMEVO
NAEKTPOVIKO €EOTIAIGUO.
Exmopumég Katnyopia A To cVotnua umteprixwv S Series gival katdAAnAo
padloouxvoTiTWwV yla Xprion o€ OAEG TIG EYKATAOTACELG EKTOC TWV
CISPR 11 OLKIWV Kal TwV EYKATAOTACEWY TToU cuvdéovTal
apeoa pe 1o dnuédaoto Siktuo Mapoxng PELUATOC
APHOVIKEG EKTTOMTTEG Katnyopia A XaUNAAC TAoNC, TOU TPOPOSOTE( Ta KTAPLA TTOU
IEC 61000-3-2 XPNOILOTIOIOUVTAL V1A OIKIOKOUG OKOTTOUG.
Alakvpdvoelg tdong/ JUHPMOPPWVETAL

00 TAOEIG EKTTOUTTEG
IEC 61000-3-3



0d8nyieg ka1 SAwWoN Tov Kataokevao T - HAeKTpopayvnTiki atpwaia

To cVoTnpa uteprxwV S Series TpoopileTal yla Xprion 0To NAEKTPOUAYVNTIKO TIEPIBANAOV TTOU
kaBopiletal mapakdatw. O ayopaotng fi 0 XprioTNG TOU CUCTAMATOC UTTEPHXWV S Series Tpémel va
Slao@ahilel Tn Xprion Tou o€ TETolo TrEPIBANOV.

AoKILA aTowaia IEC 60601 Eninmedo HA&ektpopayvnTtiko

Hn atp ¢ Eminedo Sokiung GUHHOPPWONG nepIBaiiov
HAekTpooTaTIKA +6,0KV péow +6,0KV péow emapnc  Ta dameda mpémel va ivat
ekkévwon (ESD) EMOPNG +8,0KV oTov aépa KOTAOKEVAOUEVA Ao

IEC 61000-4-2

AmnoTtopeg
NAEKTPIKES
MEeTaBoAEG
Mapodikég pimég
IEC 61000-4-4

Axpn téong
IEC 61000-4-5

+8,0KV otov aépa

12KV yia ypappEg
TPOoPodoaiag
peLUATOG

1KV yia ypappég
glo660v/

€€660v

+1KV ano
ypapur(éq) o
yPappn(€q)
+2KV amnd

Ypapun(éc) oe
yeiwon

+2KV yla ypapuEg
TPoPodoaiag
peLUATOG

+1KV yla YPQpUES
elcodou/e€ddou

+1KV amd
YPaupr(éc) og
YPaupr(€q)
+2KV amnd

YPappr(€¢) o€
yeiwon

EONO, umeTdV N KEPAUIKA
mhakidia. Edv ta daneda
KOAUTTITOVTAL € OUVOETIKO
UAIKO, N OXETIKN vypaoia
TIPETEL VA €ival
TouAdyiotov 30%.

H kevtpiki mapoxn
PEVUATOG TTPETTEL VA
S1abétel tn ouvrion
TOLOTNTA YIa EUTTOPIKEG
VOOOKOUELIOKEG
EYKATAOTAOELG.

H kevtpikni mapoxn
PEVUATOC TTPETIEL VAL
S1a0étel Tn ouvnOn
oLdTNTA YIa EUTTOPIKEG N
VOOOKOEIOKEG
EYKATAOTAOEIC.
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0d8nyieg ka1 SAwon Tou KatackevaoTr - HAeKtpopayvnTikn atpwaia (cuvéxeia)

To ovotnua unepnxwv S Series MpoopileTal yla Xprion 0To NAEKTPOUAYVNTIKO TTEPIBAANOV TTOU
kaBopiletal mapakdatw. O ayopaoTig 1 0 XPiOTNG TOU CUCTAATOG UMEPAXWV S Series Tpémel va
Slao@alilel Tn xprion Tou o€ TETolo TEPIBANOV.

AoKILA aTowaia IEC 60601 Eninedo HAektpopayvntiko
Hnatp ¢ Eminedo Sokiung CUHHOPPWONG nepiBaiiov

Mrwoeig 1dong, <5% Ut <5% Ut H kevtpiki mapoxn
OTIyHlaieg (>95% mwon oeUy)  (>95% meyon oe Uy)  PEVHATOCTIPEMEL va
S10KOTIEG KAl . . O1a0étel Tn ouvriBn

- yta 0,5 KUkAo ya 0,5 kUkho . .
Sl0KUPAVOELG . ) TTOLOTNTA YLO EMTTOPIKEG 1
TAONG OE YPAMMES 40% Uz 40% Ur VOOOKOEIOKES
€l0660uv (60% mrtwon og Ug) (60% mrtwon o Up) €YKATaoTAOEIC. EAv O
TpoPodooiag yia 5 KOKAOUG yla 5 KUKAOUG XPNOTNG TOU CUOTHUATOC
IEC 61000-4-11 70% Uy 70% U uneprXwv S Series amautei

Mayvntiké medio
€VAANACOOUEVOU
peLUATOG

IEC 61000-4-8

(30% mrtwon og Uyp)
yla 25 KUKAoUG

<5% Ur

(>95% mtwon og Up)
yla 5 deurt.

3A/m

(30% mrtwon og Uyp)
yla 25 KUKAoUG

<5% Ut

(>95% mtwon oe Ug)
yla 5 Seur.

3A/m

OULVEXION TNG A&tToupyiag
o€ mepintwon Slakomwv
TNG KEVTPIKNG TTAPOXNG
PELUATOG, CLUVIOTATAL N
TPOoYodoaoia Tou
OUOTAMATOG UTIEPAXWV

S Series anm6 cuoTNUA
adldAenmtng tpoodoaiag
n ymatapia.

Ta payvntikda nedia
ouxvoTnTag pevatog Ha
Tipémnel va Bpiokovtal o€
EMMeda XapaAKTNPIOTIKA
Miag Tummikng Béong, o€ éva
TUTTIKO EMAYYEAUATIKO N
VOOOKOMELOKO
niepIBANov.



0dnyigg kat SAwON Tov KATAOKeVAoTH - HAeKkTpopayvnTiKn arpwaoia (Guvéxeia)

To ovotnua unepnxwv S Series MpoopileTal yia xprion 0To NAEKTPOUAYVNTIKO TTEPIBAANOV TTOU
kaBopiletal mapakdatw. O ayopaoTrig 1 0 XPiOTNG TOU CUCTAATOG UMEPHXWV S Series mpémel va

Slao@palilel Tn xprion Tou o€ TéTolo TEPIRANOV.

IEC 60601 Emimedo

Aotapn atpwoiac e 50 Sokng  ouvppopewong

HAsktpopayvntiko
nepiBaliov

AYWYIMEG 3Vrms 3Vrms
padloouXvoTNTES 150 kHz £w¢ 80 MHz
IEC 61000-4-6

Ot popNnTEG KAL KIVNTEG
OUOKEVEC ETTIKOIVWVIOC
TTOU XPNOLUOTTOIOUV
padloouxvotnteg dev
TIPETEL VAl
XpnolpomolovvTal og
andoTaon UIKPOTEPN aTd
TN OUVIOTWHEVN
améotaon Slaxwplouov
anoé onolodnmote
e€dptnua tou
OUOTHMATOG UTTEPAXWV
S Series,
ouumepAauBavouévwy
TWV KOAWSIwv.

H andéotaon auth

urohoyiletat Bdoel Tng
e&iowongmou oxLelylaTn
ouXVOTNTA TOU TTOUTOU.

2 UVIOTWEVN anmoéoTaon

Slaywptopov
d=12.P
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0dnyieg ka1 SAwon Tou KatackevaoTr - HAektpopayvntikn artpwaia (cuvéxeia)

To ovotnua unepnxwv S Series TpoopileTal yla Xprion 0To NAEKTPOUAYVNTIKO TTEPIBAANOV TTOU
kaBopiletal mapakdatw. O ayopaoTig 1 0 XPiOTNG TOU CUCTAATOC UMIEPAXWV S Series Mpémel va

Slao@alilel Tn xprion Tou o€ TETolo TEPIBANOV.

AoKiu atowsia IEC 60601 Eninmedo HAektpopayvntiko
Hn atp ¢ Eminedo Sokung GUHHOPPWONG nepIBaiiov
AkTivoBololpeveg  3V/m 3V/m d=12./P
PAdIOoUXVOTNTEG 80 MHz £wc 2,5 GHz 80 MHz £w¢ 800 MHz
IEC 61000-4-3
d=23./P
800 MHz £€w¢ 2,5 GHz

‘Onou P ival n péylotn
OVOUOOTIKN TIUA loXV0G
EKTTOUTIAG TOU TTOUTIOU O€
Watt (W) cOpgpwva pe tov
KOTOOKELAOTH TOU
moumou Kat d ivat n
OUVIOTWHEVN amoéaTaon
Slaxwplopou o€ pétpa
(m).

H évtaon nediou and
0T1aBepoU¢ Moumoug
PASIOCUXVOTATWY, OTIWG
kaBopiletal amd emrtonou
NAEKTPOMAYVNTIKNA
MEAETN?, TIPEMEL VA Eival
MIKpOTEPN amd To eminedo
CUUMOPPWONC o€ KABe
KApaKa CUXVOTATWVY,
Evoéxetal va pokAnOei
mapeUPoAn oto
mepIBal\ov Tou
e€omAiopoL oTav uTTdpyel
TO TIAPAKATW oUMPBoANO:

Znueiwon: Uy gival n Tdon tne KeVTPIKHG Tapoxrig eVaAAAOTGUEVOU PEUUQATOG TTPIV QTTO TNV EYAPUOYH TOU

emméSou SoKIUnG.
21a 80 MHz kat 800 MHz, iox0¢l ToO avwTEPO EUPOG CUXVOTATWV.

AuTé o1 kateuBuvTrpieG 0bnyiec evdéxetal va unv 1oxUouV o€ OAEC TIG TEQIMTTWOEIS. H nAekTpouayvnTikn
Stabdoon ennpealetat ammd TNV amoppdenon Kat avtavakiaon amnd Souég, avtikeiueva kat dtoua.
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a.  Hévtaon évtaon nmediov améd otabepol¢ moumolg, 6mw¢ ot oTabuoi BAonS Twv TNAEQWVWY TTOU
Xpnotpomololv padloouxvotnteg (KivnTtd/aclpuata) Kat MYELAg KIVNTAG padlogmkovwviag, ot
£pAOITEXVIKOI padlo@wVIKoi 0TaBUoi, N eKmoum padlo@wvikwy onpdtwy og cuxvotntes AM kat FM katn
EKTIOUTTA TNAEOTTTIKWV oNUATWV Sev umopei va mpoPAepBei Oewpntikd pe akpifeta. MNa va aflohoyrnoete
TO NAEKTPOUAYVNTIKO TTEPIBANOV amd oTabepolG MOUmoUg padIoCUXVOTATWY, UTTOPEITE va

TIPAYMATOTTOIOETE YA EMTOMOU NAEKTPOUAYVNTIKA HEAETN. EAv n petpnBeioa évtaon mediou otn Béon g

oTnV omoia XPNOLHOTIoLEITAL TO CUGTNHA UTTEPHXWV SonoSite untepPaivel To avwtépw toxvov emimedo w

GUUHOPOWONG PASIOCUXVOTATWY, TO CUCTNUA UTIEPHXWYV SonoSite Tpémel va eAéyxeTal yia va =

enaknBevetal n kavovikn Aeltoupyia tou. Eav mapatnpnBei un @uaotohoyikr amdédoon, evoéxetal va

XPEIOOTOUV TTPOOBETA PETPA, OTIWG N AAAAyT) TOU TTPOCAVATOMGHOU 1 TNG B€0NG TOU CUCTAATOG

uneprixwv SonoSite.

b. e Tipég Avw Tou gvpoug ouxvoTtATwy 150 kHz éwg 80 MHz, n évtaon nediou mpénel va eivat pikpdTepPn G

and 3 V/m. 3
2
5

Tuotaon mpoooXng tng FCC: Ot petaoAég 1) Tpomomolnoelg Tou Sev €xouv eyKplOei pntd amd to
MEPOC To oTToi0 gival UTTELBULVO YIa TN CUMUOPPWGN Ba UMTopoVCAV VA KATACTHCOUV dKupn TNV Adsla
Aertoupyiag Tou e€omAIoOL amé To XPNoTN.

