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Introduction
This user guide supplement provides information on the C8x transducer, compatible with the SonoSite Edge =
and SonoSite S Series ultrasound systems. It also provides supplemental information regarding safety, :_'7
touchpad care, and calculation references. 3
Getting started
o
2
Touchpad and cursor E
[
Make sure to keep the touchpad dry while in use. Moisture on the touchpad can cause the cursor to respond &
erratically.
Using AC power E
(]
When using AC power, position the system to allow easy access to disconnect it. 5
-
o
(%]

Introduction 1



To separate the system (and any connected equipment) from a supply mains

Note Disconnecting only the DC power cable from the system or (for Edge) dock does
not separate the system from the supply mains.

+ Disconnect the AC power cord from the power supply or (alternatively, if using a stand) from the AC
adapter on the stand base.

Imaging

Imaging modes and exams available by transducer

Table 1: Transducer, exam type, and imaging mode

Imaging mode

Transducer | Exam type 2D . , PW cw
M Mode = el Doppler Doppler
C8x \/ \/ \/ -

Prostate v

@ The optimization settings for 2D are Res, Gen, and Pen.

b The optimization settings for Color are low, medium, and high (flow sensitivity) with a range of PRF settings.

Measurements and calculations

Volume calculations

Transducer Exam type

C8x Prostate

Measurement publications and terminology (Cardiac)

The following are additional references for the Cardiac exam type.
Left Ventricular Mass in gm for 2D
Schiller, N.B., PM. Shah, M. Crawford, et. al. "Recommendations for Quantification of the Left Ventricle by

Two-Dimensional Echocardiography.” Journal of American Society of Echocardiography. September-
October 1998, 2:364.

2 Imaging



LV Mass = 1.05 * {[(5/6) * A1 * (a + d + t)] - [(5/6) * A2 * (a + d)]}

where: A1 = Short axis area, diastole (Epi)
A2 = Short axis area, diastole (Endo)
a = Long or semi major axis
d = Truncated semi major axis from the widest short axis diameter to mitral annulus plane
t = Myocardial thickness

Left Ventricular Mass in gm for M Mode

Oh, JK., J.B. Seward, A.J. Tajik. The Echo Manual. 2nd Edition, Boston: Little, Brown and Company, (1999),
39.

LV Mass = 1.04 [(LVID + PWT + IVST)3 - LVID®] * 0.8 + 0.6

where: LVID = Internal Dimension
PWT = Posterior Wall Thickness
IVST = Interventricular Septal Thickness
1.04 = Specific gravity of the myocardium
0.8 = Correction factor

Safety

Electrical safety

WARNING To avoid the risk of electrical shock, do not allow any part of the system
(including the bar code scanner, external mouse, power supply, power supply
connector, external keyboard, and so on), except for the transducer or ECG
leads, to touch the patient.

Safety 3
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Labeling symbols

Reference
number

Standards development

Title —
organization

Description

Consult
instructions for use

Manufacturer

European
community
authorized
representative

o
(]3]
"

Acoustic output

ISO 15223-1:2016 5.4.3
Medical devices — symbols

to be used with medical

device labels, labelling, and
information to be supplied -

Part 1: General requirements

ISO 15223-1:2016 5.1.1
Medical devices — symbols

to be used with medical

device labels, labelling, and
information to be supplied -

Part 1: General requirements

ISO 15223-1 5.1.2
Medical devices - symbols

to be used with medical

device labels, labelling and
information to be supplied.

Guidelines for reducing Ml and TI

Table 2: Ml

C8x /I\

\1’ Decrease or lower setting of parameter to reduce Ml.

4\ Increase or raise setting of parameter to reduce M.

Indicates the need for
the user to consult
the instructions for
use

Indicates the medical
device manufacturer,
as EU directives 90/
385/EEC, 93/42/EEC
and 98/79/EC

Indicates the
Authorized
representative in the
European Community

Acoustic output



Table 3: TI (TIS, TIC, TIB)

CPD settings
Transducer Box Box o
width depth &
n
-
e N N \/ (Depth)
\1/ Decrease or lower setting of parameter to reduce TI.
4\ Increase or raise setting of parameter to reduce TI. r.gn
£
3
Output display
Table 4: Tlor M1 > 1.0
M
m 2D/M Mode CPD/Color PW Doppler | CW Doppler g
€
o
C8x Ml Yes Yes Yes — )
TIC, TIB, or TIS No No Yes —
Table 5: Transducer surface temperature rise, internal use (°C) :_'7
3
Still air 11.3
Simulated use 55 s
g
Q
[
m>
(7]
2
(1]
[=3
Q
o
-
(=3
(%]
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Acoustic output tables

Table 6: Transducer model: C8x Operating mode: 2D

Index label m TIC
S
= = (b)

Global maximum index value 1.1 (@ —
Pr3 (MPa) 2.48
Wo (mW) # — — #
Y min of [W 3(z4).lta3(z1)] (mW) —
(2]
§ 5 Z4 (cm) =
g GE) Zpp (cm) =
B g Zp (ecm) 1.2 =
v
§ & deq(zsp) (Cm) -
< fe (MHz) 5.53 # — — — #
Dim of Agpt X (cm) # = = = #
Y (cm) # — — — #
PD (psec) 0.239
PRF (Hz) 9524
_5 P @Pll oy (MPa) 3.11
g *g deq@Pllay (cm) —
O S Focal Length FL, (cm) # — — #
c
. FL, (cm) # — — #
lpA3@Mlpax (W/cm?) 264
o w Control 1: Exam type Pro
— g
'% £ .8 Control 2: Optimization Pen
o § S Control 3: Depth 25-32
O = & Control 4: MB Off

(a) This index is not required for this operating mode; value is <1.
(b) This transducer is not intended for transcranial or neonatal cephalic uses.
# No data is reported for this operating condition since the global maximum index value is not reported for the

reason listed. (Reference Global Maximum Index Value line.)
— Data is not applicable for this transducer/mode.

6 Acoustic output



Table 7: Transducer model: C8x Operating mode: M Mode

O
17
s
Global Mmaximum index value 1.4 = (@ = (@ (b)
Pr3 (MPa) 3.16
Wo (mW) = # # # =
. (%)
Y min of [W 3(z4).l7a 3(z1)] (mW) — §
1) 1]
35 X (cm) — =X
g o
s “E’ Zbp (cm) —
® g Zgp (cm) 1.1 #
O a
g deq(Zsp) (cm) # 5
< e (MHz) 5.07 — # = # # =
o
Dim of Agprt X (cm) — # — # # @
Y (cm) = # = # #
PD (psec) 0.427
PRF (Hz) 800 _
S P@Pllay (MPa) 3.83 g
=] o
E ‘é’ deq@PIImaX (cm) # 3
o £ Focal Length FL, (cm) — # — #
FLy (cm) = # = #
lpA3@Mlpax (W/cm?) 482 ps
@ _ £ Control 1: Exam type Pro g
=0 O — Q
® == Control 2: Optimization Pen o
° @
& S § Control 3: Depth 42
o O
(a) This index is not required for this operating mode; value is <1.
(b) This transducer is not intended for transcranial or neonatal cephalic uses. 2
# No data is reported for this operating condition since the global maximum index value is not reported for the 2
reason listed. (Reference Global Maximum Index Value line.) ‘-';
— Data is not applicable for this transducer/mode. §
(%]
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Table 8: Transducer model: C8x Operating mode: Color

Index label m TIC
S
— — (b)

Global maximum index value 1.4 (@ —
Pr3 (MPa) 3.18
Wo (mW) # — — #
2 minof [W3(z4).lra3(24)] (mW) —
g o Z4 (cm) =
g z cm —
E % sz Ecm; 0.8 =
&5 P :
é - deq(zsp) (cm) —
< 1 (MHz) 482  # — — — #
Dim of Agpt X (cm) # = = = #
Y (cm) # = = = #
PD (psec) 0.694
PRF (Hz) 2548
_5 Pr@PIlax (MPa) 3.63
g B deq@Plimay (cm) —
O S Focal Length FL, (cm) # — — #
= FL, (cm) # — — #
lpA3@Mlpax (W/cm?) 555
Control 1: Exam type Pro
5 Control 2: Mode CvD
‘E’ " Control 3: 2D optimization/depth Pen /
Ss 15-1.9
_E’ 5 Control 4: Color optimization/PRF  High /
‘g § Any
8. Control 5: Color box position/size  Short &
narrow /
Any

(a) This index is not required for this operating mode; value is <1.
(b) This transducer is not intended for transcranial or neonatal cephalic uses.
# No data is reported for this operating condition since the global maximum index value is not reported for the

reason listed. (Reference Global Maximum Index Value line.)
— Data is not applicable for this transducer/mode.

8 Acoustic output



Table 9: Transducer model: C8x Operating mode: PW Doppler

1z = @) — 2.0 (b)

O
0
[
§
Global maximum index value =
Pr3 (MPa) 2.59
Wo (mW) = # 36.0 #
2 minof [W3(z4).lra3(24)] (mW) — m
3 z (cm) — s
gg ! g
o uE) Zpp (cm) =
® g Zgp (cm) 1.1 1.10
19
2 % deq(Zsp) (cm) 0.28
< e (MHz) 479 — # = 4.79 # 5
Dim of Agprt X (cm) — # — 1.12 # 2
Y (cm) — # — 0.40 # @
PD (usec) 1.131
PRF (Hz) 1008
_5 Pr@PIlax (MPa) 3.10 —
2 deq@Plipyy (cm) 028 é—’
O .§ Focal Length FL, (cm) — # — # °
c
= FLy (cm) = # — #
lpa 3@Mlmay (W/cm?) 296
o Control 1: Exam type Pro Pro s
-% Tg .8 Control 2: Sample volume size 1 mm 1 mm g
g § '12 Control 3: Sample volume position Zone 5 Zone 5 §,
O = S Control 4: PRF 1008 3125
(a) This index is not required for this operating mode; value is <1.
(b) This transducer is not intended for transcranial or neonatal cephalic uses. =
# No data is reported for this operating condition since the global maximum index value is not reported for the i3
reason listed. (Reference Global Maximum Index Value line.) ‘_1
— Data is not applicable for this transducer/mode. g
o
(%]
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Einfahrung
Diese Erganzung zum Benutzerhandbuch enthalt Informationen zum C8x-Schallkopf, der mit den SonoSite =
Edge- und SonoSite S Series-Ultraschallsystemen kompatibel ist. AuBerdem sind erganzende Informationen :_'7
in Bezug auf Sicherheit, Pflege des Touchpads und Berechnungsreferenzen enthalten. 3
Erste Schritte
o
2
Touchpad und Cursor E
[
Sicherstellen, dass das Touchpad wahrend der Benutzung trocken bleibt. Feuchtigkeit auf dem Touchpad &
kann dazu fuhren, dass sich der Cursor ungewohnlich verhalt.
Verwenden von Wechselstrom E
]
Beim Betrieb mit dem Netzteil das System so aufstellen, dass es leicht vom Netz zu trennen ist. =
-
(=3
(%]
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Trennen des Systems (und aller angeschlossenen Gerite) von einer Stromversorgung

Hinweis Wird nur das Gleichstromkabel vom System bzw. (bei Edge) vom Dock getrennt,
erfolgt dabei keine Trennung des Systems von der Stromversorgung.

+ Das Netzkabel aus dem Netzteil bzw. (wenn alternativ ein Stativ verwendet wird) aus dem Netzadapter
an der Stativbasis ziehen.

Bildgebung

Verfluigbarkeit von Bildgebungsmodi und Untersuchungstypen je nach
Schallkopf

Tabelle 1: Schallkopf, Untersuchungstyp und Bildgebungsmodus

Bildgebungsmodus

PW- CW-
Doppler Doppler

C8x Prostata v v v v _

Untersu-

chungstyp CcPD" Farbe®

@ Die Optimierungseinstellungen bei der 2D-Bildgebung sind Res, Gen, und Pen.

b Die Optimierungseinstellungen fur Farbe sind ,niedrig™, ,mittel™ und ,hoch™ (Fluss-Sensitivitat) mit einer Auswahl
an PRF-Einstellungen.

Messungen und Berechnungen

Volumenberechnungen

m Untersuchungstyp

C8x Prostata

12 Bildgebung



Veroffentlichungen zur Messung und Terminologie (Herz)

Folgende stellen zusatzliche Referenzen fur den Herzuntersuchungsmodus dar.
Linksventrikuldare Masse in g fiir 2D

Schiller, N.B., PM. Shah, M. Crawford, et al. "Recommendations for Quantification of the Left Ventricle by
Two-Dimensional Echocardiography.” Journal of American Society of Echocardiography. September-
October 1998, 2:364.

LV Masse = 1,05 * {[(5/6) * A" * (a + d + t)] - [(5/6) * A® * (a + d)]}

wobei: A1 = Bereich der kurzen Achse, Diastole (Epi)
A2 = Bereich der kurzen Achse, Diastole (Endo)
a = Lange oder grof3e Halbachse

d = Gestutzte grof3e Halbachse vom weitesten Durchmesser der kurzen Achse zur Ebene
der Mitral6ffnung

t = Myokarddicke

Linksventrikuldre Masse in g fiir M-Modus

Oh, JK., J.B. Seward, A.J. Tajik. The Echo Manual. 2nd Edition, Boston: Little, Brown and Company, (1999),
39.

LV Masse = 1,04 [(LVID + PWT + IVST)® - LVID3] * 0,8 + 0,6

wobei: LVID = Innendurchmesser
PWT = Hinterwanddicke
IVST = Intraventrikulare Septumdicke
1,04 = Spezifische Dichte des Myokards
0,8 = Korrekturfaktor

Sicherheit

Elektrische Sicherheit

WARNHINWEIS Zur Vermeidung von elektrischen Schlagen keinen Teil des Systems
(Barcode-Leser, externe Maus, Netzteil, Netzteilstecker, externe Tastatur
usw.) den Patienten berUhren lassen. Eine Ausnahme bilden der
Schallkopf bzw. die EKG-Elektroden.

Veréffentlichungen zur Messung und Terminologie (Herz) 13
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Kennzeichnungssymbole

Referenz-
nummer

Normungsorganisation

Beschreibung

Gebrauchsanwei-
sungen beachten

Symbol Titel

Hersteller

Bevollmachtigter
Vertreter in der
Europaischen
Gemeinschaft

ISO 15223-1:2016 5.4.3
Medizinprodukte — Bei

Aufschriften von

Medizinprodukten zu

verwendende Symbole,

Kennzeichnung und zu liefernde
Informationen — Teil 1:

Allgemeine Anforderungen

ISO 15223-1:2016 5.1.1
Medizinprodukte — Bei

Aufschriften von

Medizinprodukten zu

verwendende Symbole,
Kennzeichnung und zu liefernde
Informationen — Teil 1:

Allgemeine Anforderungen

ISO 15223-1 5.1.2
Medizinprodukte — Bei

Aufschriften von

Medizinprodukten zu

verwendende Symbole,

Kennzeichnung und zu liefernde
Informationen

Schallausgangsleistung

Richtlinien zur Reduzierung des Ml und TI

Tabelle 2: MI

T

C8x 4\

\1’ Verringerung des Parameterwerts zur Reduzierung von MI.

4\ Erhéhung des Parameterwerts zur Reduzierung von Ml.

14

Gibt an, dass der
Benutzer die
Gebrauchsanweisung
konsultieren muss.

Gibt den Hersteller
des Medizinprodukts
an, gemaf EU-
Richtlinien 90/385/
EWG, 93/42/EWG
und 98/79/EG.

Gibt den
bevollmachtigten
Vertreter in der
Europadischen
Gemeinschaft an.

Schallausgangsleistung



m
S
=
=
=

Tabelle 3: Tl (TIS, TIC, TIB)

CPD-Einstellungen

Breite Hohe Tiefe
des des des Optimieren
Bereichs | Bereichs | Bereichs

e N/, N \/ (Tiefe)

PW-
Einstellungen

\1/ Verringerung des Parameterwerts zur Reduzierung von TI. m
©
4\ Erhéhung des Parameterwerts zur Reduzierung von TI. %:
Ausgangsleistungsanzeige
Tabelle 4: Tl oder Ml > 1,0 -
g
PW- CwW- i
SER GRS Doppler Doppler @
C8x Ml Ja Ja Ja =
TIC, TIB oder TIS  Nein Nein Ja - _
&
5
3
Tabelle 5: Anstieg der Schallkopfoberflaichentemperatur, interne Anwendung (°C)
o
Ruhende Luft 11,3 S
c
Simulierte Anwendung 5,5 E,
(7]
2
[]
o
Q
o
-
o
(%]
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Schallausgangsleistungstabellen

Tabelle 6: Schallkopfmodell: C8x Betriebsmodus: 2D
Index-Bezeichnung m TIC
Globaler maximaler Indexwert 1,1 (@) - - - (b)
Pro,3 (MPa) 2,48
Wo (mWwW) # - - #
Min. von (mW) =
Z(:, [Wo,3(z1).ta0,3(21)]
] 5':’ Z4 (cm) -
3 €z (cm) -
[T
=§ 8 Zgp, (cm) 1,2 =
ﬁ deq(zsp) (Cm) -
fe (MHz) 5,53 # - - - #
Dim. von Az X (cm) # = = = #
Y (cm) # - - - #
PD (us) 0,239
PRF (Hz) 9524
) g P,@Pll .y (MPa) 3,11
ag g deq@P.I.Imax (cm) -
& 5 Fokuslange FL, (cm) # - - #
= FL, (cm) # - - #
lpa0,3@MImay (W/cm?) 264
Steuerelement 1: Pro
s b §Untersuchungstyp
2 g’ € Steuerelement 2: Optimierung Pen
= < & Steuerelement 3: Tiefe 2,5—-
093 3,2
- Steuerelement 4: MB Aus

(a) Dieser Index ist fur diesen Betriebsmodus nicht erforderlich. Der Wert ist <1.
(b) Dieser Schallkopf ist nicht fur den transkraniellen Einsatz und fur Schadeluntersuchungen bei Neugeborenen
vorgesehen.