AUTH N CUOKEUN CUUMOPPWVETAL JE TO HEPOC 15 Twv Kavovwy FCC. H Aertoupyia ummdKeltal oTig
akOAouBeg U0 cUVONKEG:

« Auti n ouokeun dev emtpénetal va mpokalei empPBAafeic mapeuBoréc.

« AuTi n ouokeun mpémel va amodéxetal omoladnmote mapepBoAn Aappdvel, cuumepdapBavouévng
™G mapePPoOAC Tou evEéxeTal va TTPOKANEDEL AvemBUUNTN A&lToupyia.

d

Anaitio&lg SoKIpWV atpwaiag
To oUoTtnua uTEPNXWV S Series GUUMOPPWVETAL E TIG OTOIXEIWOELG amaITAOEL amodoong TTou
kaBopiCovtai amnd ta mpoturna IEC 60601-1-2 kat IEC 60601-2-37. Ta anote \éopata TwV SOKIUWY
atpwoaiag urmodelkviouV OTI TO CUGTNHA UTIEPHXWV S Series TANPoi AUTEC TG amattrioelg kat dev
€uBuvetal yia Ta akdAouba:

<
n
n
A
S
s

+ O0puf0o O€ KUUATOHOPPEG I TEXVAHATA I TTAPAUOPPWON EIKOVWV 1} GRAAIATA OTIG
TMPOBANNOUEVEC APIOUNTIKEC TIUEC TTOU SEV HmopoUV va amodoBolv o€ KATIOA PpUGCIOAOYIKH
enidpaon kat mou evdexopévwe va alha&ouv ) Sidyvwon

a3any

« Epgdvion eopalpévwv aplBunTikwv Tipwy mou oxeti(ovtal ye tn Sidyvwon Tou TPOKEITalL va Yivel
+ Eppdvion eopaluévwv evdeifewv mou oxeti(ovtal Pe TNV ao@AlEla
« MpdkAnon akouoliag 1} umepPoAikng 660U uTEPHXWV

« MpokAnon akouaoiag n urtep BoAikn¢ Oepuokpaaciag Tng emeavelag Tng Sidtaéng Tou pop@oTpoméa

ICchy) 8

« MpdkAnon akouolag 1} pn EAEYXOUEVNG Kivnong Twv S1atd§ewv TOU HOPPOTPOTIED TTOU
npoopilovtal yia evdoowpatikn xprion
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ZOuBoAa emoniuavong
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Oplopuog
Meploplopog Oepuokpaaiag

MeP1oPIOUOG ATHOOPAIPIKAG TIHEONG

Meploplopnog vypaaoiag

Moumog padloocuxvotHTwy

Amayopeupévn evépyela: Mnv ormpwyvete Tov eE0TAICUS

YroxpewTIKn evépyela: Amarteital B¢on YeTaQopag

Kataokevaotng

E€oualobotnuévoc avtimpdowmnog otnv Evpwndiki Kowvoétnta

Mpoooxn, d&ite Tov 0dnyod xprnong

AkolouBnoTe Ti¢ 0dnyieg xpriong.



ysueq

Mpotuna

Mpotuma NAEKTPIKNG AGPANELOG
IEC 60601-1:1988, International Electrotechnical Commission, Medical Electrical Equipment-Part 1.

General Requirements for Safety. =
)

IEC 60601-1:2005, Medical electrical equipment - Part 1: General requirements for basic safety and g

essential performance.

AAMI / ANSI ES 60601-1:2005, Medical electrical equipment - Part 1: General requirements for basic

safety and essential performance.

IEC 60601-1-1:2000, Medical Electrical Equipment-Part 1-1. General Requirements for Safety-Section “

1-1. Collateral Standard. Safety Requirements for Medical Electrical Systems. §

IEC 60601-2-37:2001, International Electrotechnical Commission, Particular Requirements for the %

Safety of Ultrasonic Medical Diagnostic and Monitoring Equipment.

IEC 60601-2-37:2007, Medical electrical equipment - Part 2-37: Particular requirements for the basic
safety and essential performance of ultrasonic medical diagnostic and monitoring equipment.

CAN/CSA C22.2, No. 60601-1, Canadian Standards Association, Medical Electrical Equipment-Part 1.
General Requirements for Safety.

CAN/CSA C22.2,No.60601-1:08, Medical Electrical Equipment - Part 1: General Requirements for Basic
Safety and Essential Performance.

IEC 61157, International Electrotechnical Commission, Standard Means for the Reporting of the
Acoustic Output of Medical Diagnostic Ultrasonic Equipment.

O
A
Ta&ivopnon npotomwv EMC E
IEC 60601-1-2:2007, Medical electrical equipment - Part 1-2: General requirements for basic safety
and essential performance - Collateral standard: Electromagnetic compatibility - Requirements and
tests.
CISPR 11, International Electrotechnical Commission, International Special Committee on Radio =
Interference. Industrial, Scientific, and Medical (ISM) Equipment - Radio-Frequency Disturbance %
Characteristics-Limits and Methods of Measurement. Classification for the ultrasound system, o
docking system, accessories, and peripherals when configured together: Group 1, Class A.
MpdéTuma AKOUGTIKNAG
NEMA UD 2-2004, Acoustic Output Measurement Standard for Diagnostic Ultrasound Equipment. %‘;
NEMA UD 3-2004, Standard for Real-Time Display of Thermal and Mechanical Acoustic Output Indices g
on Diagnostic Ultrasound Equipment, American Institute of Ultrasound in Medicine.
4
i
B
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MNpotuna BrocuppatotTnrag

AAMI/ANSI/ISO 10993-1, Biological evaluation of medical devices - Part 1: Evaluation and testing
(2009).

AAMI/ANSI/ISO 10993-5, Biological evaluation of medical devices - Part 5: Tests for In Vitro
cytotoxicity (2009).

AAMI/ANSI/ISO 10993-10, Biological evaluation of medical devices - Part 10: Tests for irritation and
delayed-type hypersensitivity (2002).

AAMI/ANSI/ISO 10993-11, Biological evaluation of medical devices - Part 11: Tests for systemic toxicity
(2006).

AAMI/ANSI/ISO 10993-12, Biological evaluation of medical devices - Part 12: Sample preparation and
reference materials (2007).

Mpotunma agpopeTaPePOUEVOU EEOTTAIGIOU

RTCA DO-160E, Radio Technical Commission for Aeronautics, Environmental Conditions and Test
Procedures for Airborne Equipment, Section 21.0 Emission of Radio Frequency Energy, Category B.
118.

Mpotumo DICOM

NEMA PS 3.15, Digital Imaging and Communications in Medicine (DICOM)-Part 15: Security and
System Management Profiles.

Mpotumo HIPAA
Health Insurance and Portability and Accountability Act, Pub.L. No. 104-191.

45 CFR 160, General Administrative Requirements.
45 CFR 164, Security and Privacy.
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YnbTpa3sByKkoBas cuctema S Series

JonosiHeHue K pykogoocmeay
nosne3oeamens P15865-04

g
3
CopepxaHune
BBepeHne 159
MpepycmoTpeHHOE NpUMeHeHne 159 %
CoxpaHeHue nsob6pakeHnii 1 BUACOPONTNKOB 160 =
HacTpOMKa MOAKMIOUEHMSA «ccerreecccsssecssssssssssssssssessssssssssssssns 160 3
TexHnueckoe o6cnyKuBaHue 160
YcTpaHeHne Henonapok 160
SneKTpobe3zonacHOCTb 161 m
BesonacHocTb akKymynaTopa 161 E
OnacHble MaTepuanbl 161 i
dneKTpoMarHuTHasA COBMeCTUMOCTb 162
3HaKn MapKnpoBKU 171
CraHgaptbl 172

B JaHHOM JOMONHEHNN K PyKOBOACTBY NOJNb30BaTe A NpuBedeHa ciefytowasa nHdopmayus.

« JlononHuTenbHble cBeAeHUs No 6e30MacHOCTH.

+ OGHOBNEHHDIN CMNCOK COBMECTUMBIX JOMOJIHUTENBHBIX MPUHAANEXHOCTEN 1 NepudepuinHoro

obopypoBaHus.
=
Ey
BBepeHune &
PykoBOACTBO NoJib30BaTeNA NpeaHasHaueHo A Nojb30BaTesNel, 3HaKOMbIX C METOAaMM
YNbTPa3BYKOBbIX UCCIefOBaHMIA U NPOLWEeALLNX OOyUeHne ybTPa3ByKOBOM ANArHOCTUKE U
KIMHUYECKUM MeToamrKam. [Mepen Havanom paboTbl ¢ cuctemon S Series HEO6XOAMMO MPONTH _
yKazaHHoe obyueHue. g
+
=<
npenyCMOTPEH HO€e NnpnmeHeHne
Bpau pacnonaraeTcs Bo3ne NauyveHTa 1 pa3mMelLaeT aTUvK Ha Tene NnauveHTa (Mv BHyTpU Tena npm
WHBA3UBHbIX NpoLeaypax) B HE06X0AMMOM MeCTe, UTOObl MONTyunTb TPebyeMoe YNbTPa3ByKoBOE -
n3obpaxkeHue.
|
xt
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CoxpaHeHMe n3obpakeHnin un BUAEOPONINKOB

3HauoK npoueHTOB B obnactu I/IHd)OpMaU,I/II/I O CncTemMe NoKasbliBaeT, CKOJIbKO NPOLUEHTOB
BHYTPEHHEro YCTpOVICTBa XpPaHeHWUA 3aHATO. I'Ip|/| COXpaHeHUn I/I306pa>KEHI/IF| nnn BNaeoponnKa,
Korga CBO60£|,HOI'O MeCTa HeT, cucteMa npegynpexgaeT o TOM, YTO BHYTpeHHee )/CTpOIZCTBO
XpaHeHWNA 3anONTHEHO. Ona OCBO60>KAEHI/IF| mMecCTa 3aapX|/|B|/|py|7|Te I/I306pa>KEHI/IF| N BUOEOPOJINKN,
KOTOpble Tp66YETCH COXPaHWUTb, 3aTeéM yaannTe OpurmnHalbl N3 CUCTEMBDI.

HacTtpoika nogknioueHuns

lNo Bonpocam, cBA3zaHHbIM C SiteLink™, cM. pykoBOACTBO nonb3oBatensa nporpammbl SiteLink Image
Manager. Mo Bonpocam, cBazaHHbIM ¢ DICOM®, Hanprmep pe3epBHbIM XpaHeH1eM, YCTPOCTBaMU
apxusauum n MPPS, cm. lepedaya u nosyyeHue 0aHHbix DICOM ¢ nomouwbto cucmem SonoSite.

TexHnuyeckoe o6cnyXKnBaHme

Bce Tp66OBaHI/IF| K TEXHNYECKOMY O6CJ'Iy)KVIBaHVIIO OnncaHbl B 3TOM PyKOBOACTBE NONb30BaTesIA.
TexHnuyeckoe O6CJ'Iy)KVIBaHVIe, He npeayCcMOTPEHHOE PYKOBOACTBOM MOJIb30OBaTENA, MOXKET
AHHYNMPOBATb rapPaHTUIO Ha nsgenne.

NPEAYNPEXAEHUE! ‘ He mognduumpywite ynstpasBykoByto cuctemy S Series.

YcTpaHeHVe HenoNnaaok

Ha sKkpaHe cucteMmbl oTo6pakaeTcsl 3Ha4OK TEXHNYECKOro 06cnyKuBaHusa Ig Mepesanyctute
cuctemy. MNpun NOBTOPHOM BO3HVMKHOBEHW HEMOMAAKM MOXET NOTPEOOBaTbCA TEXHUYECKOE
06cnyXrBaHMe cMcTembl. 3anuLLMTe YUCIO, KOTOpPOe oTobpaxaeTca B CKobKax B cTpoke C;,

1 06paTUTeCh B KOMMNAHMIO SonoSite nnu K permoHanbHOMy npeacTaBmTento SonoSite.

Cucrema BbIBOAUT 3anpoc, Npeanaraowui npoBepuTb NPaBuibHOCTb Hakonutena USB.
Y6eputech B TOM, YTO NaposibHadA 3awuTa Hakonutena USB oTknioueHa 1 HakonuTenb NCNpaBeH.

Wcnonb3yinTe HakonuTenb USB, npunaraowunca K cucreme.