# FuUr diese Betriebsbedingung liegen keine Daten vor, da aus dem angegebenen Grund kein globaler
Maximalindexwert vorliegt. (Siehe Zeile ,Globaler maximaler Indexwert™.)
Fur diesen Schallkopf/Betriebsmodus nicht zutreffend.

16 Schallausgangsleistung



m
S
=
=
=

Tabelle 7: Schallkopfmodell: C8x Betriebsmodus: M-Modus

Index-Bezeichnung m TIC
e e
14 - (a) - (a) (b)

Globaler maximaler Indexwert

Pro,3 (MPa) 3,16
Wo (mW) = # # #
Min. von (mW) - m
z:, [Wo,3(21).lta0,3(21)] 5
» 8 7 (cm) - e
g GEJ Zbp (cm) -
% g Zgp (cm) 1,1 #
2 deq(Zsp) (cm) # 5
e (MHz) 5,07 - # = # # 5
Dim. von Agprt X (cm) - # - # # @
Y (cm) = # = # #
PD (us) 0,427
c PRF (Hz) 800 =
o % Pr@PIlax (MPa) 3,83 :_,_’_
g *g deq@PIImaX (cm) # 3
3 .§ Fokuslange FL, (cm) - # - #
< FL, (cm) - # - #
lpA0,3@MImay (W/cm?) 482 by
b g Steuerelement 1: Pro g
% gﬁ %” Untersuchungstyp o 5,
S5 2 Steuerelement 2: Optimierung Pen
& @ O Steuerelement 3: Tiefe 4,2
Q
(a) Dieser Index ist fur diesen Betriebsmodus nicht erforderlich. Der Wert ist <1. %
(b) Dieser Schallkopf ist nicht fur den transkraniellen Einsatz und fur Schadeluntersuchungen bei Neugeborenen =
vorgesehen. =
# FuUr diese Betriebsbedingung liegen keine Daten vor, da aus dem angegebenen Grund kein globaler 2
(%]

Maximalindexwert vorliegt. (Siehe Zeile ,Globaler maximaler Indexwert™.)
Fur diesen Schallkopf/Betriebsmodus nicht zutreffend.

Schallausgangsleistung 17



Tabelle 8: Schallkopfmodell: C8x Betriebsmodus: Farbe

Index-Bezeichnung m TIC
HE
- - (b)

Globaler maximaler Indexwert 1,4 (@ -
Pro,3 (MPa) 3,18
Wo (mW) # - - #
Min. von (mW) -
= [Wo3(z1).hao,3(z1)]
352 (cm) -
g % Zpnp (cm) =
% 5 7, (cm) 0,8 -
ﬁ deq(zsp) (cm) -
fe (MHz) 4,82 # - - - #
Dim. von Aot X (cm) # = = = #
Y (cm) # - - - #
PD (us) 0,694
PRF (Hz) 2548
% g p,@Pll, ., (MPa) 3,63
% ‘g’ deq@P.lllmax (cm)
& 5 Fokuslange FL, (cm) # - - #
£ FL, (cm) # - - #
lpA0,3@MImay (W/cm?) 555
Steuerelement 1: Untersuchungstyp  Pro
5 Steuerelement 2: Modus CvD
g S Steuerelement 3: 2D-Optimierung/ Pen /
3 2 Tiefe 1,5-1,9
g gn Steuerelement 4: Farboptimierung/ Hoch/
@ E PRF Beliebig
% © Steuerelement 5: Position/GroBe des  Kurz u.
M  Farbbereichs schmal/
Beliebig

(a) Dieser Index ist fur diesen Betriebsmodus nicht erforderlich. Der Wert ist <1.
(b) Dieser Schallkopf ist nicht fir den transkraniellen Einsatz und fur Schadeluntersuchungen bei Neugeborenen
vorgesehen.

# Fur diese Betriebsbedingung liegen keine Daten vor, da aus dem angegebenen Grund kein globaler
Maximalindexwert vorliegt. (Siehe Zeile ,Globaler maximaler Indexwert™.)
Fur diesen Schallkopf/Betriebsmodus nicht zutreffend.

18 Schallausgangsleistung



m
S
=
=
=

Tabelle 9: Schallkopfmodell: C8x Betriebsmodus: PW-Doppler

Index-Bezeichnung

Globaler maximaler Indexwert 1,2 - (@ - 2,0 (b)
pr0,3 (MPa) 2,59
Wo (mW) = # 36,0 #
Min. von (mW) - a
1
T [Wo,3(21).lta0,3(21)] 5
Ao (cm) - o
E’ % Zpp (cm) -
2 =
N ® Zgp (cm) 1,1 1,10
2 deq(Zsp) (cm) 0,28 3
o
e (MHz) 4,79 - # = 4,79 # =
o
Dim. von Agprt X (cm) = # = 1,12 # )
Y (cm) - # - 0,40 #
PD (ps) 1,131
PRF (Hz) 1008 _
C -+
w qc" pr@P”max (MPa) 3,10 o
o e 3
h ® deq@P”max (cm) 0,28 3
C
& § Fokuslange FLy (cm) - # - #
5 FLy (cm) - # - #
lpa0,3@MImax (W/cm?) 296 ps
Steuerelement 1: Pro Pro g
S Untersuchungstyp 5,
_é 2 O Steuerelement 2: Probengréi3e 1 mm 1 mm
o 5 2, bestimmen
g o % Steuerelement 3: Position Zone 5 Zone 5
09 o 2
o ProbengréBe 2
Steuerelement 4: PRF 1008 3125 o}
(a) Dieser Index ist fur diesen Betriebsmodus nicht erforderlich. Der Wert ist <1. §
(%]

(b) Dieser Schallkopf ist nicht fur den transkraniellen Einsatz und fur Schadeluntersuchungen bei Neugeborenen
vorgesehen.

# Fur diese Betriebsbedingung liegen keine Daten vor, da aus dem angegebenen Grund kein globaler
Maximalindexwert vorliegt. (Siehe Zeile ,Globaler maximaler Indexwert™.)
— Fur diesen Schallkopf/Betriebsmodus nicht zutreffend.

Schallausgangsleistung 19
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Introduccion
Este suplemento del Manual para el usuario proporciona informacién sobre el transductor C8x, compatible =
con los sistemas de ecografia SonoSite Edge y SonoSite S Series. Ademas proporciona informacién 2
complementaria sobre seguridad, cuidados de la almohadilla tactil y referencias de calculo. %
Primeros pasos
S
Almohadilla tactil y cursor £
c
Asegurese de mantener la almohadilla tactil seca mientras la esta usando. La humedad en la almohadilla tactil &
puede hacer que el cursor responda de manera erratica.
Uso de alimentacion de CA E
Cuando se utiliza alimentacién de CA, coloque el sistema de forma que se pueda acceder a él con facilidad %
para desconectarlo. §.
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Para separar el sistema (y cualquier equipo conectado) de una red eléctrica

Nota Si solo se desconecta el cable de alimentacion de CC del sistema o del médulo de
acoplamiento (en el caso de Edge), el sistema no se separa de la red eléctrica.

+ Desconecte el cable de alimentacion de CA de la fuente de alimentacion o (de forma alternativa, si se
utiliza un soporte) del adaptador de CA en la base del soporte.

Imagen

Modos de adquisicion de imagenes y examenes disponibles segun el
transductor

Tabla 1: Transductor, tipo de examen y modo de adquisicién de imagenes

Transductor MEOCE
examen 2D?
Modo
C8x

M
Prostatico v

Modo de adquisicion de imagenes
Doppler Doppler
) )
e

@ Los ajustes de optimizacion para el modo bidimensional son Res, Gen y Pen.

b Los ajustes de optimizacion para Color son baja, media y alta (sensibilidad del flujo), con un intervalo de valores de
FRI.

Mediciones y calculos

Calculos de volumen

Transductor ek
examen
C8x Prostatico
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Publicaciones y terminologia relacionada con las mediciones
(cardiacas)

A continuacion, se incluyen referencias adicionales para el tipo de examen cardiaco.

Masa del ventriculo izquierdo en gramos para 2D

Schiller, N.B., PM. Shah, M. Crawford, et. al. "Recommendations for Quantification of the Left Ventricle by
Two-Dimensional Echocardiography.” Journal of American Society of Echocardiography. Septiembre-
Octubre 1998, 2:364.

Masa VI = 1,05 * {[(5/6) * A1 * (a+d + )] - [(5/6) * A2 * (a + d)]}

donde: A1 = Area del eje corto, diastole (Epi)
A2 = Area del eje corto, diastole (Endo)
a = Semieje mayor o largo
d = Semieje mayor truncado desde el diametro del eje corto mas ancho hasta el plano del
anillo mitral
t = Grosor miocardico

Masa del ventriculo izquierdo en gramos en el modo M

Oh, JK., J.B. Seward, A.J. Tajik. The Echo Manual. 2nd Edition, Boston: Little, Brown and Company, (1999), 39.

Masa VI = 1,04 [(DIVId+ GPT+ GTIV)3 - DIVId3] * 0,8 + 0,6

donde: DIVId = Dimensién interna
GPT = Grosor de la pared posterior
GTIV = Grosor del tabique interventricular
1,04 = Densidad relativa del miocardio
0,8 = Factor de correccion

Seguridad

Seguridad eléctrica

ADVERTENCIA Para evitar el riesgo de descarga eléctrica, no permita que ninguna parte del
sistema toque al paciente (incluido el escaner de cédigos de barras, el ratén
externo, la fuente de alimentacion, el conector de la fuente de alimentacion,
el teclado externo, etc.), excepto el transductor o los electrodos de ECG.

Publicaciones y terminologia relacionada con las mediciones (cardiacas) 23
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Simbolos del etiquetado

Consulte las
instrucciones de
uso

Fabricante
Representante
ﬁﬁ autorizado en la
Comunidad
Europea.

Emision acustica

Organismo de
normalizacion

ISO 15223-1:2016
Productos sanitarios.
Simbolos a utilizar en las
etiquetas, el etiquetado y la
informacién a suministrar.
Parte 1: Requisitos
generales

ISO 15223-1:2016
Productos sanitarios.
Simbolos a utilizar en las
etiquetas, el etiquetado y la
informacién a suministrar.
Parte 1: Requisitos
generales

ISO 15223-1

Productos sanitarios.
Simbolos a utilizar en las
etiquetas, el etiquetado y la
informacién a suministrar.

Nuamero

de

referencia

54.3

Descripcion

Indica la necesidad de
que el usuario
consulte las
instrucciones de uso

Senala al fabricante
del producto sanitario,
como las directivas de
la UE 90/385/CEE,
93/42/CEE y 98/79/
CE

Senala el
representante
autorizado en la
Comunidad Europea.

Pautas para reducir el indice mecanico (IM) y el indice térmico (IT)

Tabla 2: IM

C8x /I\

\1’ Disminuir o bajar el ajuste del parametro para reducir el IM.

4\ Aumentar o subir el ajuste del parametro para reducir el IM.

24

Emision acustica



ysijbu3

Tabla 3: IT (TIS, TIC, TIB)

Ajustes del modo DPC

o
Transductor Anchura | Altura Profundidad Profun- _ &
del del . Ajustes de OP &
del cuadro didad a
cuadro cuadro >
v A v
(Profundidad)

\1/ Disminuir o bajar el ajuste del parametro para reducir el IT.

4\ Aumentar o subir el ajuste del parametro para reducir el IT.

Lectura de salida

Tabla 4:IT 0 IM > 1,0 5
o
o
m 2D/Modo M DPC/Color Doppler OP | Doppler OC v
C8x IM Si Si Si —
TIC, TIBo TIS No No Si — _
g
=
3
Tabla 5: Aumento de temperatura en la superficie de los transductores, uso interno (°C)
v
Aire en reposo 11,3 ,%
[
Uso simulado 5,5 %
wn
2
[
[-}
o
o
=
&
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Tablas de emision acustica

Tabla 6: Modelo de transductor: C8x Modo de funcionamiento: 2D

Etiqueta de indice Explo- Sin explo-

Valor de indice maximo global 1,1 (@) — — — (b)
Pro,3 (MPa) 2,48
Wo (mWwW) # — — #
min. de [Wq 3(z4), (mW) =
.}_,3 lTa0,3(21)]
~§ S Z4 (cm) =
2 8§ 2, (cm) -
g 8z (cm) 1,2 —
E deq(Zsp) (cm) —
fc (MHz) 5,53 # = — — #
Dim de Ayt X (cm) # = = = #
Y (cm) # = = = #
DI (ps) 0,239
FRI (Hz) 9524
S P @PIlax (MPa) 3,11
g é deq@Pllyax. (cm) —
S Distancia focal DF, (cm) # — — #
S DFy (cm) # — — #
lpa0,3@IMmsy. (W/cm?) 264
S Control 1: Tipo de examen Pro
g 5 .é Control 2: Optimizacion Pen
2 *g & Control 3: Profundidad 2,5-
'-g : .g 3.2
S © 5 Control 4: MB Desac-
g tivado

(a) Este indice no es necesario para este modo de funcionamiento; el valor es <1.
(b) Este transductor no esta destinado para usos cefalicos neonatales o transcraneales.
# No se han descrito datos para estas condiciones de funcionamiento, dado que no se ha indicado el valor global de

indice maximo por el motivo mostrado. (Linea del valor global de indice maximo de referencia.)
— Los datos no se aplican para este transductor/modo.
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Tabla 7: Modelo de transductor: C8x Modo de funcionamiento: Modo M

Etiqueta de indice Sin explo- o
racion ,2,
a
Valor de indice maximo global 14 — (a) — (a) (b) =
Pro,3 (MPa) 3,16
Wo (mW) = # # #
min. de [Wq 3(z4), (mW) —
o
9 lao;3(z1)]
(2]
D © Z4 (cm) —
° 8
g g Zpp (cm) =
g8z (cm) 1,1 #
\©
§ deq(Zsp) (cm) # E
e (MHz) 5,07 — # — # # .§
Dim de Agprt X (cm) — # — # # @
Y (cm) — # — # #
DI (us) 0,427
FRI (Hz) 800 —
S Pr@Pllpay. (MPa) 3,83 =
9
g g deq@P”méx. (cm) # 3
.g Distancia focal DF, (cm) — # — #
- DFy, (cm) — # — #
lPa0,3@IMp sy (W/cm?) 482 g
S Control 1: Tipo de examen Pro g
c
$ — @ Control 2: Optimizacion Pen &
c 8 E - @
'8 1= Control 3: Profundidad 4,2
5 S8
§gc
0°3 z
S &
(a) Este indice no es necesario para este modo de funcionamiento; el valor es <1. )
(b) Este transductor no esta destinado para usos cefalicos neonatales o transcraneales. é

# No se han descrito datos para estas condiciones de funcionamiento, dado que no se ha indicado el valor global de

indice maximo por el motivo mostrado. (Linea del valor global de indice maximo de referencia.)
— Los datos no se aplican para este transductor/modo.
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Tabla 8: Modelo de transductor: C8x Modo de funcionamiento: Color
TIS TIB

Etiqueta de indice Explo- Sin explo-

racion | A <1 | Agpp> 1 racion

Valor de indice maximo global 1,4 (a) (b)
Pro,3 (MPa) 3,18
Wo (mW) # — — #
min. de [Wq 3(z4), (mW) —
.§ lTa0,3(21)]
1)
N R
2 % Z4 (cm)
e g Zpp (cm) =
g 8z (cm) 0,8 —
\©
& deq(zsp) (cm) -
fc (MHz) 4,82 # — — — #
Dim de Agprt X (cm) # = = = #
Y (cm) # = = = #
DI (ps) 0,694
FRI (Hz) 2548
S P @PIlax (MPa) 3,63
S é deq@Pllmay. (cm) —
© 5 Distancia focal DF, (cm) # — — #
C
- DFy (cm) # — — #
lpa0,3@IMpmy (W/cm?) 555
_ Control 1: Tipo de examen Pro
% o Control 2: Modo CVvD
S g Control 3: Optimizacion 2D/ Pen/
&y g Profundidad 1,5-1,9
9 5 Control 4: Optimizacién del color/  Alto/
s § FRI Cualquiera
% ‘o Control 5: Posicion/tamano del Corto y
ch)> O cuadro Color estrecho/

Cualquiera
(a) Este indice no es necesario para este modo de funcionamiento; el valor es <1.
(b) Este transductor no esta destinado para usos cefalicos neonatales o transcraneales.
# No se han descrito datos para estas condiciones de funcionamiento, dado que no se ha indicado el valor global de

indice maximo por el motivo mostrado. (Linea del valor global de indice maximo de referencia.)
— Los datos no se aplican para este transductor/modo.
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Tabla 9: Modelo de transductor: C8x Modo de funcionamiento: Doppler OP
TIS TIB

Etiqueta de indice Sin explo-

(a) —

Valor de indice maximo global 1,2 — 2,0 (b)
Pro.3 (MPa) 2,59
Wo (mW) — # 36,0 #
min. de [Wq 3(z4), (mW) —
.§ la0,3(21)]
~§ § Z4 (cm) =
S5 Zop (cm) =
g8z (cm) 1,1 1,10
5 deqlzsp) (cm) 028
fc (MHz) 4,79 — # — 4,79 #
Dim de Aap,t X (cm) — # — 1,12 #
Y (cm) — # — 0,40 #
DI (ps) 1,131
FRI (Hz) 1008
:5 Pr@PIlax. (MPa) 3,10
& é deq@Pllmax. (cm) 0,28
© 5 Distancia focal DF, (cm) — # — #
= DF, (cm) — # — #
lPa0,3@IMp sy (W/cm?) 296
S Control 1: Tipo de examen Pro Pro
85 & Control 2: Tamario del volumen de 1 mm 1 mm
s £ § la muestra
'-§ S .§ Control 3: Posicién del volumen de Zona 5 Zona 5
S 9 § la muestra
Control 4: FRI 1008 3125

de

(a) Este indice no es necesario para este modo de funcionamiento; el valor es <1.
(b) Este transductor no esta destinado para usos cefalicos neonatales o transcraneales.
# No se han descrito datos para estas condiciones de funcionamiento, dado que no se ha indicado el valor global de

indice maximo por el motivo mostrado. (Linea del valor global de indice maximo de referencia.)
— Los datos no se aplican para este transductor/modo.
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2
Introduction
Ce supplément au guide d’utilisation contient des informations sur la sonde C8x, compatible avec les =
échographes SonoSite Edge et SonoSite S Series. Il fournit également des informations supplémentaires :_’T
concernant la sécurité, I'entretien du pavé tactile et les références de calculs. =
Mise en route
v
°
Pavé tactile et curseur E
c
Assurez-vous que le pavé tactile reste sec pendant I'utilisation. De I'humidité sur le pavé tactile peut &
entrainer des erreurs de mouvement du curseur.
Utilisation de I’alimentation secteur E
[}
Si vous utilisez I'alimentation secteur, positionnez le systéeme de fagon a pouvoir le débrancher facilement. =
=
Q.
)

Introduction 31



Pour débrancher le systéme (ou tout autre équipement connecté) d’une source d’alimentation
secteur

Remarque Le fait de débrancher uniquement le cable d’alimentation CC du systéme ou
(pour Edge) de la station ne déconnecte pas le systéeme de I'alimentation
électrique.