Cucrtema BbIBOAUT 3anpoc¢, Npeanaraowwui NnpoBepnTb NPaBuibHOCTb AaHHbIX Ha
Hakonutene USB. Yoeguntech, uto HakonuTenb USB copepnT AaHHbIe.

MoBTOPHO 3KCNOPTUPYNTE NCXOAHbIE AaHHble Ha HakonuTenb USB.
O6paTtuTeChb K CUCTEMHOMY aAMUHNCTPATOPY.

B cucteme oTto6paxkaerca npegynpexaeHue: <incompatible power supply. . . »
(HecoBmecTuMbIin 610K NUTaHWA cucTeMmbl...). icnonb3yinTe 610K NUTaHWA, Npyiaralowmines K
cucteme. Cm. «CoBMeCTUMbIe NPUHAANEXKHOCTU 1 NnepudepuiiHoe o6opyaoBaHme» Ha CTp. 164.
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B cucteme otob6paxaetcs npegynpexaeHue: «<Maximum number of procedure entries
reached» (JocTUrHyTo MakcumanbHoOe KONMYeCTBO 3anuceii npoueayp) npu cosgaHnm ¢opmbl
nHdopmaumn o naumeHTe. 3aapXMBUPYIATE NN SKCMOPTUPYIATE MCCNEAOBAHUS NALMEHTOB U 3aTEM
yOanuTe Ux U3 CMcTembl, YUTobbl 0CBOGOANTD NPOCTPAHCTBO Ha BHYTPEHHEM HaKoNUTeNe.

B cucteme oto6paxaetca npegynpexaeHue: «<Unable to save image or clip. You have reached

the maximum number of images/clips allowed for a single patient.» (HeBo3Mo»HO coxpaHuTb 3
nsobpakeHne unu BuAeoponuK. [locTMrHyTo MakcMmasibHoOe KOn4ecTBo @
n3o6pakeHni/BUACOPONNKOB, pa3pelleHHOoe AA OQHOIOo NaLuueHTa). Yaanute HeHyXHble
n306pakeHns NN BUAEOPONNKM N3 UCCNefoBaHMA NaumeHTa. CM. MHCTPYKUMK B pyKOBOACTBE
nonb3oBaTens ynbTPa3ByKOBOW CUCTEMbI.
A
OneKkTpob6e3onacHOCTb 2
]
APEAYNPEXAEHUE! | Bo nsbekaHue pucka NopakeHUs SNeKTPUYECKM TOKOM BbINOJTHANTE
cnegytolme pekomeHgaumm.
+  O6opynoBaHVe pa3peLlaeTca NOAKN0YaTb TONbKO K CETH
31eKTPONWTAHMA C 3aLMTHBIM 3a3eMJIEHNEM. m
. >
+ He ponyckalite KOHTaKTa CKaHepa WTPUX-KOLO0B C NaLeHTOM. 2
« He ponyckalite KoHTaKTa 6510Ka NMTaHWA WX pa3bema C NaLMEHTOM. 3
+ He npukacaiTecb K 610Ky NTaHWA U NaLMEeHTY OQHOBPEMEHHO.

Bbe3onacHOCTb akKKymynaTopa

NPEAYNPEXAEHUE! | TMeprionnyeckn NnpoBepAiTe, YTOObl aKKyMyNATOP 3apAXKancsa NOIHOCTbIO.
Ecnu akkymynaTtop He 3apaaeTca NOIHOCTbIO, TO 3aMeHuTe ero.

NPEAYNPEXAEHUE! | He otTnpaBnaiTe NoBpeXXAeHHbIN akkymynaTop 6e3 nonyyeHus
WHCTPYKLMIA OT CRy»KObl TEXHUYECKON NogaepKku SonoSite.

=

=

3

OnacHble maTepuanbl
NPEOYNPEXAEHUE! | 3penua n npnHagnexHoCTn MOryT cogep»aTtb onacHble matepuanbl. Bce

N3Aenua N NpUHaaneXHoCTV SOMKHbI yTUN3UPOBaTbCA 6e3BpeHbIM AnA =

. -

OKpYy»atoLLeli cpefibl CTOCOBOM M COOTBETCTBOBATL defepanbHbIM U1 §

MeCTHbIM HOpMaTUBaMm MO YTUN3aL MK ONacHbIX MaTePUANoB. 5

I

KhElzE
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JNeKTpoMarHUTHasA COBMeCTUMOCTb

NPEAYNPEXAOEHUE! | YnbTpa3sykoBylo cuctemy S Series He cielyeT MCNONb30BaTb PAAOM

162

C Apyrum obopynoBaHNeM NN YCTaHOBNEHHOW Ha HeM. B cnyuae
nogo6HOro Ncnonb3oBaHNA yoeanTech, UTO YNbTPa3ByKOBasA CMCTEMA
S Series pYHKUNOHMPYET HOPMabHO B 3TOM KOHUrypauumu.

Bo n3bexaHune pricka NoBbILLEHHONO YPOBHA 371eKTPOMArHUTHbIX U3MTyYeHUi

N NOHVXXEHHOW YCTONYMBOCTY UCMOSb3YINTE TONbKO NPUHAASIEXHOCTA

1 nepudepuninHoe o6opyaoBaHue, peKkoMeHA0BaHHbIe KOMMaHue SonoSite.
MopknioueHne nepndepuiiHoro o6opyaoBaHNA U NPUHAANEXHOCTEN, He
OTHOCALLUXCA K YNCNY PEKOMEHJOBaHHbIX KOMMaHuen SonoSite ana
YNbTPa3ByKOBOW CYCTEMbI, MOXKET BbI3BaTb HapyLUeHne paboTocnocobHOCTM
YNbTPa3ByKOBOW CUCTEMbI UM A PYroro MeanUHCKOro anekTpoobopyaoBaHma
B yupexzeHuun. Ytobbl nonyumTb CNNCOK NPUHAANEXHOCTEN 1 NepudepuinHoro
060pynoBaHUA, KOTOPOE peannsyeT U pekomeHayeT KomnaHua SonosSite,
obpatutecb B KOMMNaHMo SonoSite unm ee MecTHoe NPeAcCTaBUTENbCTBO.

SnekTpocTtaTnyeckni paspag (3CP), no-gpyromy HasblBaeMblil y4apom
CTaTVYeCKMM 31eKTPUUYECTBOM, — 3TO eCTeCTBEHHOE NpupogHoe AsneHne. SCP
UaCTo BO3HMKAET B YCJIOBMAX HU3KOWM BNA>KHOCTU, BbI3bIBAEMOW OTOMAEHUEM WA
KOHAMUMOHMpPOBaHMeM Bo3ayxa. JCP — 3To pa3paf sneKTpuyeckom sHepruu,
NpoVCXofALLNA B HaNpaBneHUn oT GM3nYecKoro Tena c 6oMbLIMM 3apALOM K Teny
C MeHbLUMM 3apagom nnm 6e3 3apaga. Cuna paspaga MoxKeT ObITb 4OCTAaTOYHO
6ONbLLUON, YTO MOXET Bbl3BaTb MOBPEXAEHMWE JaTUMKa WU YNIbTPa3BYKOBOM
cuctembl. YTo6bl CHU3UTBL pUCK BO3HMKHOBeHMA DCP, cobniogaiiTe cnegytowme
Mepbl NPefoCTOPOXKHOCTU: 06pabaTbiBaiiTe KOBPbI 1 IMHONEYM aHTUCTAaTUYECKM
a3p030/1eM 1 UCMONb3YNTE aHTUCTAaTUUECKUE KOBPUKN.



PaspenntenbHoe pacctoaHne

PekomeHgyemoe pa3genntenbHoe pacCToOiHUE MeXAy NepPeHOCHbIM 1 MOGMIIbHBIM PaANo4acTOTHbIM
o6opyaoBaHuemM 1 ynbTpa3ByKoBoOIi cucTemoin S Series

y)'lepa3B)/KOBaFI cuctema S Series npeaHasHavyeHa anAa Nncnojib3oBaHnA B 3J'IEKTpOMaI'HI/ITHOVI
006CTaHOBKE, rae KOHTPONMpPYyoTCA pagnoyvyacTtoTHbie NOMEXN. Bnapgeneu nnun nonb3oBatesnb
)/J'Ipra3B)/KOBOVI cucTembl S Series moxkeT npenoTBpaTnTb BINAHNE SNEKTPOMArHUTHbIX NOMEX,
COXpPaHAA YyKa3aHHOE HXKe MUHMalIbHOE PpaCcCTOAHNE MeXay NepeHOCHbIM N MOOUNbHBIM
Paano4acCToOTHbIM 060p)/£|,OBaHI/IEM (panmonepenaTqMKaMM) n )/J'Ipra3B)/KOBOVI cucTemon

S Series, ¢ y4dyeTomMm MaKCMMaNibHOM MOLLHOCTH o6opyp,0|3ava CBA3N.

MakcumanbHasa Pasn,envrrenbuoe pacCcToAHEe B 3aBUCMOCTU OT HacCTOTbl
HOMWMHaJNIbHaA panmonepenaTHMKa,
BbIXoAHasA M
MOLHOCTb
papnonepeAaar- 150 kly — 80 My 80—800 MIy, 800 My — 2,5 'y
YUKa
Bamm d=1,2./p d=1,2./p d=2,3 /P
0,01 0,12 0,12 0,23
0,1 0,38 0,38 0,73
1 1,2 1,2 2,3
10 3,8 3,8 73
100 12 12 23

[nAa paguonepenaTynKkoB C He yKa3aHHOW Bbllle MaKCUManbHON HOMUHANbHOW BbIXOQHOW
MOLLHOCTbIO pekoMeHyeMoe pa3fenuTesibHoe paccTofHMe B MeTpax (M) MOXeT 6biTb
paccunTaHo C MOMOLLbIO YPaBHEHMA, COOTBETCTBYHOLLEro YacToTe paguonepeaaturka, roe P —
MaKCUManbHaA HOMUHANbHaA BbIXO4HAA MOLWHOCTb paguonepenaTymka B Battax (BT) no
[JaHHbIM Npou3BOAUTENA paguonepesaTunka.

Mpumeuanue. Mpu 80 u 800 MIy paszdenumesnbHoe paccmosHue 8bibupaemcs 0715 60/1ee 8bICOK020
paouo4acmomHozo 0udndasoHd.

B HekomopbIx cumyayusx 3mu yKasaHus HenpuMmeHumsl. Ha pacnpocmpaHeHue
3/1eKMPOMAzHUMHbIX 80JTH 8J1USem No2JI0WeHUe U ompaxeHue om coopyxeHuli, npedmemos u
Jooed.
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CoBmecTMble NPUHAANEKHOCTU N nepudepurinHoe o6opyaoBaHne

KomnaHusa SonoSite nposeprna paboTy ynbTpa3ByKoBOW c1CTeMbI S Series co crefyowmmm
NpVHaANeXKHOCTAMMU 1 NepudepurintHbIM 060pyAoBaHMEM, MOATBEPANB COOTBETCTBMNE TPeOOBaHMAM
IEC60601-1-2:2007.

3T NnpuHagnexxHoctn SonoSite 1 ctopoHHee nepudepuritHoe obopyaoBaHme paspeLlaerca
NCNonb30BaThb C YNbTPa3BYKOBOW cucTemon S Series.

NPEAYNPEXAEHUE! | TMprmeHeHne nprHagaexXHoCTen C MegNUMHCKMMN cCucTeMaMim, MOMMMO
YNbTPa3ByKOBOW CUCTEMbI S Series, MOXeT NPUBECTU K YBENIMYEHNIO
N3MYyYEHMWA NN CHUXKEHUIO YCTOMUYMBOCTU MEAULIMHCKON CUCTEMDI.

NPEAYNPEXAEHUE! | [MprymeHeHne NprHagnexHoCcTen, MOMUMO YKa3aHHbIX, MOXeT NPUBECTH
K YBENUYEHWNIO N3NTYHEHMA U CHUXKEHUIO SNEKTPOMarHUTHOMN
YCTONYMBOCTM YNbTPa3BYKOBOW CUCTEMDI.