+ Débranchez le cordon d’alimentation secteur du bloc d’alimentation ou (si vous utilisez une station) de
I"adaptateur secteur de la base du socle.

Imagerie

Modes d’imagerie et examens disponibles par sonde

Tableau 1: Sonde, type d’examen et mode d’imagerie

Type
d’examen 2D?
Mode
C8x

Doppler Doppler
M DCPP Couleur® | pulsé continu
(PW) (Cw)
Prostate v v v

/ -

Mode d’imagerie

2 Les réglages d’optimisation pour 2D sont Res, Gen et Pen.

b les parameétres d optimisation pour I'imagerie Couleur sont Bas, Moy. et Haut (sensibilité du flux) avec une plage
de parametres PRF.

Mesures et calculs

Calculs de volume

C8x Prostate

32 Imagerie
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Publications relatives aux mesures et terminologie (Examen
cardiaque)

Voici des références supplémentaires pour I'examen cardiaque.

o
(]
Masse ventriculaire gauche en g pour I'imagerie 2D ﬁ-
(o}
=
Schiller, N.B., PM. Shah, M. Crawford, et. al. "Recommendations for Quantification of the Left Ventricle by
Two-Dimensional Echocardiography.” Journal of American Society of Echocardiography. September-
October 1998, 2:364.
m
Masse VG = 1,05 * {[(5/6) * A1 *(a+d + e)] - [(5/6) * A2 * (a + d)]} §
=1}
o

ou: A1 = région d’axe court, en diastole (Epicarde)
A2 = région d’axe court, en diastole (Endocarde)
a = axe long ou semi-grand axe
d = semi-grand axe tronqué du plus grand diamétre d’axe court au plan de I'anneau mitral
e = épaisseur du myocarde

siedueay

Masse ventriculaire gauche en g pour I'imagerie en mode M

Oh, JK., J.B. Seward, A.J. Tajik. The Echo Manual. 2nd Edition, Boston: Little, Brown and Company, (1999),
39.

g
Masse VG = 1,04 [(DIVG + EPP + ESIV)® - DIVG®] * 0,8 + 0,6 %
ou: DIVG = dimension intérieure du ventricule gauche
EPP = épaisseur de la paroi postérieure
ESIV = épaisseur du septum interventriculaire p
1,04 = poids spécifique du myocarde E’
0,8 = facteur de correction %
wn
Sécurité
2
1]
£ el og . &
Sécurité électrique =
B

AVERTISSEMENT Pour écarter tout risque de décharge électrique, ne laissez aucune piéce
du systéme (y compris le lecteur de codes-barres, la souris externe, la
source d’alimentation, le connecteur d’alimentation, le clavier externe,
etc.) entrer en contact avec le patient, exception faite de la sonde ou
des dérivations ECG.

Publications relatives aux mesures et terminologie (Examen cardiaque) 33



Symboles d’étiquetage

Symbole Titre

Consultez les
instructions
d’utilisation

Fabricant

Représentant
ﬁﬁ agréé de la

Communauté

européenne

Puissance acoustique

Numéro

Organisme d’élaboration

de
de normes

référence

ISO 15223-1:2016 5.4.3
Dispositifs médicaux —

Symboles a utiliser avec les
étiquettes, I'étiquetage et

les informations a fournir

relatifs aux dispositifs

médicaux — Partie 1 :

Exigences générales

ISO 15223-1:2016 5.1.1
Dispositifs médicaux —

Symboles a utiliser avec les
étiquettes, I'étiquetage et

les informations a fournir

relatifs aux dispositifs

médicaux — Partie 1 :

Exigences générales

ISO 15223-1 5.1.2
Dispositifs médicaux —

Symboles a utiliser avec les
étiquettes, I'étiquetage et

les informations a fournir

relatifs aux dispositifs

meédicaux

Consignes de réduction de I'IM et I’IT

Tableau 2: IM

e

C8x /]\

\1’ Diminuez le réglage du parameétre afin de réduire I'lM

4\ Augmentez le réglage du parameétre afin de réduire I'lM.

34

Description

Indique que
I"utilisateur doit
consulter le mode
d’emploi

Indique le fabricant du
dispositif médical,
conformément aux
directives de I'UE 90/
385/CEE, 93/42/CEE
et 98/79/CE

Indique le
représentant agréé
dans la Communauté
européenne

Puissance acoustique
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Tableau 3: IT (ITM, ITC, ITO)

Réglages CPD

=}
I‘;:r&eur :::l;eur Profondeur Profon- Réalages PW o
de la zone deur glag o
zone zone >

v N v

(Profondeur)

o
\1/ Diminuez le réglage du parameétre afin de réduire I'IT. §.
o

4\ Augmentez le réglage du paramétre afin de réduire I'IT.

Affichage de la puissance acoustique

Tableau 4: IT ou IM > 1,0 3
Doppler @
2D/Mode M g:Llu)I/eur D:IZZI?I;W) continu

P (cw)
C8x IM Oui Oui Oui — g
ITC, TO ouITM  Non Non Oui — g

Tableau 5: Augmentation de la température de surface des sondes, usage interne (°C)
S
&
Air immobile 11,3 &

Simulation d’utilisation 5,5

2
[
(-}
o
o
=
-y
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Tableaux de puissance acoustique

Tableau 6: Modeéle de sonde : C8x Mode de fonctionnement : 2D

Libellé de I'indice “ ITC
Balayage
1,1 () = = = (b)

Valeur de I'indice maximal global

Pro,3 (MPa) 2,48
Wo (mWwW) # — — #
o min de (mWw) _
g [Wos(z1)Imro3(z1)]
g v 7 (cm) —
© o Zpy (cm) -
= @ z (cm) 1,2 =
g sp ,
g @l (Baa) (cm) -
e f (MHz) 5,53 # — — — #
Dim de Ay ac X (cm) # = = = #
Y (cm) # — — — #
PD (us) 0,239
PRF (Hz) 9 524
" g Pr@PIlax (MPa) 3,11
g ué deq@p”max (cm) -
é’ & Longueur focale LF, (cm) # = = #
= LF, (cm) # — — #
Imi0,3@Max (W/cm?) 264
‘GC‘J Commande 1 : Type d’examen Pro
0 % GEJ Commande 2 : Optimisation Pen
2 £ £ Commande 3 : Profondeur 2,5-
ERE: 3.2
NS § Commande 4 : MB Inactif
3

(a) Cet indice n’est pas nécessaire pour ce mode de fonctionnement ; la valeur est < 1.
(b) Cette sonde n’est pas destinée aux examens transcraniens ou céphaliques des nouveau-nés.
# Aucune donnée n’est fournie pour ce mode de fonctionnement, dans la mesure ou la valeur de I'indice maximal

global n’est pas rapportée pour la raison indiquée. (Ligne Valeur de I'indice maximal global de référence.)
— Données non applicables pour cette sonde/ce mode.
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Tableau 7: Modeéle de sonde : C8x Mode de fonctionnement : Mode M

Libellé de I'indice “ ITC
Balayage
1.4 — @) — )

=}
0
s
a
Valeur de I'indice maximal global (a) (b =
Pro,3 (MPa) 3,16
Wo (mW) = # # #
o Minde (mW) — m
.§' [Wo,3(21).ImT0,3(21)] §'
@ — e
(9]
g g Zbp (cm) —
@ © Zyp (cm) 1,1 #
IS
g deq(Zsp) (cm) # m
Q
fot e (MHz) 5,07 — # = # # =
o
Dim de Agyac X (cm) — # — # # @
Y (cm) = # = # #
PD (us) 0,427
PRF (Hz) 800 _
2 p@Pll (MPa) 3,83 g
0 S 5
(] deq@PIImaX (cm) # 3
S E
< © Longueur focale LF, (cm) = # = #
c
- LFy (cm) = # = #
IMi0,3@Max (W/cm?) 482 b
£ Commande 1 : Type d’examen Pro g
1]
0 O GEJ Commande 2 : Optimisation Pen =
< wn
o g S Commande 3 : Profondeur 4,2
283
o 9)
S35 .
o
S g
(a) Cet indice n’est pas nécessaire pour ce mode de fonctionnement ; la valeur est < 1. =
(b) Cette sonde n’est pas destinée aux examens transcraniens ou céphaliques des nouveau-nés. é

# Aucune donnée n’est fournie pour ce mode de fonctionnement, dans la mesure ou la valeur de I'indice maximal

global n’est pas rapportée pour la raison indiquée. (Ligne Valeur de I'indice maximal global de référence.)
— Données non applicables pour cette sonde/ce mode.
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Tableau 8: Modéle de sonde : C8x

Libellé de I’indice

Valeur de I'indice maximal global

Pro,3 (MPa)
Wo (mW)
o min de (mW)

.§' [Wo,3(21).ImT0,3(21)]
= |z (cm)

b

; g Zpnp (cm)
o © Zgp (cm)
§ el (cm)
e f (MHz)
Dim de Agyac X (cm)
Y (cm)
PD (Ms)
PRF (H2)
, £ P@Pliy, (MPa)
% g deq@Pllmax (cm)
< g Longueur focale LF, (cm)
= LF, (cm)
Imi0,3@Max (W/cm?)

Commande 1 : Type d’examen
Commande 2 : Mode

Commande 3 : Optimisation/
profondeur 2D

Commande 4 : Optimisation des
couleurs/PRF

Commande 5 : Position/taille de la
zone Couleur

Conditions de controle
de fonctionnement

1.4
3,18

0.8

4,82

0,694
2 548
3,63

555

Pro
CVD
Pen /
1,5-1,9
Haut/
Tout
Court et
étroit/
Tout

Mode de fonctionnement : Couleur

Balayage

(a)

#

**

* R

H*

(b)

(a) Cet indice n’est pas nécessaire pour ce mode de fonctionnement ; la valeur est < 1.
(b) Cette sonde n’est pas destinée aux examens transcraniens ou céphaliques des nouveau-nés.
# Aucune donnée n’est fournie pour ce mode de fonctionnement, dans la mesure ou la valeur de I'indice maximal

38

global n’est pas rapportée pour la raison indiquée. (Ligne Valeur de I'indice maximal global de référence.)
— Données non applicables pour cette sonde/ce mode.
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Tableau 9: Modéle de sonde : C8x Mode de fonctionnement : Doppler pulsé (PW)

Libellé de I’indice

=}
0
e : c
Valeur de I'indice maximal global 1,2 — (@ — 2,0 (b) a
Pro,3 (MPa) 2,59 5
Wy (mW) = # 36,0 #
o min de (mW) —
T [Wos(z1)Imro3(z1)] m
s (7}
= |z (cm) — 3
[SIN
VU 'O 3'
® O Zp, (cm) — =
S
@ © Zsp (cm) 1,1 1,10
§ deqg(2sp) (cm) 0,28
©
fot e (MHz) 4,79 = # = 4,79 # -
Dim de Agyac X (cm) — # — 112 # 3
Y (cm) — # — 040  # &
PD (ps) 1,131
PRF (Hz) 1 008
€ P@Pllmay (MPa) 3,10
n O 3
g © deq@PIImaX (cm) 0,28 -2
5 E =
< g Longueur focale LF, (cm) = # = # =
= LF, (cm) — # — #
Imio,3@IMmax (W/cm?) 296
£ Commande 1 : Type d’examen Pro Pro b
1]
o o £ Commande 2 : Taille du volume 1 mm 1 mm g
cCo O ., . &
S 5 € d’échantillon H
= C >
g 9 -% Commande 3 : Position du volume Zone 5 Zone 5 @
S oz .
oL § d’échantillon
o Commande 4 : PRF 1 008 3125
©
2
(a) Cet indice n’est pas nécessaire pour ce mode de fonctionnement ; la valeur est < 1. 2
(b) Cette sonde n’est pas destinée aux examens transcraniens ou céphaliques des nouveau-nés. 2
# Aucune donnée n’est fournie pour ce mode de fonctionnement, dans la mesure ou la valeur de I'indice maximal s
global nest pas rapportée pour la raison indiquée. (Ligne Valeur de I'indice maximal global de référence.) >

— Données non applicables pour cette sonde/ce mode.
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Visualizzazione dell’uscita 45 5
Tabelle dell’uscita acustica 46 =
%
Introduzione

Questo supplemento al manuale dell’utente fornisce informazioni sul trasduttore C8x, compatibile con i
sistemi ecografici SonoSite Edge e SonoSite S Series. Fornisce inoltre informazioni supplementari in materia
di sicurezza, cura del tastierino e riferimenti di calcolo.

Operazioni preliminari

v
-]
Tastierino e cursore E
c
Assicurarsi di mantenere asciutto il tastierino durante I'uso. L'umidita sul tastierino pud una risposta anomala &
del cursore.
Uso dell’alimentazione a corrente alternata E
(1]
Quando si utilizza I"alimentazione CA, posizionare il sistema in modo da consentire un facile accesso per &
scollegarlo. §

Introduzione 41



Per separare il sistema (e qualsiasi impianto collegato) da una rete di alimentazione

Nota Lo scollegamento del solo cavo di alimentazione CC dal sistema o (per Edge) dal
dock non separa il sistema dalla rete di alimentazione.

% Scollegare il cavo di alimentazione CA dalla presa di corrente o (in alternativa, se si utilizza un cavalletto)
da un adattatore CA sulla base del supporto.

Acquisizione di immagini

Modalita di acquisizione delle immagini ed esami disponibili per trasduttore

Tabella 1: Trasduttore, tipo di esame e modalita di acquisizione delle immagini

Modalita di acquisizione delle immagini

Trasduttore >p? A . PW W
M Mode CPD Colore Doppler Doppler

C8x Prostata

2@ Le impostazioni di ottimizzazione per I'acquisizione di immagini 2D sono Ris, Gen e Pen.

blLe impostazioni di ottimizzazione per |'acquisizione di immagini A Colori sono bassa, media e alta (sensibilita del
flusso) con un range di impostazioni FRI.

Misurazioni e calcoli

Calcoli del volume

C8x Prostata

42 Acquisizione di immagini



Terminologia e pubblicazioni relative alle misurazioni
(cardiache)

Di seqguito sono riportati riferimenti aggiuntivi per il tipo di esame cardiaco.
Massa ventricolo sinistro in gm per 2D

Schiller, N.B., PM. Shah, M. Crawford, et. al. "Recommendations for Quantification of the Left Ventricle by
Two-Dimensional Echocardiography.” Journal of American Society of Echocardiography. Settembre-Ottobre
1998, 2: p.364.

LV Mass = 1,05 * {[(5/6) * A1 * (a + d + 1)] - [(5/6) * A2 * (a + )]}

dove: A1 = Area asse corto, diastole (Epi)
A2 = Area asse corto, diastole (Endo)
a = Asse lungo o semi maggiore

d = asse semi maggiore troncato dal diametro dell’asse corto pit ampio fino al piano
dell’anulus mitralico

t = Spessore del miocardio
Massa ventricolo sinistro in gm per M Mode

Oh, JK., J.B. Seward, A.J. Tajik. The Echo Manual. 2nd Edition, Boston: Little, Brown and Company, (1999),
39.

Mass VS = 1,04 [(LVID + PWT + IVST)3 - LVID3] * 0,8 + 0,6

dove: DIVS = Dimensione interna
SPP = Spessore della parete posteriore
SSIV = Spessore del setto interventricolare
1,04 = Gravita specifica del miocardio
0,8 = Fattore di correzione

Sicurezza

Sicurezza elettrica

AVVERTENZA Per evitare il rischio di scosse elettriche, non consentire ad alcuna parte del
sistema (compreso scanner di codici a barre, mouse esterno, alimentazione,
connettore di alimentazione, tastiera esterna, e cosi via), ad eccezione del
trasduttore o delle derivazioni ECG, di toccare il paziente.