MpuHagnexHocTn n nepudepuinHoe o6opyaoBaHme, COBMeCTUMbIE C YNbTPa3ByKOBO
cucremoin S Series

OonucaHuve MakcumanbHasa gnvHa

Kabens
HOatunk C11x 20m
Hatunk C60x 1,8m
Hatunk HFL38x 1.8m
HOatunk HFL50x 1,8m
Oatunk ICTx 1,8m
Hatunk L25x 24m
Hatunk L38xi 1,7m
Hatumk L52x 24m
Hatumk P10x 2,0m
Hdatunk P21x 20m
Hatumk SLAX 24m
Hatunk TEEX 2,3Mm
CKaHep WTpux-KogoBs 1,5m

AKKymynaTop ans 61oka —
PowerPack
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MpuHagnexxHocTn n nepudepuiniHoe o6opyaoBaHme, COBMeCTUMbIE C YNbTPa3ByKOBOI
cuctemoin S Series (npogomxeHune)

AKKYMYNATOPHbIN 610K —

AKKyMynATOPHbI 610K —

PowerPack z
@
YepHo-6enblit NpuHTEp — 3
LHyp nuTaHna yepHo-6enoro ™
npuHTepa
Kabenb USB uepHo-6enoro 3,3Mm &
npuHTepa g
=
o ')
LiBeTHOM NpunHTEp —
LHYp nuTaHna UBETHOrO ™
npuHTepa
Z
Brupeokabenb LiBeTHOrO 1,8m z
npuHTEepa s
Q.

Mopctaska V-Universal —

MwuHnaTiOpHaA MbiLb 1.8m
LUHyp nuTaHua (cnctema) 3Mm
brnok nutaHua co WwHypom 2m

NOCTOAHHOIO TOKa

Bnok nuTaHmA co WHypom ™

nepemMeHHOro Toka
-

PowerPark — =
A

Mogaynb nogkntoueHus Tpex — ®

JaTuynKoB

USB-knaBuatypa —

becnposogHon USB-agantep — %‘;
=aF
<
&
fig
B
x
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PekomeHpgauun n 3asaBneHne npounssogutensa

166

NPEAYNPEXAEHUE! | [pyroe o6opynoBaHue, faxe eciivi OHO COOTBETCTBYET TpeboBaHMAM Mo
nsnyuyeHuto CISPR, MoxeT HapyLluaTb paboTy ynbTpa3ByKOBOW CMCTEMbI
S Series.

YnbTpa3BykoBas cuctemMa S Series conepXut npueMHuK n nepegatumk |IEEE 802.11, paboTatowymin
B Anana3oHe yacToT ISM o1 2,412 po 2,4835 [Ty 1 ocyLwecTBAALWMIA Nepegady Tpemsa cnocobamm:

« |IEEE 802.11b c ucnonb3sosaHnem Complementary Code Keying (CCK), Differential Quaternary
Phase Shift Keying (DQPSK) n Differential Binary Phase Shift Keying (DBPSK) npwu 17 abm.

«+ |EEE 802.11g c ucnonb3osaHnem Orthogonal Frequency Division Multiplexing (OFDM) npwu 14 gbm.
« |EEE 802.11n ¢ ncnonb3zoBaHnem OFDM npw 14 gbm.

PekomeHgauuv v 3aaBneHne npomnssoanTena — 3JIEKTPOMarHUTHoe nsnyvyeHmne

YnbTpa3sBykoBas cuctema S Series npegHa3HauyeHa ana paboTbl B ONMCaHHONW HIXKe
3neKTpoMarHuTHol obcTaHoBKe. Bnagenew nnu nonb3osatesb ynbTpa3ByKoBOW crcTeMbl S Series
JoMmKeH obecneynTb ee NCMONb30BaHVe MMEHHO B 3TON 06CTaHOBKe.

TectupoBaHue Ha CreneHb
. SneKTpomarHnTHasa o6craHoBKa

Hanuuuve nsny4yeHun COOTBETCTBUA

BY-nznyueHus Mpynna 1 BY-aHeprua B ynbrpasBykoBou cucteme S Series

CISPR 11 NCMosb3yeTcA TONbKO ANA peanunsaumnun ee
BHYTPEHHUX QYHKLWIA.
Mo3atomy BY-m3nyuyeHms cuctembl o4eHb Marbl 1
BPAL N CNOCoOHbI BbI3BaTb MOMEXM B 611M3KO
pacrnonoKeHHOM 31eKTPOHHOM 060pyAoBaHNN.

BY-n3nyuennn Knacc A YnbTpasBykoBas cuctema S Series npegHasHayeHa

CISPR 11 NS TPUMEHEHUSA B JOObIX MOMELLEHUAX, KpOME
MKUMbIX 30aHWI U 34aHWI, HENOCPeaCTBEHHO

lapmoHwuyeckne Knacc A NOAKMIOUYEHHbIX K 06LECTBEHHO HN3KOBOSBTHOM

n3ny4yeHuna CeTV SNeKTpoNuTaHuA, obecneumBaroLLell nogavy

IEC 61000-3-2 3NEeKTPONUTaHNA B 34aHNA KOMMYHaIbHOrO
Ha3HauyeHwus.

KonebaHusa CootBetcTBYyeT

HanpsaxeHua/

bNMKKepHbIE WyMbl

IEC 61000-3-3



PEKOMEHAaI.WIIII " 3aABJ/iIeHne nponssoanTena — 3JIeKTPOMarHMuTHasa yCTOI‘l'I‘IIlIBOCTb

yﬂpra3B)/KOBaFI cuctema S Series npeaHasHavyeHa onAa pa6OTbI B OMUCAHHOW HMXe
3HEKTp0MaI'HI/ITHOVI o6CTaHOBKe. Bnapgeneu nnn nonb3oBaTenb yanpa3ByK0|30|7| cuctembl S Series
[onXxeH 06ecneunTb ee NCNosib30BaHNE UMEHHO B 3TO 0OCTaHOBKe.

IEC 60601
TectupoBaHue . YpoBeHb neKTpoMarHuTHas
. KoHTponbHbIn
YCTONYMBOCTI COOTBETCTBUA 06cTaHOBKa
ypOB€eHb
dnekTpoctaTnye  KoHTaKTHbIM £6,0 KB KoHTaKTHbIN £6,0 KB Monbl 4OMKHBI ObITh

CKNn paspag
(3CP)
IEC 61000-4-2

bbicTpbIN
SNeKTPUYeCKnn
pa3pAan
KpaTkoBpemeHH
bl BbIGPOC

IEC 61000-4-4

CKayok
HanpaXeHunA

IEC 61000-4-5

Bo3gywHbin 8,0 KB

+2 KB Ha nnHuAX
3MeKTPONUTaHuA
+1 KB Ha nuHMAxX
BBOJa/
BblBOAA

+1 kB mex gy dason
1 dason

+2 KB mex gy dason
1 3emnen

Bo3gywHbin 8,0 KB

+2 KB Ha nuHuAX
3NEeKTPONUTaHNA
+1 KB Ha nuHMAxX
BBOJa/BblBOAA

+1 kB mexay dpazon
n dpazon

+2 KB mexay dazon
n 3emnen

[lepeBsHHbIMMK, 6ETOHHBbIMY
W BbIIO>KEHHbIMU
KepamMnyeCcKom MianTKOWN.
Ecnv nonbl NOKpbITHI
CYHTETUYECKUM
MaTepuanom, ypoBeHb
OTHOCUTENIbHOW BNAXHOCTN
DOJKEH COCTaBNATb He
meHee 30 %.

KauecTBO aneKkTposHeprum
B CETW 3NEKTPONuUTaHnA
[OJIXKHO COOTBETCTBOBATH
CTaHAapPTHOMY AJIA TUMOBbIX
NPOMbILLIEHHBIX AN
NeyebHbIX yupexaeHui.

KauecTBO aneKkTposHeprum
B CETW 3NEKTPONuTaHnA
[OJIKHO COOTBETCTBOBATH
CTaHAAPTHOMY AJIA TUMOBbIX
NPOMbILLIEHHBIX AN
neyebHbIX yupexaeHui.
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PekomeHgauumn v 3asaBneHvie npounssogntTena — 3JIeKTPOMAarHUTHaAa yCTOﬁI‘II/IBOCTb

YnbTpa3sBykoBas cuctema S Series npegHa3HauyeHa AniA paboTbl B ONMCAaHHONM HIKe
371eKTPOMArHMTHOM 06CTaHOBKeE. Bniagenew uiv nonb3oBaTeb YNbTPa3BYKOBOW CUCTEMbI S Series
JoJXKeH obecneynTb ee NCMosb30BaHNE UMEHHO B 3TO 06CTaHOBKe.

IEC 60601
TectupoBaHue . YpoBeHb SneKTpoMarHuTHas
. KoHTponbHbIn
YCTOMYMBOCTU COOTBETCTBMA 06cTaHOBKa
ypoBeHb
MapeHuna 5%Ur 5% Uy KauecTBo aneKTposHeprum
HanpsKeHus, (>95%-Hoe (>95%-Hoe B CETU 3NeKTPONUTaHNA
KpaTKoBpemeH JOMXHO COOTBETCTBOBATb

Hble nepeboun

n KonebaHus
HanpsKeHWs Ha
BXOAHbIX
NNHWAX NoJaum
nMTaHnA

IEC 61000-4-11

MarHutHoe
none
NPOMbILLIEHHON
YacToTbl

IEC 61000-4-8

nagexve Ug)

Ha 0,5 ymkna

40% Ut

(60% napeHue Ug)
Ha 5 uuKnoBs

70% Ut

(30% napeHue Up)
Ha 25 uuknos

5% Ut
(>95%-Hoe
nagexve Uq)
Ha5c

3A/m

nagexve Uy)

Ha 0,5 unkna
40% Ur

(60% napeHvne Up)
Ha 5 umknos

70% Ut

(30% napeHwe Ug)
Ha 25 umknos
5% Ut
(>95%-Hoe
nagexve Uy)
Ha5c

3A/m

CTaHOAPTHOMY A/15 TUMOBBIX
MPOMBILLIEHHbBIX UK
neyebHbIX yupexaeHuii.
Ecnu nonb3oBaTtenio
yNbTPa3ByKOBOW CUCTEMbI

S Series TpebyeTcA
obecneynTb HENPEPbLIBHOCTb
bYHKLMOHMpPOBaHMA
CUCTeMbI MPU NepepbiBax

B NMofaue NuTaHus,
peKoMeHAYeTCA NOAKNOUNTD
cucTemy

K UCTOUYHUKY
6ecnepeboONHOro NUTaHNA
W akKyMYNIATOPY.

YpoBeHb 31eKTPOMarH1THbIX
nosien He JOTKeH
MpeBbIWaTh MaKCUManbHbIi
YPOBEHb, YyCTAaHOBNIEHHbIN
ANA TUMNOBbIX
MPOMbILLAIEHHbBIX UK
neyebHbIX yupexxaeHuii.



PekomeHgauumn v 3asaBneHve npomnssoantTena — 3JIeKTPOMarHUTHaa yCTOﬁ“MBOCTb

YnbTpa3BykoBas cuctema S Series npegHa3HauyeHa ana paboTbl B ONMCaHHOM HIbKe
3M1eKTPOMarHMTHOM obcTaHoBKe. Bnagenew unv nonb3oBaTtenb yNbTpa3BYKOBOW ccTeMbl S Series
JOJKeH obecneunTb ee NCMosib30BaHMe MMEHHO B 3TON 06CTaHOBKe.

TectnpoBaHne
YCTOMYMBOCTU

IEC 60601
KoHTponbHbIN
YpPOBeHb

YpoBeHb
COOTBETCTBUA

dneKTpoMarHnuTHas
06CTaHOBKa

KOHAYKTMBHble
BY SMIM

IEC 61000-4-6

MN3nyuyaemble BY
MM

IEC 61000-4-3

3 B cp. KB.

ot 150 kl'y go 80
My

3B/m
80 MIny — 2,5y

3 B cp. KB.

3A/m

He ponyckaetca
NCNoNb30BaTb NOPTaTUBHOE
1 MOGUNbHOE
BblCcOKOYacToTHOe (BY)
obopynoBaHue cBA3M Ha
MeHbLUEM PaCcCTOSHUM OT
nobon YacTn
YNbTPa3BYKOBOW CUCTEMBI
S Series, BKntoYyaa kKabenu,
yem pekoMeHAOBaHHOE
pasgenuTesnbHoe
paccTosHue,
paccynTbiBaeMoe Mo
COOTBETCTBYIOLLE YacToTe
nepepatunka dopmyne.

PekomeHngoBaHHoOe
pa3genvTtenbHoe
pacctosaHue

d=1.2.P

d=12./P

80—800 MI'y

d=23.P

800 My — 2,5y

roe P — makcmmanbHas
HOMWHAa/bHasA BbIXO4HAA
MOLLHOCTb MepeaaTymKa
B BaTTax (BT) no gaHHbIM
npowussoantens, ad —
peKOMeH0BaHHOe
pasfenuTesnibHoe
paccTosiHMe B MeTpax (m).

169

)SION ysueq

e}SUSAS

3

3
=
E
2

a3any

ICchy) 8

KhElzE



170

PekomeHgauumn v 3asaBneHve npounssogntena — 3JIeKTPOMAarHUTHaa yCTOI‘/'I‘Il/IBOCTb

YnbTpasBykoBas cuctema S Series npegHasHayeHa ana paboTbl B ONUCaAHHOW HUXKe
3NeKTPOMarHUTHoM o6¢cTaHoBKe. Bnagenew nnm nonb3oBaTenb yNbTPa3BYKOBOM cucTeMbl S Series
[OJKeH obecneunTb ee UCMosib30BaHMe MMEHHO B 3TOI 0OCTaHOBKe.

IEC 60601
TectupoBaHue . YpoBeHb SneKTpoMarHuTHas
. KoHTponbHbIN
YCTOMYNBOCTU COOTBETCTBUA o6cTaHOBKa
YpOBeHb
MN3nyuaemble BY 3HaueHNA HanpPAXXeHHOCTU
oM reHeprpyemoro
IEC 61000-4-3 CTaunoHapHbIMK
(NpomonkeHue) BY-nepepaTtumkamu nons,

onpepenaemble Npu
3/1eKTPOMarH1MTHOM
pa3BefKe MecTa yCTaHOBKM
CUCTEMbI?, LOSXHbI ObITb
MeHblLLIe YPOBHSA
COOTBETCTBUA B KaXA0M
YacTOTHOM AnanasoHe °.
lNomexn MoryT BO3HMKaTb
B6NM3M 060pyLOBaHNA,
MMetoLLiero cneayioyto
MapKUPOBKY:

Mpumeyarue. Ur— HanpsaxeHue cemu nepeMeHH020 MOoKa neped nodayqell CuzHAIa KOHMPObHO20 YPOBHSL.
Mpu yacmomax 80 MIy u 800 MI'uy npumeHsemcs 6osiee 8bICOKUL YaCMOMHbIU OUANAG30H.

B Hekomopwix cumyayusax smu yKasaHus HenpumeHUMsbl. Ha pacnpocmpaHeHue 371eKmpomazHUMHbIX 80/1H
8/1usem nozsoujeHue U ompaxeHue om coopyxeHuti, npedmemos u sitooed.

a.  3HauyeHwuA HanpAXeHHOCTN NoNA, reHepnpyemMoro ctauoHapHbIMK NepefaTynkamun, Hanpumep

6a30BbIMUN CTaHUMAMM Ana pagmoTenedoHoB (COTOBbIX/6ecnpoBOAHbIX TeNedOHOB) 1 HAa3EMHbIX
NOABUXHBIX PAaANOCTaHUMIA, NIOOUTENBCKMIY PagNOCTaHUMAMY, paanoBeLLaTesIbHbIMM CTaHUUAMU B
Avana3oHax AM (amnnuTygHas mogynsauus) u FM (YacToTHas mogynauus), a Takxke TesieBellaTesibHbIMU
CTaHUMAMMU, HEBO3MOXKHO CMPOrHO3UPOBaTb TEOPETUYECKU C KAaKOW-TMOO onpeaenieHHON TOYHOCTbIO.
[lnA oueHKM 3neKTPOoMarHUTHON 0BCTaHOBKM B YCNIOBUAX BINAHNUA CTauMoOHapHbIx BY-nepepaTturkos
crleflyeT pacCMOTPEeTb BO3MOXXHOCTb NPOBeAeHNA SNeKTPOMarHUTHON pa3BeAKn MecTa yCTaHOBKM
cucTembl. ECninm 3HaueHne HanpAXeHHOCTY NOA, U3MEPEHHOW B MecTe YCTaHOBKMU YNIbTPa3ByKOBOM
cMCTeMbl KOMMaHuK SonoSite, MpeBblllaeT BbilleyKa3aHHbIN pa3peLleHHbI yposeHb BY, cnegyet
y6eauTbCs B HOPManbHOCTU peXXUMa PaboTbl ybTPa3ByKOBOW CMCTEMbI KOMMaHuUK SonoSite
nocpeacTBoOM HabnoaeHNs 3a ee GyHKUMOHMPOBaHUeM. [Npy 06HapyXeHNW NPOABNEHNI OTKIIOHEHUS OT
HOpPMasbHOro pexknma GyHKLVOHUPOBAHUS, BO3MOXHO, NOTpebyeTcA NPUHATL AOMNONHUTENIbHbIE Mepbl,
Hanpumep pa3BepHYTb YbTPa3BYKOBY CUCTEMY KOMMaHMK SonoSite unv nepemecTTb ee B Apyroe
MecTo.

b. BuyactoTHOM AmanasoHe ot 150 Kl go 80 MI'y HaNpPA»KEHHOCTb NMONA He AOMKHA NpeBbIwaTb 3 B/m.
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Mpeaynpexaexne FCC: n3meHeHVs nm moandrKaumm ob6opyaoBaHnsa, KOTopble ABHbIM 06pa3om
He pa3peLLeHbl CTOPOHOW, OTBETCTBEHHOM 3a COBSII0AEHE HOPMATHBHbIX TPe6OBaHNI, MOTYT
NPUBECTU K aHHY/MPOBaHMIO NPaBa MoJib30BaTeNA Ha SKCMJIyaTaumio 060pya0BaHNA.

O6opynoBaHe COOTBETCTBYET TPEGOBAHUAM, U3MI0XKEHHbBIM B YacTu 15 Mpasun FCC. kcnnyatayus
060pyaoBaHMA JOMKHA NPOV3BOAUTLCA NPW BbIMOMHEHNN ABYX YCIOBWiA:

2

« 0b6opynoBaHVe He fOMKHO CO3[aBaThb BPeAHbIX MOMeX; °

w
o
+ 0bopynoBaHve JOMKHO ObITb YCTONYMBbBIM K BOCMIPUATUIO MOMEX, BKtOUas MOMEXM, KoTopble
MOTYT BbI3blBaTb c6ou B ero pabore.
Tpe6oBaHMsA K TECTMPOBaHMIO YCTOMUNBOCTI
. w
YnbTpa3BykoBas cuctema S Series COOTBETCTBYET OCHOBHbIM TPE6OBaHMAM NO SKCNJyaTaLuuy, H
ycTaHoBneHHbIM cTaHgapTamm |EC 60601-1-2 n IEC 60601-2-37. Pe3ynbTaTbl TECTUPOBAHNA =
N . il

YCTONYMBOCTM MOKA3bIBAIOT, UTO YNbTPA3BYKOBasA cmcTema S Series COOTBETCTBYET 3TUM Y

TpeboBaHMAM 1 CBOGOAHA OT CrleayioLWnX HeMoNaaokK:

« 3allymneHHOCTb BOJIHOOOPA3HOM KPrBOW, apTedaKTbl M NCKAXKeHNA B M306paXkeHUn, olunbKa
0TOOPa)KaeMOro YNCSIOBOIO 3HAYEHUA, KOTOPbIE HE MOTYT 6bITb 00YC/IOBNIEHbI GU3NONOTNYECKM m
3¢$PeKTOM 1 CMOCOOHBI NCKA3UTb AMATHO3. =

5
o o <
+  OTobpaKeHne HEKOPPEKTHBIX YNCIOBbIX 3HAUYEHUI, CBA3AHHbIX C ANArHO30M, KOTOPbIN §

Heo6Xo4MMO MOCTaBUTb.
« OTobparkeHne HEKOPPEKTHBIX MHAMKALMIA, CBA3aHHbIX C 6€30MacHOCTbIO.
« BO3HMKHOBEHME HENpPeayCMOTPEHHOW UMW Ype3MepPHOIN MOLLHOCTU YNbTPa3BYKOBOrO flyya.
« BO3HMKHOBEHVE HeNpPeayCMOTPEHHOW UK Ype3mMepHOI TeMnepaTypbl MOBEPXHOCTMN AaTuMKa.

+ Bo3HuMKHOBEHME HenpeayCMOTPEHHOTO WM HEKOHTPONMMPYEMOTO ABUXKEHUA AATYMNKOB,
npeaHasHa4YeHHbIX ANnA NHTPaKOPNopaJibHOro NpMMmeHeHUA.

3HaKn MapKNpoBKUN

=
-
A
(]
Cumeon OnpepeneHune
i’ TemnepaTypHble orpaHu4eHus
=
=
OrpaHunyeHuns no atmochepHOMy AaBfieHNIO =it
6 .
OrpaHnyeHna BRaXXHOCTA
(%) a#
"
fis
|
x
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3anpeu.leHHoe OencTBre: He ToNKaTb

0O6n3aTeNibHOE JeNCTBUE: HEOOXOAUMOE NONOXKEHMWE NPK
TPaHCMOPTVPOBKe

MNpownssoagntenb

YnonHomoueHHoe NpeacTaBUTeNbCTBO B EBponeiickom cooblyectse

BHumaHue! Cm. pyKoBOACTBO MOsb30BaTeNs.

CnepyiiTe MHCTPYKUMAM NO SKCMyaTaLuu.

@BEEW’-@

CraHpapTbl

CTaHfapTbl NeKTpuYecKoin 6esonacHocTu
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IEC 60601-1:1988, International Electrotechnical Commission, Medical Electrical Equipment-Part 1.
General Requirements for Safety.

IEC 60601-1:2005, Medical electrical equipment - Part 1: General requirements for basic safety and
essential performance.

AAMI / ANSI ES 60601-1:2005, Medical electrical equipment - Part 1: General requirements for basic
safety and essential performance.

IEC 60601-1-1:2000, Medical Electrical Equipment-Part 1-1. General Requirements for Safety-Section
1-1. Collateral Standard. Safety Requirements for Medical Electrical Systems.

IEC 60601-2-37:2001, International Electrotechnical Commission, Particular Requirements for the
Safety of Ultrasonic Medical Diagnostic and Monitoring Equipment.

IEC 60601-2-37:2007, Medical electrical equipment - Part 2-37: Particular requirements for the basic
safety and essential performance of ultrasonic medical diagnostic and monitoring equipment.

CAN/CSA C22.2, No. 60601-1, Canadian Standards Association, Medical Electrical Equipment-Part 1.
General Requirements for Safety.



CAN/CSA C22.2,No.60601-1:08, Medical Electrical Equipment - Part 1: General Requirements for Basic
Safety and Essential Performance.
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IEC 61157, International Electrotechnical Commission, Standard Means for the Reporting of the
Acoustic Output of Medical Diagnostic Ultrasonic Equipment.

Knaccndukauyma cranpapros SMC =
IEC 60601-1-2:2007, Medical electrical equipment - Part 1-2: General requirements for basic safety =
and essential performance - Collateral standard: Electromagnetic compatibility - Requirements and
tests.

CISPR 11, International Electrotechnical Commission, International Special Committee on Radio

Interference. Industrial, Scientific, and Medical (ISM) Equipment - Radio-Frequency Disturbance A
Characteristics-Limits and Methods of Measurement. Classification for the ultrasound system, g
docking system, accessories, and peripherals when configured together: Group 1, Class A. 3

AKyCTI/I‘IeCKI/Ie CTaHAapTbI
NEMA UD 2-2004, Acoustic Output Measurement Standard for Diagnostic Ultrasound Equipment.

m
NEMA UD 3-2004, Standard for Real-Time Display of Thermal and Mechanical Acoustic Output Indices :;
on Diagnostic Ultrasound Equipment, American Institute of Ultrasound in Medicine. ;
Q.

CraHaapTbl 6MOCOBMECTIMOCTH
AAMI/ANSI/ISO 10993-1, Biological evaluation of medical devices - Part 1: Evaluation and testing
(2009).

AAMI/ANSI/ISO 10993-5, Biological evaluation of medical devices - Part 5: Tests for In Vitro
cytotoxicity (2009).

AAMI/ANSI/ISO 10993-10, Biological evaluation of medical devices - Part 10: Tests for irritation and
delayed-type hypersensitivity (2002).