Terminologia e pubblicazioni relative alle misurazioni (cardiache) 43
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Simboli delle etichette

Numero di
riferimento

Organizzazione per lo

Descrizione

sviluppo degli standard

Consultare le ISO 15223-1:2016 54.3 Indica la necessita
istruzioni per 'uso  Dispositivi medici — Simboli dell’operatore di
da utilizzare nelle etichette consultare le
del dispositivo medico, istruzioni per I'uso
nell’etichettatura e nelle
informazioni che devono
essere fornite — Parte 1:
Requisiti generali
Produttore ISO 15223-1:2016 5.1.1 Indica il produttore
Dispositivi medici — Simboli del dispositivo
da utilizzare nelle etichette medico, come
del dispositivo medico, direttive UE 90/
nell’etichettatura e nelle 385/CEE, 93/42/
informazioni che devono CEE e 98/79/CE
essere fornite — Parte 1:
Requisiti generali
Rappresentante ISO 15223-1 5.1.2 Indica il
ﬁﬁ autorizzato nella Dispositivi medici — Simboli rappresentante

Comunita europea

Uscita acustica

Linee guida per la riduzione degli indici IM e IT

Tabella 2: IM

da utilizzare nelle etichette
del dispositivo medico,
nell’etichettatura e nelle
informazioni che devono
essere fornite.

C8x

)

\1’ Diminuire o abbassare I'impostazione del parametro per ridurre IM.

4\ Aumentare o innalzare I'impostazione del parametro per ridurre IM.

44

autorizzato nella
Comunita Europea.
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Tabella 3: IT (ITT, ITC, ITO)

Impostazioni CPD

T Profon- — . 9
rasduttore Larghezza | Altezza r o‘ on Profon- | Ottimizza- | Impostazioni 2
dita o . &
casella casella dita zione PW A
casella >

v N v

(Profondita)
m
3
\1/ Diminuire o abbassare I'impostazione del parametro per ridurre IT. =
)
4\ Aumentare o innalzare I'impostazione del parametro per ridurre IT. =
Visualizzazione dell’uscita

m
Tabella4:IToIM > 1,0 o
2
=
w

m 2D/M Mode CPD/Color PW Doppler | CW Doppler
C8x IM Si Si Si —

ITC, [TOo ITT No No Si =

Tabella 5: Aumento della temperatura della superficie del trasduttore, uso interno (°C)

o

Avria immobile 11,3 g
c

. «Q

Uso simulato 5,5 £
w

2

m

o

m

=

(Y]

=

Q.

w
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Tabelle dell’uscita acustica

Tabella 6: Modello trasduttore: C8x Modalita operativa: 2D

aprtg scansione

Valore indice massimo globale 1.1 (@) =
Pro,3 (MPa) 2,48
Wo (mW) # — — #
min di (mW) —
.§ [Wo,3(21).ta0,3(z1)]
3 o7 (cm) —
© ©
g § Zbp (cm) -
g8z (cm) 1,2 —
§ deq(zsp) (Cm) -
fe (MHz) 5,53 # — — — #
Dim di Aypt X (cm) # — — — #
Y (cm) # — — — #
PD (psec) 0,239
FRI (Hz) 9524
'CE) P@PIl1ax (MPa) 3,11
E .E deq@Pllmax (cm) -
< o Lunghezza focale FL, (cm) # — — #
= FL, (cm) # — — #
lpa0,3@MImay (W/cm?) 264
:-E; - @ Controllo 1: Tipo di esame Pro
S 5 = Controllo 2: Ottimizzazione Pen
:-E, ‘CE“) % Controllo 3: Profondita 25-32
S Y © Controllo 4: MB Disattivato

(a) Questo indice non é richiesto per questa modalita operativa, il valore € < 1.
(b) Questo trasduttore non e inteso per uso transcranico o cefalico neonatale.
# Non sono riportati dati per questa condizione di funzionamento, poiché non é registrato il valore dell’indice

massimo globale per il motivo elencato (fare riferimento alla riga del valore dell’indice massimo globale).
- Dati non applicabili per questa combinazione trasduttore/modalita.
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Tabella 7: Modello trasduttore: C8x Modalita operativa: M Mode
ITO
Etichetta indice Non ITC o
apn_ scansione ;,
Valore indice massimo globale 1,4 (a) (a) (b) =
Pro,3 (MPa) 3,16
Wo (mW) = # # #
min di (mW) — m
S [Wos(z1)haoa(z1)] s
g o 24 (cm) — 2
© 5
28 %p (cm) -
GEJ 8 zg, (cm) 1,1 #
©
§ deq(Zsp) (cm) # E
e (MHz) 5,07 — # = # # =
o
Dim di Aap,t X (cm) = # = # # 2
Y (cm) = # = # #
PD (psec) 0,427
FRI (Hz) 800
S p@Pll o (MPa) 3,83
g g Jeq@Pllmax (cm) #
= § Lunghezza focale FL, (cm) = # = #
c
- FLy (cm) = # = #
lpA0,3@MImay (W/cm?) 482 p]
o ° Controllo 1: Tipo di esame Pro g
= O . .
S T -2 Controllo 2: Ottimizzazione Pen =
N s © w
S € & Controllo 3: Profondita 4,2
c O aQ
o VY o
(V]
(a) Questo indice non é richiesto per questa modalita operativa, il valore e < 1. =
(b) Questo trasduttore non e inteso per uso transcranico o cefalico neonatale. 2
# Non sono riportati dati per questa condizione di funzionamento, poiché non e registrato il valore dell'indice %
massimo globale per il motivo elencato (fare riferimento alla riga del valore dell'indice massimo globale). 2
wn

- Dati non applicabili per questa combinazione trasduttore/modalita.
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Tabella 8: Modello trasduttore: C8x Modalita operativa: Guadagno

ITC

Etichetta indice N n scansione

aprt_1 Apre>1 scansione

Valore indice massimo globale 1,4 (@ —
Pro,3 (MPa) 3,18
Wo (mW) # — — #
min di (mW) —
.§ [Wo,3(21).1a0,3(21)]
(2]
3 8 7 (cm) =
© ©
e § Zpnp (cm) =
% ® Zsp (cm) 0,8 -
§ deq(zsp) (cm) -
fe (MHz) 4,82 # — — — #
Dim di Ayt X (cm) # — — — #
Y (cm) # — — — #
PD (psec) 0,694
FRI (Hz) 2548
:S P @Pll oy (MPa) 3,63
L g deq@Pllax (cm) —
= S Lunghezza focale FL, (cm) # — — #
= FL, (cm) # — — #
lpA0,3@MImay (W/cm?) 555
Controllo 1: Tipo di esame Pro
= Controllo 2: Modalit CVD
‘E’ Controllo 3: Ottimizzazione/ Pen/
S £ profondita 2D 1,5-1,9
° g Controllo 4: Ottimizzazione colore/  Alto/
é g FRI Qualsiasi
"g Controllo 5: Posizione/dimensioni  Corto e
S della casella colore stretto/
Qualsiasi

(a) Questo indice non é richiesto per questa modalita operativa, il valore € < 1.
(b) Questo trasduttore non e inteso per uso transcranico o cefalico neonatale.
# Non sono riportati dati per questa condizione di funzionamento, poiché non e registrato il valore dell'indice

massimo globale per il motivo elencato (fare riferimento alla riga del valore dell’indice massimo globale).
- Dati non applicabili per questa combinazione trasduttore/modalita.
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Tabella 9: Modello trasduttore: C8x Modalita operativa: PW Doppler
Etichetta indice Non scansione ITC o
m
Valore indice massimo globale 1,2 — (b) =
pr0,3 (MPa) 2,59
Wo (mW) = # 36,0 #
min di (mW) — m
S [Wos(z1)haoa(z1)] s
3 o7 (cm) — e
© T
g é Zpp (cm) —
g 8z (cm) 1,1 1,10
©
§ deq(zsp) (cm) 0,28 n
o
e (MHz) 4,79 — # = 4,79 # =
o
Dim di Aap,t X (cm) = # = 1,12 # 2
Y (cm) = # = 0,40 #
PD (usec) 1,131
FRI (Hz) 1008
£ P@Pllay (MPa) 3,10
g é deq@Pllmay (cm) 0,28
< § Lunghezza focale L, (cm) — # — #
= Ly (cm) = # = #
lpa0,3@MImax (W/cm?) 296 b
Controllo 1: Tipo di esame Pro Pro g
:'E’ — Controllo 2: Dimensioni volume 1 mm 1 mm =
5% -% campione “
% ‘CE; ’g_ Controllo 3: Posizione volume Zona 5 Zona 5
§ Y O campione -
Controllo 4: FRI 1008 3125 o]
(a) Questo indice non é richiesto per questa modalita operativa, il valore € < 1. %
(b) Questo trasduttore non e inteso per uso transcranico o cefalico neonatale. 2
# Non sono riportati dati per questa condizione di funzionamento, poiché non & registrato il valore dell’indice 2

massimo globale per il motivo elencato (fare riferimento alla riga del valore dell’indice massimo globale).
- Dati non applicabili per questa combinazione trasduttore/modalita.
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Suplemento do Manual do usuario do SonoSite
Edge e SonoSite S Series
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Seguranga 53 2
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Identificagdo dos simbolos 54
Saida acustica 54
Diretrizes para reducao de IM e IT 54
Exibicdo da saida 55 E
Tabelas de saida acustica 56 =
g.
Introducao
Este suplemento do manual do usuério fornece informagdes sobre o transdutor C8x, compativel com os =
sistemas de ultrassom SonoSite Edge e SonoSite S Series. Ele também fornece informagdes adicionais sobre ]
seguranca, cuidado com o teclado sensivel ao toque e referéncias de calculo. %

Passos iniciais

vod

Teclado sensivel ao toque e cursor

>

[
Q
c
:
(7

Certifique-se de manter o teclado sensivel ao toque seco durante o uso. A umidade no teclado sensivel ao
toque faz com que o cursor responda de forma errada.

Uso da alimentacao CA

Ao usar alimentagao de CA, posicione o sistema para permitir facil acesso quando for desconecta-lo.

spuepiapaN

Introdugao 51



Para separar o sistema (e qualquer equipamento conectado) de uma tomada de alimentacao

Observacao | Desconectar apenas o cabo de alimentacao CC do sistema ou (para Edge)
pedestal ndo separa o sistema da tomada de alimentagao.

+ Desconecte o cabo de alimentagao CA da fonte de alimentagao ou (de outra maneira, caso esteja usando
um pedestal) do adaptador de CA na base do pedestal.

Geracao de imagens

Modos de geracao de imagens e exames disponiveis por transdutor

Tabela 1: Transdutor, tipo de exame e modo de geracao de imagens

Transdutor B
exame 2D?
Modo
C8x

M
Prostata v

Modo de geracao de imagens
Doppler Doppler
) b
o

@ As configuracbes da otimizacdo para 2D sdo Res, Gen e Pen.

b As configuragoes de otimizagao para Cores sao baixa, média e alta (sensibilidade ao fluxo) com uma gama de
configuragoes de PRF.

Medicoes e calculos

Calculos de volume

Transdutor

C8x Préstata

52 Geragao de imagens



Publicacoes sobre terminologia e medidas (Exames cardiacos)

Abaixo, encontram-se referéncias adicionais para exames cardiacos.
Massa do Ventriculo Esquerdo em g para 2D

Schiller, N.B., PM. Shah, M. Crawford, et. al. "Recommendations for Quantification of the Left Ventricle by
Two-Dimensional Echocardiography.” Journal of American Society of Echocardiography. September-
October 1998, 2:364.

Massa VE = 1,05 X {[(5/6) X A1 X (a +d + )] - [(5/6) X A2 X (a + d)]}

em que: A1 = Area do eixo curto, diastole (Epi)
A2 = Area do eixo curto, diastole (Endo)
a = Eixo longo, ou semieixo maior
d = Eixo semiprincipal truncado, do maior didmetro do eixo curto para o plano do anel mitral
t = Espessamento do miocardio

Massa ventricular esquerda em g para o Modo M

Oh, J. K., J. B. Seward, A. J. Tajik. The Echo Manual. 2a Edigao, Boston: Little, Brown and Company, (1999),
39.

Massa VE = 1,04 [(LVID + PWT + ESIV)® - LVID3] x 0,8 + 0,6

em que: LVID = Dimensao interna
PWT = Espessura da parede posterior
ESIV = Espessura do septo interventricular
1,04 = peso especifico do miocardio
0,8 = Fator de corregao

Seguranca

Seguranca elétrica

AVISO Para evitar o risco de choques elétricos, nao permita que nenhuma parte do
sistema (incluindo o leitor de codigo de barras, mouse externo, fonte de
alimentacao, conector da fonte de alimentacao, teclado externo, entre outros),
com excecao do transdutor ou eletrodos do ECG, toque o paciente.

Publicagdes sobre terminologia e medidas (Exames cardiacos) 53
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Identificacao dos simbolos

Consulte as
instrucoes de uso

Fabricante
Representante
ﬁﬁ autorizado da
comunidade
europeia

Saida acustica

Organizacao de
desenvolvimento de de
normas

ISO 15223-1:2016 5.4.3
Dispositivos médicos —

simbolos a utilizar nos

rétulos, rotulagem e

informagao a fornecer junto

com os dispositivos médicos

— Parte 1: Requisitos gerais

ISO 15223-1:2016 5.1.1
Dispositivos médicos —

simbolos a utilizar nos

rétulos, rotulagem e

informagao a fornecer junto

com os dispositivos médicos

— Parte 1: Requisitos gerais

ISO 15223-1 5.1.2
Dispositivos médicos —

simbolos a utilizar nos

rétulos, rotulagem e

informagao a fornecer junto

com os dispositivos

meédicos.

Diretrizes para reducaode IM e IT

Tabela 2: IM

C8x 4\

\1’ Reduza ou abaixe o valor do parametro para reduzir o IM.

4\ Aumente ou eleve o valor do parametro para reduzir o IM.

54

Nuamero

referéncia

Descricao

Indica a necessidade
do usuario consultar
as instrugdes de uso

Indica o fabricante do
dispositivo médico,
conforme as diretivas
da UE 90/385/EEC,
93/42/EEC e 98/79/
EC

Indica o representante
autorizado na
Comunidade Europeia

Saida acustica
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Tabela 3: IT (ITM, ITC, ITO)

Configuragoes CPD

Profun- o
UETEL T I‘;:rgura dA;tura didade Profun- Configuracoes E-
. . da didade de DP 5
caixa caixa .
caixa
v 2 v
(Profundidade) %"'
()
=13
\1/ Reduza ou abaixe o valor do parametro para reduzir o IT. =2
4\ Aumente ou eleve o valor do parametro para reduzir o IT.
Exibicao da saida -
o
Tabela 4:IT ou IM > 1.0 2
w
m Modo M/2D CPD/Cores | Doppler DP | Doppler DC
C8x IM Sim Sim Sim —
ITC, ITO ou ITM Nao Nao Sim = ::_'_
()
5
°

Tabela 5: Aumento de temperatura na superficie do transdutor, uso interno (°C)

Ar parado 11,3

vod

>

[
Q
c
:
(7

Uso simulado 5,5
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Tabelas de saida acustica

Tabela 6: Modelo do transdutor: C8x Modo de operagéo: 2D
ITO
Rétulo do indice Varre- Sem varredura Sem ITC
dura varredura
Valor do indice maximo global 1,1 (@) — (b)
Pr3 (MPa) 2,48
Wo (mWwW) # — — #
min. de [W 3(z4). (mW) —
S @)l
%)
~§ 8 z (cm) —
)
28 %p (cm) -
% ey (cm) 1,2 —
é deq(Zsp) (cm) -
fc (MHz) 5,53 # — — — #
Dim de A ¢ X (cm) # = = = #
Y (cm) # = = = #
PD (ps) 0,239
PRF (Hz) 9524
§ P @PIlax (MPa) 3,11
w v
S deq@Plimay (cm) —
S5 € :
O & Comprimento focal CF, (cm) # — — #
= CF, (cm) # — — #
lpa3@IMp 45 (W/cm?) 264
Controle 1: Tipo de exame Pro
3 g o Controle 2: Otimizagao Pen
(%) 2
o : Controle 3: Profundidade 2,5~
Y
5590 32
cES& -
2 S © Controle 4: MB Deslig
ado

(a) Este indice nao é exigido para este modo de operagao; o valor é <1.
(b) Este transdutor ndo é previsto para uso transcraniano ou cefalico neonatal.
# Nao foram relatados dados sobre esta condicao de operagao uma vez que o valor do indice maximo global nao é

relatado para o motivo apresentado. (Linha de referéncia do valor do indice maximo global.)
— Os dados nao se aplicam a este transdutor/modo.
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Tabela 7: Modelo do transdutor: C8x Modo de operagéo: Modo M

ITO
Rétulo do indice Varre- Sem varredura Sem ITC
(@ (b)