AAMI/ANSI/ISO 10993-11, Biological evaluation of medical devices - Part 11: Tests for systemic toxicity

-
(2006). =
A
AAMI/ANSI/ISO 10993-12, Biological evaluation of medical devices - Part 12: Sample preparation and ®
reference materials (2007).
CraHpapTbl 60pTOBOro o6opynoBaHus
RTCA DO-160E, Radio Technical Commission for Aeronautics, Environmental Conditions and Test g
Procedures for Airborne Equipment, Section 21.0 Emission of Radio Frequency Energy, Category B. g
118.
Cranpapt DICOM
NEMA PS 3.15, Digital Imaging and Communications in Medicine (DICOM)-Part 15: Security and a
System Management Profiles. -
B
xt
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Cranpgapt HIPAA
Health Insurance and Portability and Accountability Act, Pub.L. No. 104-191.

45 CFR 160, General Administrative Requirements.
45 CFR 164, Security and Privacy.
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S Series Ultrason Sistemi
Kullanici Kilavuzu Eki P15865-04

2
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Giris 175
Kullanim amaglari 175
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Etiketleme sembolleri 185 z
Standartlar 186

Bu kullanicr kilavuzu ekinde, asagidaki konular agiklanmaktadir: >

+ Ek glivenlik bilgileri temin edilmektedir 2

=

+ Uyumlu aksesuar ve yan birimler listesi glincellenmistir

Giris
Kullanicr kilavuzu sonografi veya klinik uygulamalar hakkinda egitim almis ultrason tekniklerini bilen

bir okuyucu icin tasarlanmistir. S Series ultrason sistemini kullanmadan 6nce, boyle bir egitimi almig
olmaniz gerekmektedir.

Kullanim amaclari

Hekim hastanin arkasinda bulunur ve donisturiicliyu hastanin viicudunda (invazif prosedirler icin
icinde) istenen ultrason resmini elde etmek icin gereken yere yerlestirir.

=
=
|
<
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Resimlerin ve kliplerin kaydedilmesi

Sistem durumu alanindaki yiizde simgesi dahili depolamada kullanilan alanin ytizdesini gosterir.
Bos alan kalmadiginda bir goriintii veya klibi kaydetmek isterseniz sistem sizi dahili bellegin dolu
oldugu yoniinde ikaz eder. Bu sorunu gidermek icin tutmak istediginiz goérinti ve klipleri arsivleyin
ve sonra bos alan agmak icin bunlari sistemden silin.

Baglanti ayarlari

SiteLink™ sorunlariicin SiteLink Image Manager (SiteLink Resim Yoneticisi) kullanici kilavuzuna bakin.
Depolama islemi, arsivleyiciler ve MPPS gibi DICOM® sorunlari igin SonoSite Sistemlerde DICOM
Verilerini Gonderme ve Alma'ya bakin.

Bakim

Tum bakim gereksinimleri bu kullanicr kilavuzunda agiklanmistir. Kullanici kilavuzunda anlatilanlar
disindaki bakim prosediirlerinin gerceklestirilmesi {irlin garantisini gecersiz kilabilir.

UYARI: ‘ S Series ultrason sistemini degistirmeyin.

Sorun Giderme

176

Ekran lizerinde Ig bakim simgesi goriintiileniyor. Sistemi yeniden baslatin. Sorun tekrarlanirsa,
sistem bakimi gerekli olabilir. C: satinnda parantez icerisinde goruntulenen sayilari not alin ve
SonoSite ile veya kendi SonoSite temsilcinizle baglanti kurun.

Sistem “ensure the USB device is valid” (USB aygitinin gecerli oldugundan emin olun) uyarisi
veriyor. USB depolama aygitinin sifre korumasinin etkinlestiriimediginden ve hatali olmadigindan
emin olun.

Sistem ile birlikte verilen USB depolama aygitini kullanin.

Sistem “ensure the USB device contains valid data” (USB aygitinin gecerli bir veri icerdiginden
emin olun) uyarisi veriyor. USB depolama aygitinda veri oldugundan emin olun.

Ozgiin veriyi USB depolama aygitina yeniden aktarin.
Sistem yoneticinize basvurun.

Sistem “Incompatible power supply” (Uyumsuz gii¢ kaynagi) uyarisi veriyor. . . Sistem ile birlikte
verilen gli¢ kaynadini kullanin. Bkz. “Uyumlu aksesuarlar ve yan birimler” sayfa 180.

Hasta bilgisi formu olusturmayi denerken sistem “Maximum number of procedure entries
reached” (Maksimum prosediir girdisi sayisina erisildi) uyarisi goriintiiliiyor. Hasta
muayenelerini arsivleyerek veya disari aktararak ve sonra bunlari sistemden silerek dahili depolama
alanini bosaltin.
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Sistem “Unable to save image or clip. You have reached the maximum number of images/clips
allowed for a single patient.” (Resim ya da klip kaydedilemiyor. Tek bir hasta icin izin verilen
maksimum resim/klip sayisina ulastiniz) uyarisini goriintiiliiyor. Hasta muayenesinden
istenmeyen goriinti ya da klipleri silin. Talimatlar icin, ultrason sistemi kullanici kilavuzuna bakin.

Elektrik glivenligi g
]
UYARI: Elektrik carpmasi riskinden kaginmak igin:
+ Bu ekipman yalnizca toprak korumasi olan prizlere baglanmalidir.
+ Barkod tarayicinin hastaya dokunmasina izin vermeyin.
Gl kaynaginin ya da baglayicinin hastaya dokunmasina izin vermeyin. %
« Ayni anda gli¢ kaynagina ve hastaya dokunmayin. i
')
Akii guivenligi
UYARI: Akunun tam olarak sarj oldugundan emin olmak icin diizenli olarak kontrol edin. E
Akl tam olarak sarj olmuyorsa degistirin. -;’
A
UYARI: Hasarli akiiyli SonoSite Teknik Destedi yonergelerini uygulamadan gondermeyin. =
Tehlikeli materyaller B
n
n
UYARI: Uriinler ve aksesuarlar zararl maddeler icerebilir. Uriin ve aksesuarlarin cevreye E‘

duyarh bir tutum icinde elden cikarildigindan ve tehlikeli maddelerin elden
cikanlmasi ile ilgili federal ve yerel diizenlemeleri karsiladigindan emin olun.

=
=
=
=<
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Elektromanyetik uyumluluk

UYARI:

Dikkat:

Dikkat:

178

S Series ultrason sistemi baska bir cihazla yan yana veya Ust tste kullanilmamalidir.
Boyle bir kullanimda S Series ultrason sisteminin normal sekilde calistigini
dogrulayin.

Artan elektromanyetik emilim veya azalan bagisiklik riskinden kaginmak icin yalnizca
SonoSite tarafindan tavsiye edilen aksesuarlar ve yan birimleri kullanin. SonoSite
tarafindan tavsiye edilmeyen aksesuarlarin ve yan birimlerinin ultrason sistemine
takilmasi ultrason sisteminin veya bu alandaki diger medikal elektrikli cihazlarin
hatali calismasina neden olabilir. SonoSite tarafindan tavsiye edilen veya
SonoSite’dan alinabilecek aksesuar ve yan birimlerin bir listesi icin SonoSite veya
yerel temsilcinize basvurun.

Elektrostatik bosalma (ESD) veya statik sok dogal olarak ortaya ¢ikan bir olgudur.
ESD isitma veya klima cihazlarinin neden olabilecegi diisiik nem durumlarinda sik
karsilasilan bir durumdur. ESD, sarj edilmis bir gévdeden daha disuk veya sarj
edilmemis bir gévdeye elektrik enerjisinin bosalmasidir. Bosalma derecesi bir
donisturiicu veya ultrason sisteminde hasara neden olabilecek kadar belirgin
olabilir. Asagidaki 6nlemler, ESD'nin azaltilmasina yardimai olabilir: hallarin tizerine
anti-statik sprey, musamba Uzerine anti statik sprey ve anti-statik paspaslar.
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Ara uzakhgi

Tasinabilir ve mobil RF iletisim cihazlari ve S Series ultrason sistemi arasindaki 6nerilen ayirma
uzakhklan

S Series ultrason sistemi, yayilan radyo frekansi parazitlerinin kontrol edildigi bir elektromanyetik

ortamda kullanim icin amaclanmistir. S Series ultrason sistemi musterisi ya da kullanicisi, z
tasinabilir ve mobil RF iletisim cihazlari (vericiler) ile S Series ultrason sistemi arasinda asagida g
belirtilen sekilde iletisim cihazlarinin maksimum giic cikisina gére minimum bir uzaklik
saglayarak elektromanyetik paraziti 5nlemeye yardimci olabilir.
Vericinin frekansina goére ara uzakhgi
Nominal m 7,
maksimum §
verid a'/k'f‘ guct 150 kHz - 80 MHz 80 MHz - 800 MHz 800 MHz - 2,5 GHz 5
att
d=1,2 /P d=1,2./P d=2,3 /P
0,01 0,12 0,12 0,23
0,1 0,38 0,38 0,73 2
]
<
1 1,2 1,2 2,3 5_
10 38 3,8 7.3
100 12 12 23
0
Yukarida listelenmeyen maksimum ¢ikis gliclindeki vericiler icin metre (m) cinsinden 6nerilen E
ara uzakhdi (d) vericinin frekansi icin gecerli olan denklem kullanilarak tahmin edilebilir, burada =
3

P, verici Ureticisine gore watt (W) cinsinden vericinin maksimum cikis guicii derecesidir.

Not: 80 MHz ve 800 MHZz'de daha yliksek frekans aralidi icin ara uzakhdi uygulanir.

Bu ilkeler her durum icin gecerli olmayabilir. Elektromanyetik yayiim, yapilar, esyalar ve insanlar
araciligiyla olusan yansima ve emmeden etkilenir.

=
=
-
=<
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Uyumlu aksesuarlar ve yan birimler

180

SonoSite, asagidaki aksesuar ve yan birimlere sahip S Series ultrason sistemini test etmis ve
IEC60601-1-2:2007 gereksinimlerine uygunlugunu gostermistir.

S Series ultrason sistemiyle SonoSite aksesuarlarini ve G¢linci taraf yan birimleri kullanabilirsiniz.

UYARI: Aksesuarlarin S Series ultrason sistemi disindaki medikal sistemlerle
kullanilmasi, medikal sistemden artan salima veya azalan korumaya neden
olabilir.

UYARI: Belirtilenlerin disindaki aksesuarlarin kullanilmasi, ultrason sistemden artan
salima veya azalan korumaya neden olabilir.

S Series ultrason sistemiyle uyumlu aksesuar ve yan birimler

Tanim Maksimum Kablo Uzunlugu
C11x donlstirici 20m
C60x donustiiriici 1,8m
HFL38x donustiriici 1,8m
HFL50x donustirici 1,8m
ICTx donistirici 1,8m
L25x donusturicu 24m
L38xi donustiirtict 1,7m
L52x donisturici 24m
P10x donistirdci 20m
P21x DOnusturicu 20m
SLAx donistirici 24m
TEEx Donusturicu 23m
Barkod tarayici 1,5m

PowerPack icin akd -
Akl Paketi -
Akl PowerPack -

Siyah-beyaz yazici -



ysueq

S Series ultrason sistemiyle uyumlu aksesuar ve yan birimler (Devam)
Siyah-beyaz yazici gl¢ kablosu Tm
Siyah-beyaz yazici USB kablosu 33m

Renkli yazici -

2
Renkli yazici glig kablosu Tm 2
Renkli yazici video kablosu 1,8m
V-Evrensel Standi -
Kiglik fare 1,8m g
Gli¢ kablosu (sistem) 3m %
DC kablolu gti¢ kaynagi 2m
Gu¢ kaynagi AC kablosu Tm

m
PowerPark - _%
Uclii Déniistiiriicii Baglantisi - 3
USB klavye -
USB kablosuz adaptori -

H

Kilavuz ve iireticinin bildirisi <

UYARI: Diger cihazlar hatta CISPR emisyon gereksinimleriyle uyumlu cihazlar bile
S Series ultrason sistemiyle girisimde bulunabilir.