(o)
(]
s
R
Valor do indice Maximo global o
Pr3 (MPa) 3,16
Wo (mW) — # # #
o min. de [W 3(z4), (mW) — %n
S (@)l g
7] (=)
§ § Z4 (cm) = =
2 g Zbp (cm) —
g8z (cm) 1,1 #
«0
g deq(zsp) (cm) # E
fc (MHz) 5,07 — # — # # .5
Dim de Ap, X (cm) — # — # # @
Y (cm) = # = # #
PD (us) 0,427
PRF (Hz) 800 =
& p@Pllpay (MPa) 3,83 ]
'S ' 3
g g deq@P”méx. (cm) # ©
O & Comprimento focal CF, (cm) — # — #
[
- CFy (cm) — # — #
lpa 3@IMp a5 (W/cm?) 482 S
Ly g, Controle 1: Tipo de exame Pro g
$ o 'S, Controle 2: Otimizagao Pen &
O 75 © = @
51 2 ‘g,_ Controle 3: Profundidade 4,2
§80O
V)

(a) Este indice nao é exigido para este modo de operagao; o valor é <1.
(b) Este transdutor ndo é previsto para uso transcraniano ou cefalico neonatal.
# Nao foram relatados dados sobre esta condigdo de operagao uma vez que o valor do indice maximo global ndo é

2
(]
Q.
[]
=5
o
3
[=3
)

relatado para o motivo apresentado. (Linha de referéncia do valor do indice maximo global.)
Os dados nao se aplicam a este transdutor/modo.
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Tabela 8: Modelo do transdutor: C8x Modo de operagéo: Cores

|T0
Rétulo do indice Varre- Sem varredura
dura | A, <1 varredura
(b)

Valor do indice maximo global 1.4 (@ =
Pr3 (MPa) 3,18
Wo (mW) # — — #
min. de [W 3(z4). (mW) =
S has@)]
1)
g 92 (cm) —
0
g é Zpp (cm) —
% |- (cm) 0,8 —
E deq(zsp) (Cm) -
fc (MHz) 4,82 # — — — #
Dim de A ¢ X (cm) # = = = #
Y (cm) # = = = #
PD (ps) 0,694
PRF (Hz) 2548
§ P @PIlax (MPa) 3,63
w b
S doq@Pllmsx (cm) =
5 E :
O & Comprimento focal CF, (cm) # — — #
c
= CF, (cm) # — — #
lpA3@Mpax, (W/cm?) 555
Controle 1: Tipo de exame Pro
Controle 2: Modo CVvD
g , _ Controle 3: Otimizagao 2D/ Pen /
9 g -& profundidade 1,5-1,9
S ° S Controle 4: Otimizag&o de cores/  Alta/
22 Sl Qualquer
O O
v Controle 5: Posicao/tamanho da Curta e
caixa de cores estreita /
Qualquer

(a) Este indice nao é exigido para este modo de operagao; o valor é <1.
(b) Este transdutor ndo é previsto para uso transcraniano ou cefalico neonatal.
# Nao foram relatados dados sobre esta condicao de operagao uma vez que o valor do indice maximo global nao &

relatado para o motivo apresentado. (Linha de referéncia do valor do indice maximo global.)
Os dados nao se aplicam a este transdutor/modo.
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Tabela 9: Modelo do transdutor: C8x Modo de operagéo: Doppler DP

ITO
Rétulo do indice Varre- Sem varredura Sem ITC
2,0 (b)

o
m
=
A
Valor do indice maximo global o
Pr3 (MPa) 2,59
Wo (MW) — # 36,0 #
. min. de [W 5(z4), (mW) — %"
9 has(z)] 5
(2]
o 2= (cm) = e
T ©
e é Zpp (cm) =
% oI (cm) 1,1 1,10
§ deq(zsp) (cm) 0,28 E
fe (MHz) 479 — # — 4,79 # 2
Dim de Ay X (cm) — # — 1,12 # =
Y (cm) — # = 0,40 #
PD (us) 1,131
PRF (Hz) 1008 =
. g Pr@PIlax (MPa) 3,10 =
s gdeq@anéx_ (cm) 0,28 3
o)
O & Comprimento focal CF, (cm) — # — #
= CF (cm) — # — #
pa 3@ M (W/cm?) 296 S
LT Controle 1: Tipo de exame Pro Pro g
oS .& Controle 2: Volume da amostra 1 mm 1 mm &
'S o g Controle 3: Posicdo do volume da  Zona 5 Zona 5
2 § & amostra
S © 7 Controle 4: PRF 1008 3125

(a) Este indice nao é exigido para este modo de operagao; o valor é <1.
(b) Este transdutor ndo é previsto para uso transcraniano ou cefalico neonatal.
# Nao foram relatados dados sobre esta condigdo de operagao uma vez que o valor do indice maximo global ndo é

2
(]
Q.
[]
=5
o
3
[=3
)

relatado para o motivo apresentado. (Linha de referéncia do valor do indice maximo global.)
— Os dados nao se aplicam a este transdutor/modo.
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Supplement bij gebruikershandleidingen van de
SonoSite Edge and SonoSite S Series

Inleiding 61
Aan de slag 61 E
Touchpad en cursor 61 Er
Netvoeding gebruiken 61 5>
Beeldvorming 62
Beschikbare beeldvormingsmodi en onderzoeken per transducer 62
Metingen en berekeningen 62
Volumeberekeningen 62 =
Publicaties en terminologie voor metingen (Cardiaal) 63 §
Veiligheid 63 =
Elektrische veiligheid 63 =
Symbolen op labels 64
Akoestisch vermogen 64
Richtlijnen voor het verminderen van Ml en Tl 64
Vermogensweergave 65 E
Tabellen voor akoestisch vermogen 66 =
g.
Inleiding
Dit supplement bij de gebruikershandleiding biedt informatie over de C8x-transducer, die compatibel is met =
de SonoSite Edge en SonoSite S Series ultrasone systemen. Het bevat ook extra informatie over veiligheid, =3
verzorging van het touchpad en berekeningsreferenties. %
Aan de slag
S
Touchpad en cursor E
c
Zorg ervoor dat de touchpad tijdens gebruik droog bilijft. Vocht op de touchpad kan ervoor zorgen dat de &

cursor onregelmatig reageert.

Netvoeding gebruiken

Als u wisselstroom gebruikt, dient u het systeem zodanig te plaatsen dat het eenvoudig kan worden
losgekoppeld.

spuepiapaN
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Het systeem (en andere aangesloten apparatuur) van een voedingsbron loskoppelen

Opmerking Als alleen de DC-voedingskabel van het systeem of (voor Edge) of de dock
wordt losgemaakt, is het systeem niet van de netvoeding losgekoppeld.

+ Koppel de AC-voedingskabel los van de voedingsbron of (indien u gebruikmaakt van een standaard) van
de AC-adapter op de basis van de standaard.

Beeldvorming

Beschikbare beeldvormingsmodi en onderzoeken per transducer

Tabel 1: Transducer, onderzoekstype en beeldvormingsmodi

Beeldvormingsmodus

zoekstype 2D? b PW Ccw
M-modus = Doppler Doppler
Cex v v v v -

Prostaat

@ De optimalisatie-instellingen voor 2D zijn Res, Gen en Pen.

b De optimalisatie-instellingen voor Kleur zijn laag, gemiddeld en hoog (flowgevoeligheid) met een aantal PRF-
instellingen.

Metingen en berekeningen

Volumeberekeningen

Onderzoekstype

C8x Prostaat
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Publicaties en terminologie voor metingen (Cardiaal)

Onderstaande zijn aanvullende referenties voor het onderzoekstype cardiaal.
Massa van linkerventrikel in gm voor 2D

Schiller, N.B., PM. Shah, M. Crawford, et al. "Recommendations for Quantification of the Left Ventricle by
Two-Dimensional Echocardiography.” Journal of American Society of Echocardiography. September-
October 1998, 2:364.

LV-massa = 1,05 * {[(5/6) * A1 *(a+d + )] - [(5/6) * A2 * (a + d)]}

waarbij: A1 = oppervlakte korte as, diastole (Epi)
A2 = oppervlakte korte as, diastole (Endo)
a = lange as of semi-hoofdas

d = afgekapte semi-hoofdas van de breedste diameter van de korte as naar het vlak van
de annulus mitralis

t = myocardiale dikte

Massa van linkerventrikel in gm voor M-modus

Oh, JK., J.B. Seward, A. J. Tajik. The Echo Manual. 2nd Edition, Boston: Little, Brown and Company, (1999),
39.

LV-massa = 1,04 [(LVID + PWT + IVST)3 - LVID®| * 0,8 + 0,6

waarbij: LVID = inwendige afmeting
PWT = dikte achterwand
IVST = dikte van ventrikelseptum
1,04 = soortelijk gewicht van het myocardium
0,8 = correctiefactor

Veiligheid

Elektrische veiligheid

WAARSCHUWING Om het risico op elektrische schokken te vermijden dient u geen enkel
onderdeel van het systeem (inclusief de streepjescodescanner, externe
muis, voeding of netsnoeraansluiting, extern toetsenbord enzovoort),
behalve de transducer en ECG-kabels, de patiént te laten aanraken.

Publicaties en terminologie voor metingen (Cardiaal) 63
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Symbolen op labels

Symbool Titel

Raadpleeg de
gebruiksaanwijzing

Fabrikant

Erkende vertegen-
ﬁﬁ woordiger in de

Europese Unie

Akoestisch vermogen

Organisatie die de norm
heeft opgesteld

ISO 15223-1:2016
Medische hulpmiddelen -
symbolen die moeten
worden gebruik voor
etiketten, etikettering en
informatievoorziening van
medische hulpmiddelen -
deel 1: Algemene eisen

ISO 15223-1:2016
Medische hulpmiddelen -
symbolen die moeten
worden gebruik voor
etiketten, etikettering en
informatievoorziening van
medische hulpmiddelen —
deel 1: Algemene eisen

ISO 15223-1

Medische hulpmiddelen -
symbolen die moeten
worden gebruik voor
etiketten, etikettering en
informatievoorziening van
medische hulpmiddelen.

Richtlijnen voor het verminderen van Ml en TI

Tabel 2: MI

)

C8x

Referentie-
nummer

54.3

5.1.1

5.1.2

\1’ Verminder of verlaag de instelling van de parameter om MI te verminderen.

4\ Vergroot of verhoog de instelling van de parameter om Ml te verminderen.

64

Beschrijving

Geeft aan dat de
gebruiker de
gebruiksaanwijzing
moet raadplegen

Duidt de fabrikant van
de medische
apparatuur aan,
volgens EU-richtlijnen
90/385/EEG, 93/42/
EEG en 98/79/EG

Duidt de erkende
vertegenwoordiger in
de Europese Unie aan
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Tabel 3: TI (TIS, TIC, TIB)

CPD-instellingen
LLELEL TS Breedte | Hoogte | Diepte . Optimali- PW- 9
Diepte . . c
\'1.4 vak vak seren instellingen @
(o}
-
G N N \/ (Diepte)
\1/ Verminder of verlaag de instelling van de parameter om Tl te verminderen.
4\ Vergroot of verhoog de instelling van de parameter om Tl te verminderen. %ﬂ
%
Vermogensweergave
Tabel 4: Tl of Ml > 1,0
m
m 2D/M-modus | CPD/Kleur PW Doppler | CW Doppler §
Ce)
o
C8x Mi Ja Ja Ja - 0
TIC, TIB of TIS Nee Nee Ja -
Tabel 5: Stijging oppervilaktetemperatuur transducer, intern gebruik (°C) :_'T
3
Stilstaande lucht 11,3
Gesimuleerd 5,5 S
gebruik g
c
3>
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Tabellen voor akoestisch vermogen

Tabel 6: Transducermodel: C8x Bedrijfsmodus: 2D
Indexlabel Zonder
Algemene maximale indexwaarde (a) =
Pro,3 (MPa) 2,48
Wo (mW) # = = #
2 min. van (mwW) -
:g [Wo,3(z1).ta0,3(21)]
8 @z (cm) -
<0
g g Zpp (cm) _
g 8 Zgp, (cm) 1,2 =
§- deq(zsp) (Cm) B
3 | (MHz) 5,53 # - - - #
Afm. van Ay X (cm) # = = = #
Y (cm) # - - - #
PD (psec) 0,239
PRF (Hz) 9524
Pr@PIlax (MPa) 3,11
% .% deq@Pllnax (cm) -
§ c§> Brandpuntlengte BPL, # - - #
(@) S= (cm)
B BPL, # - - #
(cm)
lpa0,3@MImay (W/cm?) 264
g Bedieningselement 1: Pro
. ‘é, § Onderzoekstype
=< = Bedieningselement 2: Optimalisatie Pen
§ % § Bedieningselement 3: Diepte 25-3.2
Qa g Bedieningselement 4: MB Uit
o

(a) Deze index is niet vereist voor deze bedrijffsmodus; waarde is < 1.
(b) Deze transducer is niet bedoeld voor transcraniaal of neonataal cefaal gebruik.
# Er zijn geen gegevens gerapporteerd voor deze bedrijfsomstandigheid, omdat de algemene maximale

indexwaarde om de vermelde reden niet is gerapporteerd. (Raadpleeg lijn algemene maximale indexwaarde.)
Gegevens zijn niet van toepassing op deze transducer/modus.
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Tabel 7: Transducermodel: C8x Bedrijfsmodus: M-modus

TIB
Indexlabel Zonder scan Zonder TIC
1,4 (@) (b)

o
(]
s
a
Algemene maximale indexwaarde o
Pro,3 (MPa) 3,16
Wo (mW) - # # #
2 min. van (mWwW) - m
19
2 [Wo3(21).lta0,3(21)] §
0" 1}
83z (cm) - e
£
o g Zpp (cm) =
T o
g 8 Zsp (Cm) 1.1 #
§' deq(Zsp) (cm) # T
$ f (MHz) 5,07 - # - # # .5
Afm. van A,y X (cm) - # - # # =
Y (cm) - # - # #
PD (psec) 0,427
PRF (Hz) 800 _
D,@Pll (MPa) 3,83 g
()
@ % deq@Plimay (cm) # 3
'E, € Brandpuntlengte BPL, - # - #
o
O ¢ (cm)
BPL, - # - # 3
(cm) 3
[
lpa0,3@MImay (W/cm?) 482 ‘g
S Bedieningselement 1: Pro @
. ‘é, E Onderzoekstype
= g © Bedieningselement 2: Optimalisatie Pen
T
D % S Bedieningselement 3: Diepte 4,2 2
3 )
5 g
(a) Deze index is niet vereist voor deze bedrijffsmodus; waarde is < 1. o

(b) Deze transducer is niet bedoeld voor transcraniaal of neonataal cefaal gebruik.
# Er zijn geen gegevens gerapporteerd voor deze bedrijfsomstandigheid, omdat de algemene maximale

indexwaarde om de vermelde reden niet is gerapporteerd. (Raadpleeg lijn algemene maximale indexwaarde.)
— Gegevens zijn niet van toepassing op deze transducer/modus.
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Tabel 8: Transducermodel: C8x Bedrijfsmodus: Kleur

TIB
Indexlabel Zonder scan Zonder TIC
(b)

Algemene maximale indexwaarde 1,4 (@ -
Pro.3 (MPa) 3,18
o Wo (mW) # - - #
g min. van [Wo 3(21).lta0,3(21)] (mW) -
g ETJ Z4 (cm) =
§ CIEJ Zpp (cm) =
% g zg, (cm) 0,8 =
§ - deq(zsp) (Cm) B
T |k (MHz) 4,82 # - - - #
o Afm. van Ay X (cm) # = = = #
Y (cm) # - - - #
PD (psec) 0,694
PRF (Hz) 2548
Pr@PIlax (MPa) 3,63
) .% deq@Pllnax (cm) =
& € Brandpuntlengte BPL, # - - #
3 (cm)
- BPL, - - #
(cm)
lpa0,3@MImay (W/cm?) 555
Bedieningselement 1: Onderzoekstype Pro
‘é, s Bedieningselement 2: Modus CvD
% ‘9 Bedieningselement 3: 2D-optimalisatie/ Pen /
% '51 diepte 1,5-1,9
é g Bedieningselement 4: Hoog/
‘£ @ Kleuroptimalisatie/PRF alle
E cE> Bedieningselement 5: Positie/grootte Kort &
kleurenvak smal/alle

(a) Deze index is niet vereist voor deze bedrijffsmodus; waarde is < 1.
(b) Deze transducer is niet bedoeld voor transcraniaal of neonataal cefaal gebruik.
# Er zijn geen gegevens gerapporteerd voor deze bedrijfsomstandigheid, omdat de algemene maximale

indexwaarde om de vermelde reden niet is gerapporteerd. (Raadpleeg lijn algemene maximale indexwaarde.)
— Gegevens zijn niet van toepassing op deze transducer/modus.
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Tabel 9: Transducermodel: C8x Bedrijfsmodus: PW Doppler

TIB
Indexlabel Zonder scan Zonder TIC
2,0 (b)

o
g
]
Algemene maximale indexwaarde o
pr0,3 (MPa) 2,59
Wo (mW) - # 36,0 #
£ min. van (mW) - o
19
2 [Wo3(21).lta0,3(21)] §'
(%2}
8 o 7 (cm) - 3
X @
Y £ Zop (cm) -
T =
8_ gzsp (Cm) 1.1 1,10
§- deq(zsp) (cm) 0,28 E
$ f (MHz) 4,79 - # - 4,79 # .5
Afm. van A,y X (cm) - # - 1,12 # =
Y (cm) - # - 0,40 #
PD (usec) 1,131
PRF (Hz) 1008 -
E=] o
g g deq@P”max (cm) 0,28 3
3 € Brandpuntlengte BPL, (cm) - # - #
BPL (cm) - # - #
lpa0,3@MImax (W/cm?) 296 b
Bedieningselement 1: Pro Pro €
= Q
, Onderzoekstype £
& é 2 Bedieningselement 2: 1 mm 1 mm .
_g‘ 'GE) .g' Monstervolumegrootte
4 g § Bedieningselement 3: Zone 5 Zone 5
£ Monstervolumepositie
© Bedieningselement 4: PRF 1008 3125

(a) Deze index is niet vereist voor deze bedrijffsmodus; waarde is < 1.
(b) Deze transducer is niet bedoeld voor transcraniaal of neonataal cefaal gebruik.
# Er zijn geen gegevens gerapporteerd voor deze bedrijfsomstandigheid, omdat de algemene maximale

spuejispaN

indexwaarde om de vermelde reden niet is gerapporteerd. (Raadpleeg lijn algemene maximale indexwaarde.)
— Gegevens zijn niet van toepassing op deze transducer/modus.
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SonoSite Edge- og SonoSite S-serierne,
supplement til brugervejledning

Indledning 71
Kom godt i gang 71 g
Bergringspude og markgr 71 b
Brug af vekselstrgm 71 2
Billedbehandling 72
Tilgaengelige billedbehandlingstyper og -undersggelser via transducer 72
Malinger og beregninger 72
Volumenberegninger 72 w
Malingspublikationer og terminologi (kardiel) 73 §
Sikkerhed 73 =
Elektrisk sikkerhed 73 ®
Maerkningssymboler 74
Akustisk udgangseffekt 74
Retningslinjer for reduktion af Ml og Tl 74
Visning af udgangseffekt 75 E
Tabeller over akustisk udgangseffekt 76 =
a8
Indledning
Dette supplement til brugervejledningen indeholder oplysninger om C8x-transduceren, som er kompatibel 3
med ultralydssystemer i SonoSite Edge- og SonoSite S-serien. Det indeholder desuden supplerende a
oplysninger om sikkerhed, behandling af bergringspuden og beregningsreferencer. E‘
Kom godt i gang
-]
- c:
Bergringspude og markgr 2z
m
Sarg for at holde bergringspladen ter, mens den er i brug. Fugt pa bergringspladen kan medfgre, at markgren
reagerer uregelmaessigt.
Brug af vekselstrom yar
: . . i3
Nar der benyttes vekselstrgm, skal systemet placeres, sa der er nem adgang til at frakoble det. B
Xt
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Sadan kobles systemet (og evt. tilsluttet udstyr) fra en hovedstremforsyning

Bemeerk Systemet adskilles ikke fra hovedstrgmforsyningen, hvis kun jeevnstrgmsledningen
kobles fra systemet eller (for Edge) dock'en.

% Frakobl vekselstremsledningen fra stramforsyningen eller (alternativt, hvis der benyttes et stativ) fra
vekselstremsadapteren pa stativets base.

Billedbehandling

Tilgeengelige billedbehandlingstyper og -undersggelser via transducer

Tabel 1: Transducer, undersggelsestype og billedbehandlingstype

Billeddannelsestype

Transducer S ciecy
gelsestype | 2D? b b PW- CW-
M-Mode CPD Farve doppler doppler
C8x \/ \/ \/ \/ -

Prostata

@ Optimeringsindstillingerne for 2D er Res (Opl), Gen og Pen.

g Optimeringsindstillingerne for Farve er lav, middel og hgj (flowsensitivitet) med en raekke PRF-indstillinger.

Malinger og beregninger

Volumenberegninger

Transducer Undersggelsestype

C8x Prostata
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Malingspublikationer og terminologi (kardiel)
Fglgende er yderligere referencer til kardielle undersggelsestyper.

Venstre ventrikelmasse i gm for 2D

Schiller, N.B., PM. Shah, M. Crawford, et al. "Recommendations for Quantification of the Left Ventricle by
Two-Dimensional Echocardiography.” Journal of American Society of Echocardiography. September-
October 1998, 2: 364.

LV-masse = 1,05 * {[(5/6) * A1 *(a+d +t)] - [(5/6) * A2 * (a + d)]}

hvor: A1 = det korte akseomrade, diastole (Epi)
A2 = det korte akseomrade, diastole (Endo)
a = den lange eller halve storakse
d = trunkeret halv storakse fra diameteren af den bredeste kort akse til mitralannulusplan
t = myokardiets tykkelse

Venstre ventrikelmasse i gm for M-type

Oh, JK., J.B. Seward, A.J. Tajik. The Echo Manual. 2nd Edition, Boston: Little, Brown and Company, (1999),
39.

LV-masse = 1,04 [(LVID + PWT + IVST)3 - LVID3] * 0,8 + 0,6

hvor: LVID = intern dimension
PWT = bagveeggens tykkelse
IVST = interventrikulaer septumtykkelse
1,04 = myocardiets veegtfylde
0,8 = korrektionsfaktor

Sikkerhed

Elektrisk sikkerhed

ADVARSEL | For at undga risikoen for elektrisk sted ma ingen del af systemet (inklusive
stregkodescanner, ekstern mus, strgmforsyning, stremforsyningsstik, eksternt
tastatur og sa videre) bergre patienten, med undtagelse af transducer eller EKG-
ledninger.

Malingspublikationer og terminologi (kardiel) 73
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Maerkningssymboler

Reference
nummer

Standards Development Beskrivelse

Organization (SDO)

Symbol Titel

Se brugs- ISO 15223-1:2016 54.3 Angiver, at brugeren
anvisningen Medicinske anordninger - skal se
Symboler som skal brugsvejledningen
anvendes pa maerkater pa
medicinske anordninger,
markering og oplysninger
som skal angives - Del 1:
Generelle krav
Producent ISO 15223-1:2016 5.1.1 Angiver producenten
Medicinske anordninger - af den medicinske
Symboler som skal anordning iht. EU-
anvendes pa maerkater pa direktiverne 90/385/
medicinske anordninger, E®@S, 93/42/EDS og
markering og oplysninger 98/79/EF
som skal angives - Del 1:
Generelle krav
Autoriseret ISO 15223-1 5.1.2 Angiver den
ﬁﬁ repraesentant i Det  Medicinske anordninger - autoriserede
Europaeiske Symboler som skal repraesentant i Det
Feellesskab anvendes pa maerkater pa Europeeiske
medicinske anordninger, Faellesskab

markering og oplysninger
som skal angives

Akustisk udgangseffekt

Retningslinjer for reduktion af Ml og TI

Tabel 2: MI

C8x

\1’ Nedsaet eller seenk parameterens indstilling for at reducere Ml.

4\ Haev eller gg indstillingen af parameteren for at reducere Ml.

74
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Tabel 3: TI (TIS, TIC, TIB)

CPD-indstillinger

LLELEL TS Boks- | Boks- | Boks- Dybde PW- z
bredde | hgjde | dybde y indstillinger g
=
G N N \/ (Dybie)
\1/ Nedsaet eller seenk parameterens indstilling for at reducere TI.
4\ Haev eller forgg parameterens indstilling for at reducere TI. %
=
(7]
-
Visning af udgangseffekt
Tabel 4: Tl eller Ml > 1,0
£
Transducer 2D/M._ CPD/Farve PW= cw= =
funktion doppler doppler ;
a.
C8x Ml Ja Ja Ja =
TIC, TIB eller TIS  Nej Nej Ja —
N
a
Tabel 5: Stigning i transducerens overfladetemperatur, indvendig brug (°C) E‘
Stillestaende luft 11,3
-
Simuleret 55 5,-,
anvendelse ?
4
i
H
Xt
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Tabeller over akustisk udgangseffekt

Tabel 6: Transducermodel: C8x Billeddannelsestype: 2D
Indeksbetegnelse _ Ikke-
scanning
Globalt maksimum, indeksvaerdi 1,1 (@) — — — (b)
Pro3 (MPa) 2,48
Wo (mWwW) # — — #
min af [Wo 3(21). bt (mw) —
.f‘g 0,3(z1)]
287 (cm) -
% E 7 (cm) -
‘é, g g, (cm) 1,2 —
i__; deq(Zsp) (cm) —
fc (MHz) 5,53 # — — — #
Dim af Agprt X (cm) # = = = #
Y (cm) # — — — #
PD (Msek.) 0,239
PRF (Hz) 9524
@ P@PIl oy (MPa) 3,11
g 2
"g ; deq@P"max (cm) —
< = Fokalleengde FL, (cm) # — — #
°© FL, (cm) # — — #
lpa 0,3@Mlmax (W/cm?) 264
Kontrol 1: Undersggelsestype Pro
- o % Kontrol 2: Optimering Pen
5 *g’ _CE) Kontrol 3: Dybde 2,5-
~x O 3,2
Kontrol 4: MB Fra

(a) Dette indeks er ikke pakraevet til denne billeddannelsestype. Veerdien er <1.
(b) Denne transducer er ikke beregnet til transkranial eller neonatal cephal brug.
# Der er ikke rapporteret data for dette driftsforhold, da indeksveerdien for det globale maksimum pa grund af den

angivne arsag ikke er rapporteret. (Se linjen for globalt maksimum, indeksveerdi).
— Der findes ingen data for denne transducer/billedbehandlingstype.
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Tabel 7: Transducermodel: C8x Billeddannelsestype: M-tilstand

—-
Indeksbetegnelse Ikke scanmng Ikke- >
Globalt maksimum, indeksvaerdi 1.4 (@ (b) g
Pro3 (MPa) 3,16
Wo (mW) = # # #
min af [Wq 3(z41).lta (mW) — v
f‘g 0,3(z1)] 3
ER-E? (cm) - 5
:g % Zpp (cm) =
B 8 z, (cm) 1,1 #
= deg(Zep) (cm) # z
f. (MHz) 507 — # — # # 2
Dim af Aypt X (cm) = # = # # 8
Y (cm) — # — # #
PD (usek.) 0,427
PRF (Hz) 800 -
8 P@Pllny (MPa) 3,83 é
% € deq@Pllmay (cm) # )
< 2 Fokallaengde FL, (cm) — # — #
° FL, (cm) — # _ #
lpa 0,3@MIpay (W/cm?) 482 »
5T Kontrol 1: Undersggelsestype Pro i,‘,
‘g £ 2 Kontrol 2: Optimering Pen ®
2 S Kontrol 3: Dybde 4,2
(a) Dette indeks er ikke pakreevet til denne billeddannelsestype. Veerdien er <1.
(b) Denne transducer er ikke beregnet til transkranial eller neonatal cephal brug.
# Der er ikke rapporteret data for dette driftsforhold, da indeksveerdien for det globale maksimum pa grund af den Y
angivne arsag ikke er rapporteret. (Se linjen for globalt maksimum, indeksveerdi). i
— Der findes ingen data for denne transducer/billedbehandlingstype. g
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Tabel 8: Transducermodel: C8x Billeddannelsestype: Color

TIS TIB

Indeksbetegnelse Ikke-scanning Ikke-

Globalt maksimum, indeksvaerdi 1,4 (@ — — (b)
Pro,3 (MPa) 3,18
Wo (mW) # — — #
min af [Wo 3(z1).lra (mW) —
g o031l
(72 B
2 12 Z4 (cm) —
©
B g Zpp (cm) —
E, 8 zg, (cm) 0,8 —
X
iE deq(zsp) (Cm) -
fe (MHz) 4,82 # — — — #
Dim af Agprt X (cm) # = = = #
Y (cm) # = = = #
PD (Msek.) 0,694
PRF (Hz) 2548
3 Pr@Pllpax (MPa) 3,63
o &
= deq@Pllmax (cm) —
< = Fokalleengde FL, (cm) # — — #
© FL, (cm) # — — #
lpa 0,3@MImay (W/cm?) 555
Kontrol 1: Undersggelsestype Pro
Kontrol 2: Type CVvD
S _ Kontrol 3: 2D-optimering/dybde ~ Pen/
5 E 1,5-1,9
L5 Kontrol 4: Farveoptimering/PRF Hgj/Alle
&  Kontrol 5: Position/stgrrelse af Kort og
farveboks smal/
Alle

(a) Dette indeks er ikke pakraevet til denne billeddannelsestype. Vaerdien er <1.
(b) Denne transducer er ikke beregnet til transkranial eller neonatal cephal brug.
# Der er ikke rapporteret data for dette driftsforhold, da indeksveerdien for det globale maksimum pa grund af den

angivne arsag ikke er rapporteret. (Se linjen for globalt maksimum, indeksvaerdi).
— Der findes ingen data for denne transducer/billedbehandlingstype.
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Tabel 9: Transducermodel: C8x Billeddannelsestype: PW-doppler

TIS TIB

Indeksbetegnelse Ikke-scanning Ikke-

Globalt maksimum, indeksvaerdi 1,2 — (@ — 2,0 (b) g
Pro,3 (MPa) 2,59
Wo (mW) = # 36,0 #
min af [Wq 3(z41).lta (mW) = v
f‘g 0,3(z1)] 3
é g Z; (cm) = 3
c @
g g Zpp (cm) =
3Bz, (cm) 1,1 1,10
= deq(2sp) (cm) 0,28 z
fe (MHz) 4,79 — # — 4,79 # 2
Dim af Aaprt X (cm) — # — 1,12 # 8
Y (cm) — # — 0,40 #
PD (usek.) 1,131
PRF (Hz) 1008 -
G Pr@Pllinay (MPa) 3,10 é
% £ deq@Plna (cm) 0,28 =
< _Z Fokallaengde FL, (cm) — # — #
° FL, (cm) = # = #
lpa 0,3@Mlmax (W/cm?) 296 o
Kontrol 1: Undersggelsestype Pro Pro .;
& Tg 2 Kontrol 2: Prgvevolumenstgrrelse 1 mm 1 mm "
a é E Kontrol 3: Prgvevolumenposition Zone 5 Zone 5
Kontrol 4: PRF 1008 3125
(a) Dette indeks er ikke pakraevet til denne billeddannelsestype. Veerdien er <1.
(b) Denne transducer er ikke beregnet til transkranial eller neonatal cephal brug. 2
# Der er ikke rapporteret data for dette driftsforhold, da indeksvaerdien for det globale maksimum pa grund af den E
angivne arsag ikke er rapporteret. (Se linjen for globalt maksimum, indeksveerdi). !

Der findes ingen data for denne transducer/billedbehandlingstype.
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Innledning
Dette tillegget til brukerveiledningen gir informasjon om C8x-transduseren, som er kompatibel med 3
ultralydsystemene SonoSite Edge og SonoSite S Series. Det gir ogsa tilleggsinformasjon om sikkerhet, a
styreplatepleie og henvisninger til beregninger. E‘
Slik kommer du i gang
=
Styreplate og marker H
m
Serg for a holde styreplaten tgrr under bruk. Hvis det kommer fukt pa styreplaten, kan det fgre til at markgren
ikke fungerer optimalt.
Bruk av nettstrom yar
. . i3
Ved bruk av vekselstram ma systemet plasseres slik at du enkelt kan koble det fra. B
Xt
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Slik kobler du systemet (og eventuelt tilkoblet utstyr) fra en hovedstremforsyning

Merk Hvis du bare kobler likestrgmkabelen fra systemet eller (for Edge)
dokkingstasjonen, kobler du ikke systemet fra hovedstrgmforsyningen.

% Koble vekselstremkabelen fra stremforsyningen eller (hvis du bruker et stativ) fra AC-adapteren pa
stativbasen.

Avbildning

Avbildningsmodi og undersgkelser som er tilgjengelige avhengig av
transduser

Tabell 1: Transduser, undersgkelsestype og avbildningsmodus

Avbildningsmodus

Transduser TS
elsestype 2D? CPDb PW- CW-
M-modus doppler doppler
C8x ‘/ ‘/ ‘/ _

Prostata

v

@ Optimaliseringsinnstillingene for 2D er Res (Oppl.), Gen (Gen) og Pen (Pen).

2 Optimaliseringsinnstillingene for Farge er lav, medium og hgy (flytsensitivitet) med en rekke PRF-innstillinger.

Malinger og beregninger

Volumberegninger

Undersgk-

Transduser
elsestype

C8x Prostata
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Malingspubliseringer og terminologi (hjerte)
Her er ytterligere referanser for hjerteundersgkelser:

Venstre ventrikkels masse i g for 2D

Schiller, N.B., PM. Shah, M. Crawford, et al. "Recommendations for Quantification of the Left Ventricle by
Two-Dimensional Echocardiography." Journal of American Society of Echocardiography. September-
October 1998, 2:364.

LV-masse = 1,05 * {[(5/6) * A1 *(a+d + t)] - [(5/6) * A2 * (a + d)]}

der: A1 = kortakseomrade, diastole (Epi)
A2 = kortakseomrade, diastole (Endo)
a = lang eller halvstor akse
d = trunkert halvstor akse fra den bredeste kortaksediameteren til mitralannulusplanet
t = myokardial tykkelse

Venstre ventrikkelmasse i g for M-modus

Oh, JK., J.B. Seward, A.J. Tajik. The Echo Manual. 2nd Edition, Boston: Little, Brown and Company, (1999),
39.

LV-masse = 1,04 [(LVID + PWT + IVST)3 - LVID3] * 0,8 + 0,6

der: LVID = innvendig mal
PWT = tykkelse pa bakre vegg
IVST = interventrikulaer septal tykkelse
1,04 = myokardiets egenvekt
0,8 = korreksjonsfaktor

Sikkerhet

Elektrisk sikkerhet

ADVARSEL | For a unnga risiko for elektrisk stgt skal ingen deler av systemet (inkludert
strekkodeleseren, den eksterne musen, stremforsyningen,
stremforsyningskontakten, det eksterne tastaturet osv.) unntatt transduseren
eller EKG-avledninger bergre pasienten.