S Series ultrason sistemi, 2.412 ila 2.4835 GHz arasi ISM frekansi bandini kullanan ve (g iletim yontemi
uygulayan bir IEEE 802.11 verici kullanir:

+ 17 dBm’de Tamamlayici Kod Anahtarlama (CCK), Farksal Dortlii Faz Kaydirmali Anahtarlama
(DQPSK) ve Farksal ikili Faz Kaydirmal Anahtarlama (DBPSK) 6zellikli IEEE 802.11b

+ 14 dBm’de Dikey Frekans Bélmeli Coklama (OFDM) 6zellikli IEEE 802.11g
+ 14 dBm’de OFDM 6zellikli IEEE 802.11n

=
=
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Kilavuz ve Uretici Bildirimi - Elektromanyetik Salimlar

S Series ultrason sistemi, asagida belirlenen elektromanyetik ortamda kullanim icin tasarlanmistir.
S Series ultrason sisteminin misteri ya da kullanicisi cihazin boyle bir ortamda kullaniimasini

saglamaldir.
Salimlar Testi Uygunluk Elektromanyetik Ortam
RF salimlari 1. Grup S Series ultrason sistemi ic islevleri icin yalnizca RF
CISPR 11 enerjisi kullanir.
Bu nedenle, RF salimlari ¢ok diistik olup yakindaki
elektronik aletlerde parazit yaratma olasiligi yoktur.
RF salimlari A Sinifi S Series ultrason sistemi, yasam konutlari ve bu
CISPR 11 amacla kullanilan binalara enerji saglayan diisik
: voltajli halk elektrik sebekesine dogrudan bagli
Harmonik salimlar A Sinifi yapilar disinda, tiim kuruluslarda kullanima
IEC 61000-3-2 uygundur.
Voltaj inis ¢ikislari Uyumludur

titreme salimlari
IEC 61000-3-3

Kilavuz ve Uretici Bildirimi - Elektromanyetik Koruma

S Series ultrason sistemi, asagida belirlenen elektromanyetik ortamda kullanim iin tasarlanmistir.
S Series ultrason sisteminin musteri ya da kullanicisi cihazin bdyle bir ortamda kullanilmasini

saglamaldir.
- . |IEC60601 - .

Bagisiklik Testi Test Seviyesi Uygunluk Seviyesi Elektromanyetik Ortam

Elektrostatik +6.0KV temas +6.0KV temas Zemin, tahta, beton ya da

Bosalim (ESD) +8.0KV hava +8.0KV hava seramik doseme olmalidir.

IEC 61000-4-2 Zemin sentetik malzemeyle
kapliysa, bagil nem en az %30
olmalidir.

Hizl elektrik Glc kaynagi hatlann  Gui¢ kaynagi hatlari Ana hat elektrik kalitesi, tipik

Gecisi icin 2KV icin £2KV bir ticari ya da hastane

patlamasi giris/cikis hatlar Giris/cikis hatlari ortamina uygun olmalidir.

IEC 61000-4-4 icin £1KV icin £1KV



Kilavuz ve Uretici Bildirimi - Elektromanyetik Koruma (Devam)

S Series ultrason sistemi, asagida belirlenen elektromanyetik ortamda kullanim igin tasarlanmistir.
S Series ultrason sisteminin misteri ya da kullanicisi cihazin boyle bir ortamda kullaniimasini

saglamalidir.
- . IEC60601 - .
Bagisiklik Testi Test Seviyesi Uygunluk Seviyesi Elektromanyetik Ortam
Gerilim Hatlar arasi +1KV Hatlar arasi 1KV Ana hat elektrik kalitesi, tipik
Dalgalanmasi Hat-toprak arasi Hat-toprak arasi bir ticari ya da hastane
IEC 61000-4-5 +2KV +2KV ortamina uygun olmalidir.
Elektrikkaynagi  <%5 Ut <%5 Ut Ana hat elektrik kalitesi, tipik
girig hatlarinda (5 o495 batinimis Uy) ~ (>%95 batirlmis U;)  Pir ticari ya dahastane
voltaj dususleri, s R ortamina uygun olmalidir.
c 0,5 devir icin 0,5 deviricin . . L
kisa kesintiler o . S Series ultrason sisteminin
ve voltaj %40 Uz %40 Uz kullanicisi ana hat kesintisi
degismeleri (%60 batinlmig Uy) (%60 batirlmis Uy) sirasinda ¢alismaya devam
IEC 61000-4-11 5 devirigin 5 devir icin etmek isterse, S Series ultrason
%70Ur %70U7 sisteminin kesintisiz bir gu¢
%30 batirilmis U %30 batirilmis U kaynagindan ya da akiiden
(%30 batinlmig Up) (%30 batinlmis Uy) giic alarak calistiriimasi
25 devirigin 25 devir igin snerilir.
<%5 UT <%5 UT

Glig Frekansi
Manyetik Alani

IEC 61000-4-8

iletilen RF
IEC 61000-4-6

(>%95 batirimis Ug)
5sicin
3A/m

3Vrms
150 kHz - 80 MHz

(>%95 batiriimis Uy)
5sicin
3A/m

3Vrms

Glic frekansi manyetik alanlari,
tipik bir isyeri veya hastane

ortamindaki tipik bir konumun
ozellikleri diizeyinde olmalidir.

Tasinir ve gezer RF iletisim
donanimi, kablolar dahil

S Series ultrason sisteminin hig
bir parcasinin, vericinin
frekansina uygun denklemle
hesaplanmis, 6nerilen ara
uzakhgindan daha yakininda
kullanilmamalidir.

Onerilen Ara Uzakhg
d=12.P
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Kilavuz ve Uretici Bildirimi - Elektromanyetik Koruma (Devam)

S Series ultrason sistemi, asagida belirlenen elektromanyetik ortamda kullanim iin tasarlanmistir.
S Series ultrason sisteminin misteri ya da kullanicisi cihazin boyle bir ortamda kullaniimasini

saglamalidir.

o . IEC60601 - .
Bagisiklik Testi Test Seviyesi Uygunluk Seviyesi Elektromanyetik Ortam
Yayilan RF 3V/m 3V/m d=12./pP
IEC 61000-4-3 80 MHz - 2,5 GHz 80 MHz - 800 MHz

d=23./P

800 MHz - 2,5 GHz

Burada P, vericinin Ureticisine
gore, vericinin Vat (W) olarak
maksimum ¢ikis derecesi ve d
de metre (m) olarak onerilen
ara uzakliktir.

Elektromanyetik alan
olcuimiyle? belirlendigi gibi,
sabit RF vericilerinin alan
gucleri, her frekans
araligindaki uyum diizeyinden
daha az olmalidir®.

Susembolleisaretlidonanimin
yakininda parazit olusabilir:

Not: Uy Test seviyesinin uygulanmasindan énceki AC elektrik sebekesi voltajidir.

80 MHz ve 800 MHz'de daha yiiksek frekans araligi uygulanir.

Bu ilkeler her durum icin gecerli olmayabilir. Elektromanyetik yayihm, yapilar, esyalar ve insanlar araciligiyla
olusan yansima ve emmeden etkilenir.

a. Radyo telefonlar (cep veya telsiz) ve gezer kara radyolari, amator radyo, AM ve FM radyo yayin ve TV yayin
istasyonlari gibi sabit vericilerin alan gii¢cleri teorik olarak dogru tahmin edilemez. Sabit RF vericileri
nedeniyle elektromanyetik cevreyi 6lcmek icin, bir elektromanyetik alan 6l¢limi g6z 6niine alinmalidir.
SonoSite ultrason sisteminin kullanildigi yerde dlcilen alan glict yukarndaki gecerli RF uyum diizeylerini
gecerse, SonoSite ultrason sisteminin calismasinin normal oldugu, gézlemlenerek kontrol edilmelidir.
Anormal performans goriliirse, SonoSite ultrason sisteminin yoninln ya da yerinin degistirilmesi gibi ek
onlemler alinmasi gerekebilir.

b. 150kHz ila 80MHz frekans araliginin Gzerindeki alan giicleri, 3V/m degerinden daha az olmalidir.

FCC Uyarisi: Uygunluktan sorumlu olan tarafca acik¢a onaylanmayan degisiklikler kullanicinin cihazi
calistirma yetkisini gecersiz kilabilir.
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Bu cihaz FCC Kurallarinin 15. bélimine uygundur. Calistiriimasi asagidaki iki kosula tabidir:
+ Bu cihaz zararl girisime neden olmayabilir.

+ Bucihaz, istenmeyen calistirma kosullarina yol acabilen girisim dahil olmak tizere, alinan girisimleri
kabul etmelidir.

Koruma testi gereksinimleri E
w
S Series ultrason sistemi, IEC 60601-1-2 ve IEC 60601-2-37'de belirtilen 6nemli performans o
gereksinimleriyle uyumludur. Koruma testi sonuglari S Series ultrason sisteminin gereksinimleri
karsiladigini ve asagidakilerden bagimsiz oldugunu gdstermektedir:
« Dalga bigcimindeki giriiltl veya bir resimdeki artefaktlar veya bozulmalar ya da fizyolojik etkiye
baglanamayan ve taniyi degistirebilecek bir goriintiilenen sayisal deder hatasi %
>
+ Yapilacak taniyla ilgili hatali sayisal degerlerin goriintiilenmesi ::'r
« Gostergelerle ilgili hatali glivenligin goriintilenmesi
- Istenmeyen veya asiri ultrason ciktisinin Gretilmesi
« Istenmeyen veya asin dénistiriicii takimi yiizey sicakhg Giretimi E
« Vicutici kullanimda istenmeyen kontrolstiz donusturiict takimi hareketinin Gretilmesi -;’
A
Q.
Etiketleme sembolleri
<3
Sembol Tanim §
S
i’m Sicaklik sinirlamasi =

,I Atmosferik basing sinirlamasi
I i— Nem sinirlamasi
"

RF verici =
(@) >
s
@ Yapilmamasi gereken: itmeyin
4
fig
B
xt
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Zorunlu islem: Tagima konumu gerekir

Uretici

Avrupa Toplulugunda yetkili temsilci

Dikkat, kullanici kilavuzuna bakin

Kullanim talimatlarini uygulayin.

@l>ﬁ£zﬁﬂ
El

Standartlar

Elektriksel glivenlik standartlar

186

IEC 60601-1:1988, International Electrotechnical Commission, Medical Electrical Equipment-Part 1.
General Requirements for Safety.

IEC 60601-1:2005, Medical electrical equipment - Part 1: General requirements for basic safety and
essential performance.

AAMI / ANSI ES 60601-1:2005, Medical electrical equipment - Part 1: General requirements for basic
safety and essential performance.

IEC 60601-1-1:2000, Medical Electrical Equipment-Part 1-1. General Requirements for Safety-Section
1-1. Collateral Standard. Safety Requirements for Medical Electrical Systems.

IEC 60601-2-37:2001, International Electrotechnical Commission, Particular Requirements for the
Safety of Ultrasonic Medical Diagnostic and Monitoring Equipment.

IEC 60601-2-37:2007, Medical electrical equipment - Part 2-37: Particular requirements for the basic
safety and essential performance of ultrasonic medical diagnostic and monitoring equipment.

CAN/CSA C22.2, No. 60601-1, Canadian Standards Association, Medical Electrical Equipment-Part 1.
General Requirements for Safety.

CAN/CSA C22.2,No.60601-1:08, Medical Electrical Equipment - Part 1: General Requirements for Basic
Safety and Essential Performance.

IEC 61157, International Electrotechnical Commission, Standard Means for the Reporting of the
Acoustic Output of Medical Diagnostic Ultrasonic Equipment.



EMC siniflandirma standartlan

IEC 60601-1-2:2007, Medical electrical equipment - Part 1-2: General requirements for basic safety
and essential performance - Collateral standard: Electromagnetic compatibility - Requirements and
tests.

CISPR 11, International Electrotechnical Commission, International Special Committee on Radio
Interference. Industrial, Scientific, and Medical (ISM) Equipment - Radio-Frequency Disturbance
Characteristics-Limits and Methods of Measurement. Classification for the ultrasound system,
docking system, accessories, and peripherals when configured together: Group 1, Class A.

Akustik standartlar
NEMA UD 2-2004, Acoustic Output Measurement Standard for Diagnostic Ultrasound Equipment.

NEMA UD 3-2004, Standard for Real-Time Display of Thermal and Mechanical Acoustic Output Indices
on Diagnostic Ultrasound Equipment, American Institute of Ultrasound in Medicine.