Malingspubliseringer og terminologi (hjerte) 83
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Merkesymboler

Tittel Stand?rds. Development Referanse Beskrivelse
Organization nummer

Les ISO 15223-1:2016 54.3 Indikerer behovet for

bruksanvisningen Medisinsk utstyr — symboler at brukeren ma lese
som skal brukes med bruksanvisningen

etiketter og merking for
medisinsk utstyr, og
informasjon som skal oppgis
— del 1: Generelle krav

Produsent ISO 15223-1:2016 5.1.1 Indikerer produsenten
Medisinsk utstyr — symboler av det medisinske
som skal brukes med utstyret, iht. EU-
etiketter og merking for direktiv 90/385/EQF,
medisinsk utstyr, og 90/42/EQDF og 98/79/
informasjon som skal oppgis EF

— del 1: Generelle krav

Autorisert ISO 15223-1 5.2.1 Indikerer autorisert
representant i EU Medisinsk utstyr — symboler representant i EU
som skal brukes med
etiketter og merking for
medisinsk utstyr, og
informasjon som skal oppgis.

=
1]
l

Akustiske utdata

Retningslinjer for a redusere Ml og TI
Tabell 2: MI

C8x /I\

\1’ Senk innstilling av parameter for a redusere Ml.

4\ Hev innstillingen for parameteren for a redusere M.
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Tabell 3: TI (TIS, TIC, TIB)

Transduser Boks- Boks-
bredde | hgyde
C8x \1,

CPD-innstillinger

Boks- Optimali- PW-
dybde ﬂ Dybde sering innstillinger

\1/ Senk innstilling av parameter for a redusere TI.

4\ Hev innstilling av parameter for a redusere TI. %
=
(7]
-
Utdatavisning
Tabell 4: Tl eller Ml > 1,0
£
Transduser 2D/M-modus | CPD/farge s Qi =
doppler doppler ;
o.
C8x Ml Ja Ja Ja =
TIC, TIB eller TIS  Nei Nei Ja —
O
<
a
Tabell 5: Transduserens overflatetemperaturgkning, intern bruk (°C) E‘
Stille luft 11,3
=
Simulert bruk 5,5 -
La)
m
1
i3
B
Xt
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Tabell for akustiske utdata

Tabell 6: Transdusermodell: C8x Driftsmodus: 2D
TIB
Indeksmerke Ikke-skannmg Ikke-
Global maksimal indeksverdi (@) — (b)
Pro,3 (MPa) 2148
Wo (mWwW) # — — #
min. av (mW) =
_:Fg [Wo,3(z1).ta0,3(21)]
é g z; (cm) —
3 % Zbp (cm) -
E, 8 Zgp, (cm) 1,2
= deq(zsp) (cm) -
fe (MHz) 5,53 # — — — #
Dim av Agprt X (cm) # = = = #
Y (cm) # — — — #
PD (usek) 0,239
PRF (Hz) 9524
-5. Pr@PIlaks. (MPa) 3,11
g» 8 deq@Plimaks (cm) -
< S Brennvidde FL, (cm) # — — #
= FLy (cm) # — — #
lpa0,3@MImaks (W/cm?) 264
_ Kontroll 1: Undersgk-elsestype Pro
. & & Kontroll 2: Optimalisering Pen
g g qé" Kontroll 3: Dybde 25=
agw 3.2
2 Kontroll 4: MB Av

(a) Denne indeksen er ikke pakrevd for denne driftsmodusen. Verdien er <1.
(b) Denne transduseren er ikke beregnet for a brukes transkranialt eller for neonatale hoder.
# Det er ikke rapportert noen data for dette, siden den globale maksimale indeksverdien ikke er rapportert av

nevnte grunn. (Se linjen Global maksimal indeksverdi.)
— Data gjelder ikke for denne transduseren/modusen.
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Tabell 7: Transdusermodell: C8x Driftsmodus: M-modus
Indeksmerke lkke- skannmg Ikke-
Global maksimal indeksverdi (a) (b)
Pro,3 (MPa) 3,16
Wo (mw) = # # #
min. av (mW) — v
% [Wo3(z1).ltao,3(24)] 3
ER-ES (cm) — 5
° ez (cm) —
g g
‘é, 8 Zgp (cm) 1,1 #
X
= deq(Zsp) (cm) # E
e (MHz) 5,07 — # = # # =
Dim av Aot X (cm) — # — # # a
Y (cm) = # = # #
PD (psek) 0,427
PRF (Hz) 800 -
S, Pr@Pllnays (MPa) 3,83 3
c'n =
qé g deq@Plimaks. (cm) # s
< {—’ Brennvidde FL, (cm) — # — #
- FL (cm) — # — #
lpA0,3@MImaks (W/cm?) 482 .
. & Kontroll 1: Undersgk-elsestype Pro g
= = o o .
é g9 Kontroll 2: Optimalisering Pen )
A § -£ Kontroll 3: Dybde 472
= 3
(a) Denne indeksen er ikke pakrevd for denne driftsmodusen. Verdien er <1.
(b) Denne transduseren er ikke beregnet for a brukes transkranialt eller for neonatale hoder. yar
# Det er ikke rapportert noen data for dette, siden den globale maksimale indeksverdien ikke er rapportert av i
nevnte grunn. (Se linjen Global maksimal indeksverdi.) B
— Data gjelder ikke for denne transduseren/modusen. xt

Akustiske utdata 87



Tabell 8: Transdusermodell: C8x Driftsmodus: Farge

TIS TIB

Indeksmerke Ikke-skanning Ikke-

Global maksimal indeksverdi 1.4 (@ = = (b)
Pro,3 (MPa) 3,18
Wy (mW) # = = #
min. av (mW) —
G [Wo,3(z1).la0,3(z1)]
257 (cm) —
P ez (cm) =
g5
% 8 Zsp (cm) 0,8 =
ii:‘ () (cm) -
e (MHz) 4,82 # — — — #
Dim av Agpt X (cm) # = = = #
Y (cm) # — — — #
PD (psek) 0,694
PRF (Hz) 2548
S Pr@PIlyaxs. (MPa) 3,63
c
Qg’ é deq@P”maks. (cm) —
< S Brennvidde FL, (cm) # — — #
[
- FLy (cm) # = = #
lpA0,3@MImaks (W/cm?) 555
Kontroll 1: Undersgk-elsestype Pro
2 _ Kontroll 2: Modus CvD
§ 3 Kontroll 3: 2D-optimalisering/dybde Pen /
s o 1,5-1,9
,.{:’ E Kontroll 4: Fargeoptimalisering/PRF  Hgy/Alle
O "~ Kontroll 5: Fargeboksposisjon/ Kort og
starrelse smal / Alle

(a) Denne indeksen er ikke pakrevd for denne driftsmodusen. Verdien er <1.
(b) Denne transduseren er ikke beregnet for a brukes transkranialt eller for neonatale hoder.
# Det er ikke rapportert noen data for dette, siden den globale maksimale indeksverdien ikke er rapportert av nevnte

grunn. (Se linjen Global maksimal indeksverdi.)
— Data gjelder ikke for denne transduseren/modusen.
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Tabell 9: Transdusermodell: C8x Driftsmodus: PW-doppler
_-
Indeksmerke lkke- skannmg Ikke-
Global maksimal indeksverdi 1,2 2,0 (b)
Pro.3 (MPa) 2,59
Wo (mW) = # 36,0 #
min. av (mW) — v
& [Woa(1)haoa(z1)] 3
é % z4 (cm) — 5
E g Zpp (cm) —
‘é, gzsp (cm) 1,1 1,10
i__; el (B (cm) 0,28 z
fe (MHz) 479 — # — 4,79 # 3
Dim av Aot X (cm) — # — 1,12 # 8
Y (cm) = # = 0,40 #
PD (usek) 1,131
PRF (Hz) 1008 -
_ § P@PIl ks, (MPa) 3,10 é
“EJ g deq@PIImaks_ (cm) 0,28 =
< S Brennvidde L, (cm) = # — #
= (cm) — # — #
lpA0,3@MImaks (W/cm?) 296 .
| 5 Kontroll 1: Undersgk-elsestype Pro Pro g
Q <=3 % Kontroll 2: Prgvevolumstgrrelse 1 mm 1 mm )
E g g Kontroll 3: Posisjon for prgvevolum Sone 5 Sone 5
~ & Kontroll 4: PRF 1008 3125
(a) Denne indeksen er ikke pakrevd for denne driftsmodusen. Verdien er <1.
(b) Denne transduseren er ikke beregnet for a brukes transkranialt eller for neonatale hoder. »
# Det er ikke rapportert noen data for dette, siden den globale maksimale indeksverdien ikke er rapportert av i
nevnte grunn. (Se linjen Global maksimal indeksverdi.) g

— Data gjelder ikke for denne transduseren/modusen.
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Inledning
Detta tillagg till anvandarhandboken ger information om C8x-transduktorn, som ar kompatibel med SonoSite 5
Edge och SonoSite S Series ultraljudssystem. Den tillhandahaller &ven tillaggsinformation om sékerhet, a
skotsel av styrplatta och berakningsreferenser. E‘
- o
Komma igang
Styrplatta och markor H
)
Se till att styrplattan ar torr vid anvandning. Fukt pa styrplattan kan gora att markoren svarar oberédkneligt.
1
i3
B
Xt
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Anvanda vaxelstrom

Vid anvandning av vaxelstrdom ska systemet placeras sa att det ar latt att koppla bort det.

Fér att separera systemet (och eventuell ansluten utrustning) fran en elnitférsérjning

Obs! Bortkoppling av endast likstromskabeln fran systemet eller (for Edge)
dockningsenheten separerar inte systemet fran elnatférsérjningen

% Koppla bort vaxelstromskabeln fran stromforsérjningen eller (alternativt, om ett stativ anvands) fran
likstromsadaptern pa stativets sockel.

Bildatergivning

Bildatergivningslagen och undersokningstyper tillgdngliga per transduktor

Tabell 1: Transduktor, undersékningstyp och bildatergivningslige

Bildatergivningsliage

Transduktor | ndersok-
ningstyp Energi- Farg- PW- CW-
doppler® doppler® doppler doppler
C8x Prostata v v v v _
(Prostate)

@ Optimeringsinstaliningarna for 2D &r Res (upplésning), Gen (generell) och Pen (penetration).

£ Optimeringsinstallningarna for Color (fargdoppler) ar lag, medelhég och hog (flodeskanslighet) med en rad olika
PRF-installningar.

Matningar och berakningar

Volymberakningar

Undersékningstyp

C8x Prostata (Prostate)
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Publikationer om matning samt terminologi (Kardiell)

Foljande information ar ytterligare referenser for hjartundersékning.
Vansterkammarmassa i g for 2D

Schiller, N.B., PM. Shah, M. Crawford, et. al. “Recommendations for Quantification of the Left Ventricle by
Two-Dimensional Echocardiography.” Journal of American Society of Echocardiography. september-oktober
1998, 2:364.

LV Mass = 1,05 * {[(5/6) * A1 *(a+d + 1)] - [(5/6) * A2 * (a + d)]}

dar: A1 = omrade vid korta axeln, diastole (Epi)
A2 = omrade vid korta axeln, diastole (Endo)
a = langa eller halvstora axeln
d = trunkerade halvstora axeln fran bredaste diametern pa korta axeln till mitral annulus-
planet.
t = myokardiell tjocklek

Vansterkammarmassa i g for M-lage

Oh, J. K., J. B. Seward, A. J. Tajik. The Echo Manual. 2nd Edition, Boston: Little, Brown and Company, (1999),
39.

LV Mass = 1,04 [(LVID + PWT + IVST)3 - LVID3] * 0,8 + 0,6

dar: LVID = innerstorlek
PWT = bakvaggens tjocklek
IVST = kammarseptums tjocklek
1,04 = specifik vikt fér myokard
0,8 = korrektionsfaktor

Sakerhet

Elektrisk sakerhet

VARNING Lat inte nagon del av systemet (inklusive streckkodslasare, extern mus,
stromforsoérjning, stromférsérjningskontakt, externt tangentbord osv.), med
undantag fér transduktorn eller EKG-kablar, vidréra patienten for att undvika risk
for elektriska stotar.
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Markningssymboler

Symbol Stand.ardl.serlngs- Referens- BESRrInIne
organisation nummer
Se ISO 15223-1:2016 54.3 Anger att anvandaren
bruksanvisningen Medicintekniska produkter - maste lasa
Symboler att anvandas vid bruksanvisningen

markning av produkt och
information till anvandare —
Del 1: Allmanna krav

Tillverkare ISO 15223-1:2016 5.1.1 Anger tillverkaren av
Medicintekniska produkter - den medicintekniska
Symboler att anvandas vid produkten enligt EU-
markning av produkt och direktiv 90/385/EEC,
information till anvandare — 93/42/EEC och 98/
Del 1: Allmanna krav 79/EC

Auktoriserad ISO 15223-1 5.1.2 Anger auktoriserad

ﬁﬁ representant inom  Medicintekniska produkter - representant i EU
Europeiska Symboler att anvandas vid
Unionen markning av produkt och

information till anvandare.

Akustisk uteffekt

Riktlinjer fér reduktion av Ml och Ti
Tabell 2: MI

o

C8x /I\

\1’ Minska eller sank parameterinstallningen for att reducera M.

4\ HGoj eller 6ka parameterinstaliningen for att reducera M.
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Tabell 3: TI (TIS, TIC, TIB)

Energidopplerinstallningar (CPD)
Transduktor Rutans | Rutans | Rutans . !’ulsﬂdoepler-
bredd héid diu Optimera installningar
C8x \1, 4\

\l’(DJ'UIO)

2
<]
=
%)
~

\1/ Minska eller sank parameterinstallningen for att reducera TI.

4\ Hoj eller 6ka parameterinstaliningen for att reducera TI.

Visning av uteffekt
Tabell 4: Tl eller Ml > 1,0

m
£
- CPD/ PW- CW- s
Transduktor 2D/M-lage Frotter | e e A
C8x Ml Ja Ja Ja =
TIC, TIB eller TIS  Nej Nej Ja — -
A
2
Tabell 5: Okning av transduktorns yttemperatur, intern anvandning (°C)
Stillastaende luft 11,3 =
=
Simulerad 55 B
anvandning
1
i3
B
Xt
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Tabeller over akustisk uteffekt

Tabell 6: Transduktormodell: C8x Driftslage: 2D
Indexbeteckning m TIC
Globalt maximalt indexvarde 1,1 (a) — — — (b)
Pro,3 (MPa) 2,48
W, (mW) # — — #
o min. av (mW) =
= [Wo,3(z1).ta0,3(21)]
287 (cm) -
]
9 % Zpp (cm) =
§ 8 zp (cm) 1,2 —
2 deq(zsp) (Cm) -
f, (MHz) 553  # - — - #
Dim av Agprt X (cm) # = = = #
Y (cm) # — — — #
PD (us) 0,239
PRF (Hz) 9524
5 Pr@PIlax (MPa) 3,11
g g deq@Pllmax (cm) -
O S Fokallangd FL, (cm) # — — #
£
FL, (cm) # = — #
lpa0,3@MImay (W/cm?) 264
| B Reglage 1: Undersoékningstyp Pro
& :‘é, .g Reglage 2: Optimering Pen
a © ‘s Reglage 3: Djup 2,5-3,2
= 2 Reglage 4: MB Av

(a) Detta index kravs inte for detta driftslage, vardet ar < 1.
(b) Denna transduktor &r inte avsedd for anvandning transkraniellt eller pa huvudet pa nyfoédda.
# Inga data rapporteras for detta driftforhallande eftersom det globala maximala indexvardet inte rapporteras, av

angiven orsak. (Referensrad for globalt maximalt indexvarde.)
— Data ej tillampliga for denna transduktor/detta lage.
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Tabell 7: Transduktormodell: C8x Driftslage: M-lage

Indexbeteckning

2
S
@
Globalt maximalt indexvarde 1.4 = (@ = (@ (b)
Pro,3 (MPa) 3,16
Wo (mw) — # # #
o min. av (mW) —
Y [Wo3(21)lta0,3(z1)]
(2]
237 (cm) —
ST
T E Zop (cm) -
-§ 8 zqp (cm) 1,1 #
8 deglep) (cm) # D
e (MHz) 5,07 — # = # # T's‘
: =
Dim av Agpt X (cm) = # = # # 2
Y (cm) = # = # #
PD (us) 0,427
PRF (Hz) 800 -
S Pr@Pliay (MPa) 3,83 é
cgn g de @P"max (Cm) # E‘
© ..g Fokallangd FL, (cm) — # — #
FLy (cm) = # = #
lpA0,3@MImay (W/cm?) 482 .
5 Reglage 1: Undersékningstyp Pro g
$ D S —— A
& o £ Reglage 2: Optimering Pen ]
A © & Reglage 3: Djup 4,2
L%
£
(a) Detta index kravs inte for detta driftsldge, vardet ar < 1.
(b) Denna transduktor ar inte avsedd for anvandning transkraniellt eller pa huvudet pa nyfoédda. Yy
# Inga data rapporteras for detta driftforhallande eftersom det globala maximala indexvardet inte rapporteras, av i
angiven orsak. (Referensrad for globalt maximalt indexvarde.) g

— Data ej tillampliga for denna transduktor/detta lage.
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Tabell 8: Transduktormodell: C8x Driftslage: Color