Biyolojik uyumluluk standartlari

AAMI/ANSI/ISO 10993-1, Biological evaluation of medical devices - Part 1: Evaluation and testing
(2009).

AAMI/ANSI/ISO 10993-5, Biological evaluation of medical devices - Part 5: Tests for In Vitro
cytotoxicity (2009).

AAMI/ANSI/ISO 10993-10, Biological evaluation of medical devices - Part 10: Tests for irritation and
delayed-type hypersensitivity (2002).

AAMI/ANSI/ISO 10993-11, Biological evaluation of medical devices - Part 11: Tests for systemic toxicity
(2006).

AAMI/ANSI/ISO 10993-12, Biological evaluation of medical devices - Part 12: Sample preparation and
reference materials (2007).

Hava yoluyla dalga yayan cihazlarin standartlari

RTCA DO-160E, Radio Technical Commission for Aeronautics, Environmental Conditions and Test
Procedures for Airborne Equipment, Section 21.0 Emission of Radio Frequency Energy, Category B.
118.

DICOM standardi

NEMA PS 3.15, Digital Imaging and Communications in Medicine (DICOM)-Part 15: Security and
System Management Profiles.

HIPAA standardi
Health Insurance and Portability and Accountability Act, Pub.L. No. 104-191.

45 CFR 160, General Administrative Requirements.
45 CFR 164, Security and Privacy.
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RAF BB A

RYURES X 70 L B Bos W th B B 0 e S A 2R, a2
TRAF R BIE P, B 7S DSOREE 5 1 A B A 0 AR ok bt il A, g F A B2 R B 1) LR AT By
VRS, AR AR OB DR TBCA T]

EEERE

£ 5% SiteLink™ [/, %2 4 SiteLink Image Manager Jl /' #6/i . 3 ¢ DICOM® |18, #n A7 fikHff
Ay JARYHT MPPS, %20 77 SonoSite 45 | K IXAIFEL DICOM #(#.

i

AF PSR A T T AR IR HUT CHERE) R R A TR RS {7 B AR
G
ook ‘W%@ﬁswmﬁgﬂ%

W FEHERR
R b B4 B S HHRAGR. MEWEBEESHI, AJReFEIHTEBSEY . B AT
WS TFICF Ik, FHELR SonoSite B 51 SonoSite X% .

A IRRE “ensure the USB device is valid (Ffiff USB 4G %) « " ffifx: USB 7 1k 5 A2
FH R HoA R A
1% F B R 75 £3CRL 5 7Y USB A7l 045 o

M R “ensure the USB device contains valid data (7fi {3 USB ¥4 AL &4 208dE) o
PR USB 1EAit & 25 - A-AESLH

W JE A6 50E B0 T & USB 17 % .

HHRRENRAEHER .

B ERRE “Incompatible power supply  CRAEZE IR ... %0 il BERE UK 52 1 L
Ja. ESREE 193 TUER “ SRA MRS E B 7.

HEREBEEEREN, EFMNERHRE “Maximum number of procedure entries reached
(CREREFFEMRREE) 7o EEAMESTHEFRE, A5 NR G MIFRIX L 8 A
SRR TP EB AT i 7 1]

HFE M E AR E “Unable to save image or clip. You have reached the maximum number of
images/clips allowed for a single patient (G {GRAFEUZEE . & CIA R A BE 1 R vr K
BE R RREE) Yo ENEERETRBRAEMATEGEGME . AU, 15208
FEACH PR .
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IR e B B
%R B3) RF BEE AR S Series # F{U[A] IR IR B
S Series X BTHA THRSHN I (RF) TR Z B EHI KRBT, Edge BAHIZ B

PHUBEESRENRE RN GHIIE, ZRUTEUEFREENR. B3 RFEGSEEM
S Series FBAE{X I B/MERS, #EBHEE BAETTR .

R4 5 S LA SR 1 e o B
REHUFERK A (m)
i Th R
(W) 150 kHz & 80 MHz 80 MHz £ 800 MHz 800 MHz £ 2.5 GHz
d=1.2 ./P d=1.2./P d=2.3 ./P
0.01 0.12 0.12 0.23
0.1 0.38 0.38 0.73
1 1.2 1.2 2.3
10 3.8 3.8 7.3
100 12 12 23

X IR AR A e f K HE D R S AL, AT DA 5 R S AT A AR I8 1) 2 3SR Ak B
(R RE 5 (d), LK (m) A ERAL. Forb PO S AL I v A e 1) R S LAE B K3t TR, By
FTLERF (W)o

JEFE: 780 MHz F11800 MHz, I J ¢ e 435 114 1] g £ B

ifgﬁfi@ A] BEH A T AT G 1E UL G AEHE 2 825 1 X RN 27 TR ST
SEFFIERE N o
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IEEE 802.11b

HAb e, HER

5 S Series @ FE {GRARIM A B RE (8D

Tm

33m

Tm

1.8m

1.8m
3m

2m

Tm

Fiér CISPR 3RS ORI 2%, AT RET-H S Series i A 4%

S Series X f# ] IEEE 802.11 FRUSH LA & S AL o ZFIHLAT A AL A 2.412 GHz % 2.4835 GHz
T ISM S50 I S fite = & 58 7 v

- HA 17 dBm MM (CCK). PUITZ 70 M Hi % (DQPSK) A2 7 — ki 7 A1 i % (DBPSK) (1)

- HA 14dBm FIEAEH E 4R (OFDM) 1) IEEE 802.11g
- H7% 14dBm  OFDM [ IEEE 802.11n
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PR Fid K CERTEINT
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f EEHET, EHESH (HEED)

A
IEC 60601-1:1988, International Electrotechnical Commission, Medical Electrical Equipment-Part 1.
General Requirements for Safety.

IEC 60601-1:2005, Medical electrical equipment - Part 1: General requirements for basic safety and
essential performance.

AAMI / ANSI ES 60601-1:2005, Medical electrical equipment - Part 1: General requirements for basic
safety and essential performance.

IEC 60601-1-1:2000, Medical Electrical Equipment-Part 1-1. General Requirements for Safety-Section
1-1. Collateral Standard. Safety Requirements for Medical Electrical Systems.

IEC 60601-2-37:2001, International Electrotechnical Commission, Particular Requirements for the
Safety of Ultrasonic Medical Diagnostic and Monitoring Equipment.

IEC 60601-2-37:2007, Medical electrical equipment - Part 2-37: Particular requirements for the basic
safety and essential performance of ultrasonic medical diagnostic and monitoring equipment.
CAN/CSA C22.2, No. 60601-1, Canadian Standards Association, Medical Electrical Equipment-Part 1.
General Requirements for Safety.

CAN/CSA C22.2,No.60601-1:08, Medical Electrical Equipment - Part 1: General Requirements for Basic
Safety and Essential Performance.

IEC 61157, International Electrotechnical Commission, Standard Means for the Reporting of the
Acoustic Output of Medical Diagnostic Ultrasonic Equipment.

EMC FruEsr2K

IEC 60601-1-2:2007, Medical electrical equipment - Part 1-2: General requirements for basic safety
and essential performance - Collateral standard: Electromagnetic compatibility - Requirements and
tests.

CISPR 11, International Electrotechnical Commission, International Special Committee on Radio
Interference. Industrial, Scientific, and Medical (ISM) Equipment - Radio-Frequency Disturbance
Characteristics-Limits and Methods of Measurement. Classification for the ultrasound system,
docking system, accessories, and peripherals when configured together: Group 1, Class A.
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NEMA UD 2-2004, Acoustic Output Measurement Standard for Diagnostic Ultrasound Equipment.

NEMA UD 3-2004, Standard for Real-Time Display of Thermal and Mechanical Acoustic Output Indices
on Diagnostic Ultrasound Equipment, American Institute of Ultrasound in Medicine.

AR PR

AAMI/ANSI/ISO 10993-1, Biological evaluation of medical devices - Part 1: Evaluation and testing
(2009).

AAMI/ANSI/ISO 10993-5, Biological evaluation of medical devices - Part 5: Tests for In Vitro
cytotoxicity (2009).

AAMI/ANSI/ISO 10993-10, Biological evaluation of medical devices - Part 10: Tests for irritation and
delayed-type hypersensitivity (2002).

AAMI/ANSI/ISO 10993-11, Biological evaluation of medical devices - Part 11: Tests for systemic toxicity
(2006).

AAMI/ANSI/ISO 10993-12, Biological evaluation of medical devices - Part 12: Sample preparation and
reference materials (2007).

PLER B IR

RTCA DO-160E, Radio Technical Commission for Aeronautics, Environmental Conditions and Test
Procedures for Airborne Equipment, Section 21.0 Emission of Radio Frequency Energy, Category B.
118.

DICOM F5#E

NEMA PS 3.15, Digital Imaging and Communications in Medicine (DICOM)-Part 15: Security and
System Management Profiles.

HIPAA #5
Health Insurance and Portability and Accountability Act, Pub.L. No. 104-191.

45 CFR 160, General Administrative Requirements.
45 CFR 164, Security and Privacy.
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IEC 60601-1:1988, International Electrotechnical Commission, Medical Electrical Equipment-Part 1.
General Requirements for Safety.

IEC 60601-1:2005, Medical electrical equipment - Part 1: General requirements for basic safety and
essential performance.

AAMI / ANSI ES 60601-1:2005, Medical electrical equipment - Part 1: General requirements for basic
safety and essential performance.

IEC 60601-1-1:2000, Medical Electrical Equipment-Part 1-1. General Requirements for Safety-Section
1-1. Collateral Standard. Safety Requirements for Medical Electrical Systems.

IEC 60601-2-37:2001, International Electrotechnical Commission, Particular Requirements for the
Safety of Ultrasonic Medical Diagnostic and Monitoring Equipment.

IEC 60601-2-37:2007, Medical electrical equipment - Part 2-37: Particular requirements for the basic
safety and essential performance of ultrasonic medical diagnostic and monitoring equipment.
CAN/CSA C22.2, No. 60601-1, Canadian Standards Association, Medical Electrical Equipment-Part 1.
General Requirements for Safety.

CAN/CSA C22.2,No.60601-1:08, Medical Electrical Equipment - Part 1: General Requirements for Basic
Safety and Essential Performance.

IEC 61157, International Electrotechnical Commission, Standard Means for the Reporting of the
Acoustic Output of Medical Diagnostic Ultrasonic Equipment.

EMC 1B %8

IEC 60601-1-2:2007, Medical electrical equipment - Part 1-2: General requirements for basic safety
and essential performance - Collateral standard: Electromagnetic compatibility - Requirements and
tests.

CISPR 11, International Electrotechnical Commission, International Special Committee on Radio
Interference. Industrial, Scientific, and Medical (ISM) Equipment - Radio-Frequency Disturbance
Characteristics-Limits and Methods of Measurement. Classification for the ultrasound system,
docking system, accessories, and peripherals when configured together: Group 1, Class A.
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NEMA UD 2-2004, Acoustic Output Measurement Standard for Diagnostic Ultrasound Equipment.

NEMA UD 3-2004, Standard for Real-Time Display of Thermal and Mechanical Acoustic Output Indices
on Diagnostic Ultrasound Equipment, American Institute of Ultrasound in Medicine.

EMREERE

AAMI/ANSI/ISO 10993-1, Biological evaluation of medical devices - Part 1: Evaluation and testing
(2009).

AAMI/ANSI/ISO 10993-5, Biological evaluation of medical devices - Part 5: Tests for In Vitro
cytotoxicity (2009).

AAMI/ANSI/ISO 10993-10, Biological evaluation of medical devices - Part 10: Tests for irritation and
delayed-type hypersensitivity (2002).

AAMI/ANSI/ISO 10993-11, Biological evaluation of medical devices - Part 11: Tests for systemic toxicity
(2006).

AAMI/ANSI/ISO 10993-12, Biological evaluation of medical devices - Part 12: Sample preparation and
reference materials (2007).

HERERE
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RTCA DO-160E, Radio Technical Commission for Aeronautics, Environmental Conditions and Test
Procedures for Airborne Equipment, Section 21.0 Emission of Radio Frequency Energy, Category B.
118.

COM IEi#E
NEMA PS 3.15, Digital Imaging and Communications in Medicine (DICOM)-Part 15: Security and
System Management Profiles.

PAA 1R%
Health Insurance and Portability and Accountability Act, Pub.L. No. 104-191.
45 CFR 160, General Administrative Requirements.
45 CFR 164, Security and Privacy.
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