Indexbeteckning
Aapn>1

Globalt maximalt indexvarde 1,4 (@ — (b)
Pro,3 (MPa) 3,18
Wo (mW) # — — #
o min. av (mW) =
= [Wo,3(21).ta0,3(21)]
% % Z (cm) _
3 g i (cm) -
.§ 8 zqp (cm) 0,8 —
ﬁ deq(Zsp) (cm) -
fc (MHz) 4,82 # — — — #
Dim av Agpt X (cm) # = = = #
Y (cm) # = = = #
PD (us) 0,694
PRF (Hz) 2548
S Pr@Pllyax (MPa) 3,63
g g deq@Pllmax (cm) -
O S Fokallangd FL, (cm) # — — #
= FL, (cm) # — — #
IPA0,3@MImay (W/cm?) 555
Reglage 1: Undersokningstyp Pro
Reglage 2: Lage CvD
Reglage 3: 2D-optimering/djup Pen/

1,5-1,9
Reglage 4: Fargoptimering/PRF Hog/alla
Reglage 5: Fargrutans lage/storlek  Kort och

smal/alla

Funktionsreglage-
installningar

(a) Detta index kravs inte for detta driftslage, vardet ar < 1.
(b) Denna transduktor ar inte avsedd for anvandning transkraniellt eller pa huvudet pa nyfédda.
# Inga data rapporteras for detta driftférhallande eftersom det globala maximala indexvardet inte rapporteras, av

angiven orsak. (Referensrad for globalt maximalt indexvarde.)
Data ej tillampliga for denna transduktor/detta lage.
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Tabell 9: Transduktormodell: C8x Driftslage: PW-doppler

Indexbeteckning

2
°
@
Globalt maximalt indexvarde 1,2 — (@ — 2,0 (b)
pr0,3 (MPa) 2,59
Wo (mW) = # 36,0 #
o min. av (mW) —
Y [Wo3(21)lta0,3(z1)]
(2]
2 3 2 (cm) _
ST
T E Zp (cm) -
.§ 8 zg, (cm) 1,1 1,10
@ deq(zsp) (cm) 0,28 E
<
e (MHz) 4,79 — # = 4,79 # =
Dim av Aot X (cm) — # — 1,12 # 8
Y (cm) — # — 0,40 #
PD (ps) 1,131
PRF (Hz) 1008 -
§ Pr@Pllpay (MPa) 3,10 3
e o
g’ B deq@Pllmax (cm) 0,28 )
O & Fokallangd FL, (cm) — # — #
c
= FLy (cm) = # — #
lpa0,3@MImay (W/cm?) 296 .
5 Reglage 1: Undersoékningstyp Pro Pro -;
v @ . o
& =y g Reglage 2: Provvolymens storlek 1 mm 1 mm ]
a E,n :?E Reglage 3: Provvolymens position Zon 5 Zon 5
= & Reglage 4: PRF 1008 3125
(a) Detta index kravs inte for detta driftslage, vardet ar < 1.
(b) Denna transduktor ar inte avsedd for anvandning transkraniellt eller pa huvudet pa nyfodda. »
# Inga data rapporteras for detta driftférhallande eftersom det globala maximala indexvardet inte rapporteras, av i
angiven orsak. (Referensrad fér globalt maximalt indexvarde.) g

— Data e tillampliga fér denna transduktor/detta lage.

Akustisk uteffekt 99



100 Akustisk uteffekt



O
]
3
w
=~

ZuunmAnpwpa oto Eyxeipidio xpriong twv SonoSite
Edge kat SonoSite S Series

Eicaywyn 101
Mvwpipia pe To cvoTnpa 101 °z
Xelplotrpto agng Kal dpopéag 101 b
Xprion evaANaooOUEVOU PEVATOG 101 =
Amgikovion 102
AlaBéoipol Tpdmol Asttoupyiag amelkdviong Kat SIa0E0IEG EEETATELG AVA LOPQOTPOTIEN .ouurveeeesnressrssserens 102
Metpnoeig kKat umoAoyiopoi 102
Ymoloylopoi 6ykou 102 “
AnpocIeUCELG PETPIIOEWV Kal opoloyia (KapSiohoyikn e€€taan) 103 3
Ac@dlela 103 %
HAekTpIKn ao@alela 103
YUuBoAa emonuavong 104
AkouoTikn £€§080¢ 104
KatevBuvtnpieg 0dnyiec yia T peiwon twv deiktwv Ml kat Tl 104
MpoBoAn e€6dou 105
Mivakeg akouoTIKAG €660V 106
Eiwcaywyn
AuTd TO CUPTTAI PWHIA OTO EYXEIPIOIO XPrioNng TTAPEXEL TTANPOPOPIES Yia Tov poppoTpoméa C8x, mou gival -
oupPatoc ye ta cuoTripata urreprixwyv SonoSite Edge kat SonoSite S Series. MNapéxel emiong CUUTANPWHOTIKEG E
TANPOPOPIEC OCOV APOPA TNV ACPAAELQ, TN PPOVTIOA TOU XEIPIOTNPIOL APriC, KABWCE KAl TIAPATIOUITES 5‘
UTTOAOYIGHWV.
N'vwpipia pe To cvoTnUa
2
XSIPIO’TI’]pIO agng Kat GPOHSGC ©
Befaiwbeite 0TI TO XEIPIOTAPIO APrIG Tapapével 0Teyvo Katd Tn SIAPKELA TNG XPriong Tou. Tuxdov mapouaia
uypaociag oTo XEIPLOTAPLO aPnG Urmopei va odnyrio€l og mpoAnuatikn avtidpaon tou Spouéa.
. . . ol
Xpnon evVaAAaGGOMEVOU PEVATOC ﬁ
xt

Katd tn Aettoupyia pe evarlaocoopevo pelpa (AC), TomoBeteite To oUCTNUA £TOL WOTE va gival Suvath n
€UKOAN TIPOoaon yia Tnv anocuvoea] Tou.
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MNa va amocuvdécete To cUoTNHA (Kat TUXOV e§0MAMIoHO ouvdedepévo og autd) amd to Siktuo
Tpoodoaiag

Inueiwon | Hamoolvdeon povo tTou kadwdiou ouvexol¢ pevpatog (DC) amd to cloTnua N (Yia
Ta ouotnuata Edge) amd tn Baon ocuvdeong Sev amoouvdéel To cuoTna and To
Siktuo Tpogodoaiac.

% BydAte 10 KaAwd10 evalaocaduevou peupatog anmod tnv mpida ri (EVAANAKTIKA, Eav XpnoloToleite Bdon
otNPIENC) and Tov MPocapuoyEéd EVOAACOOUEVOU PEVMATOC TG BAong oteLEnd.

Aneikovion
AwaBéoipol tpomot Asttoupyiag ametkoviong kat StaOéoipeg e€etaoelg

avda Hop@oTpoméa

MNivakag 1: Mop@oTtpoméag, TUMOG e££TACN G KAl TPOTIOC AEITOUPYIAG ATTEIKOVIONG

Tpomog AstTtoupyiag ameikoviong

Mop@otpo- | Tumog 2D*¢

néag e€€taong Tpémog ‘Eyxpwpn PW cw
Astroupyiag aneik6évion? | Doppler Doppler
Kivnong

C8x Mpootdtn v v v v —

% 01 puBpioeic BeAtioTomoinong yia Tov Tpomo Asitoupyiac 2D eivat Res, Gen kai Pen.

B o pubuioelg feATioTomoINoNG Yla ToV TPAOTO AEITOUPYIAC EYXPWHNG ATIEIKOVIONG Eival XauNnAr, HEon Kat uPnAn
(evaioBnoia ponc) ue éva epog pubuicswv PRF.

MEeTpRioEIC Kat UMTOAOYIGHOI

YmoAoyiopoi 6ykou

Mop@otponéag | Tumog e§étaong

C8x Mpootdtn
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Anpooievoelg HETPIOEWYV Kal opoloyia (Kapdiodoyikn e€€taon)
AkoAouBoUv emmA€éoV TTAPATTOUTIEG Yla TOV TUTIO KAPSIOAOYIKIG §€TaoNG.

Mala apiotepng Kolhiag oe gm yila Siodiactarn (2D) anmeikovion

2
o
Schiller, N.B., PM. Shah, M. Crawford, et. al. “Recommendations for Quantification of the Left Ventricle by Two- =
Dimensional Echocardiography.’ Journal of American Society of Echocardiography. September-October 1998,
2:364.
Mada aplotepng kothiag = 1,05 * {[(5/6) * A1 * (a+d + t)] - [(5/6) * A2 * (a + d)]}
w
<
o
omou: A1 = Eppadov Bpaxéog afova, Staotolr (Emkapdiako) ?.r
o

A2 = EpBadov Bpaxéog dova, SiaotoAn (Evéokapdiakd)

a = Emunkng N nuipeydioc dovag

d = Ké\oupocg nuipeyalog dovag amo tnv mhatutepn SIARETPo Tou Bpaxéog agova £wg To
eminedo Tou pITpoelSikou SakTuliou

t = MNayog Tou puokapdiov

Mala aplotepng Kothiag oe gm yia Tpomo Asrtovpyiag M Mode

Oh, J.K., J.B. Seward, A.J. Tajik. The Echo Manual. 2nd Edition, Boston: Little, Brown and Company, (1999), 39.

Méda LV = 1,04 [(LVID + PWT + IVST)? - LVID*] * 0,8 + 0,6 <
n
X
ooV LVID = Ecwtepikn didotaon s
PWT = MNdyog onioBiou tolywpatog
IVST = Maxog pecokotAlakoL Slagpdypatog
1,04 = E181k0 Bdpoc puokapdiov
0,8 = ZuvteleoTnc S16pBwong g
A
(]
Acpalsia
HAektpIkn ac@aleia ya
i
MPOEIAOMOIHZH | Ta v amoguyr] Tou KIvEUVoU NAEKTPOTIANEIAG, UNV ETTITPETIETE OE KAVEVA EPOG g

TOU CUOTAMATOG (CUTTEPINAUBAVOUEVWY TNG CUCKEUNG AVAYVWONG YPAMMUIKOU
KWAIKa, TOU e£WTEPIKOU TOVTIKIOU, TNG TPOPOS0GIA¢ PEVHATOC, TOU CUVOEGOU
TPOPOS0CIAg PEVUATOC, TOU £EWTEPIKOU TANKTPOAOYIOU K.ATT.) va €épXeTal Og
€MAPN € TOV A0BEVN, EKTOC Ao ToV Lop@oTpoTéa 1 TIG amaywyEg HKI.

Anpooieloelg peTpricewv Kat opoloyia (Kapdiohoyikr e€étaon) 103



TOpuBoAa emonpavong

Opyaviopog avantuéng Ap1Opog

Toupolo TitAog Meprypaen

avapopag

MPOTUTIWV

YupPouleuteitetic  1SO 15223-1:2016 543 YmoSelkvUEL TnV

odnyieg xpriong laTpIKEG CUOKEVEG — avaykn va
oUUPOAA TTPOC XPriON HE TIC oupPouleveTal o
ETIKETEG LATPLIKWY CUOKEUWV, XPNoTng Tig odnyieg
EMORUAvon Kal Xpnong

Kataokeuaotrg

E€ovalobotnuévoc
ﬁﬁ avTIMPOOWTOG

otnv Eupwmaikn

‘Evwon

AxKouoTiKn £€§060¢

TANPOYOPIEC TTPOC TTAPOXH| —
Mépog 1: Tevikég anmaitioslg

ISO 15223-1:2016

laTpIkéG CUOKEVEG —
oLpPoAa TTPOG XPrioN HE TIG
ETIKETEC LOTPLIKWY CUOKEUWV,
EMOARUAvVoN Kal
TANPOYOPIEG TTPOG TTAPOXH —
Mépog 1: Tevikég anmaitioElg

ISO 15223-1

laTpIKEG CUOKEVEC —
oLUPOAa TTPOG XPrioN HE TIG
ETIKETEC LATPLIKWV OCUCKEVWV-
EMORUAVON Kal
TANPOPOPIEG TTPOG TTAPOXH.

YMoOEIKVUEL TOV
KOTAOKELAOTH TOU
lATPOTEXVOAOYIKOU
TPOIOVTOG, KATA TIG
odnyieg tng EE 90/385/
EOK, 93/42/EOK kat
98/79/EK

YroSeIkvUEL TO
eEouaolobotnuévo
avTmpOOoWTo 0TV
Evpwmaiki Evwon

KatevOuvTtnpleg odnyieg yia tn peiwon twv deiktwv Ml kau Tl

Mivakag 2: Mi

C8x

\1/ Meiwon n xaunAotepn puBUION TNG TAPAPETPOU Yia

peiwon Tou deiktn MI.

4\ AUENoN i LUNAOTEPN PUBUILON TNG TTAPAUETPOU YIa TN
peiwon tou Seiktn MI.

104
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Mivakag 3: TI (TIS, TIC, TIB)

PuOuiceig CPD

M'o PPoTRO- PuOpiosic PW =
méag BeAtioto- i o
n0inG (MaApkov b
non KOpatog) b

C8x \ 7 N \V 8ego0
\1/ Meiwon n xaunAdtepn pUBUION TNE TAPAPETPOU Yia peiwon Tou TI. &
0
4\ AUEnon i uPnAdTEPN PUBUION TNG TTAPAETPOU Yia pgiwon Tou TI. ;
o

MNpopBoAn e§66ou
Nivaka¢4:TIaMI 1,0

CPD/

Mop@otponéa Agikt 2D/M Mode ) PW Doppler | CW Doppler
PPpoTP 9 ne EyxpwHn PP PP
C8x MI Nat Nat Naut —
TIC, TIBAQ TIS Oxt Oxt Nau — =
<
g
s
Mivakag 5: AbUEnon Tn¢ OeppoKpaciag TNG EMPAVELIQG TOV HOPPOTPOTEd, ECWTEPIKNA Xprion (°C)

Anvola 11,3 c
=

MNpoocopowwpevn 5,5 ()

xeron
b4
i
B
xt
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Mivakeg akouoTIKAG E§660V

MNivakag 6: Movtého popgotpoméa: C8x Tp(moc A&sttoupyiac: 2D (AoSiactatn ameikovion)

TIB
melc oapwcn pric. TIC
KaBoAikn péylotn Tipn Sgiktn B)
pl’O,3 (MPa) 2,48
W, (mW) # — — #
c ENAXIOTO TWV (mWwW) —
E [Wos(z1)aosz1)]
S U
2 87 (cm) —
S &
=L Ea (cm) 1,2 —
ON=
E deq(zsp) (cm) —
X f, (MHz) 5,53 # = = =
Al0oTAOEIC TOU Ayt X (cm) # = = =
Y (cm) # — — — #
PD (usec) 0,239
PRF (Hz) 9.524
& p/@Pllmay (MPa) 3,11
v
2 §c|eq@anaX (cm) —
< % EoTiakd pAKog FL, (cm) # — —
= FLy (cm) # — —
Ipa0,3@MImay (W/cm?) 264
o _ g EAeyxoq 1:Tomog e€€étaong Pro
¥ 3 > Eheyyoc 2: Behtiotomoino Pen
= x2 YXOG 2 non
C':>°> % © 'Eleyxog 3: BaBog 25-32
WY g ‘EAeyxo¢ 4: MB Amevepy.

Autdc o deiktng Sev amalteital yia Tov CUYKEKPIUEVO TpOTOo AetToupyiag. H Tipn givai <1.
Autdcg o popgotpomnéag dev mpoopiletal yia Slakpaviakn 1 KEQAAIKN XPron O€ VEOYVA.
Aev avagépovtal dedopéva yia autriv Tn cuvbnikn Aeltoupyiag, KaBwg n KABOAIKN YéyloTtn Tiun dgiktn dev

ava@épetal ylia Tov Adyo mou mapartifetat. (Mpapuni KABOAIKNG HEYIOTNG TINAG SEIKTN avagopdc).
— Ta 6edopéva 6ev IoXVOULV YIa AUTOV TOV HOPPOTPOTIEN/TPATIO AEITOUPYIaAG.
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MNivakag 7: Movtélo pop@otpoméa: C8x Tpénoc Aertovpyiag: Tpomog Asrtoupyiac Kivnong

prlc odpwon prlq

KaBoAkn péylotn Tiun Seiktn (Ol)
Pro3 (MPa) 3,16
W, (mW) — # # #
' ENAXI0TO TwV (mW) —
E  [Wos(z1)hao3(21)]
é §Z1 (cm) —
c3 Zpp (cm) —
§_ gzsp (cm) 1,1 #
'\E': deq(Zsp) (cm) #
X fe (MHz) 507 — # — #
AlaoTAGEIC TOU Ajp X (cm) = # = # #
Y (cm) — # — # #
PD (psec) 0,427
PRF (Hz) 800
y g P@Pll o (MPa) 3,83
% S deq@Pllnax (cm) #
< % EoTiakd uAKoc FL, (cm) — # —
= FL, (cm) — # —
Ipa0,3@MImax (W/cm?) 482
§ 5 EZE)\syxochTL’moc e&érotonc Pro
o \% §_ 'Eieyxoc § :el)gloronomcn Zezn
Ef"é gyxog 3: Babog b

) AuTOC 0 SeikTnG €V ATTAITEITAL VIO TOV GUYKEKPIUEVO TpOTO AeiToupyiag. H Tiun ivan <1.
) Autdg o popgotpomnéag dev mpoopiletal yia Slakpaviakn 1 KEQAAIKE) Xprion o€ VEOYVA.
# Aev avagépovtal dedopéva yla autriv Tn ouverikn Aeltoupyiag, KaBwg n KaBoAIKr péytotn Tiun dgiktn dev

avagE£peTal yia Tov Aoyo mou niapatifetat. (Mpappri KABoAIKAG KEYIOTNG TIUNG SEIKTN ava@opdq).
— Ta dedopéva Sev 10XUOLV yla AUTOV TOV HOPPOTPOTIEN/TPOTIO AEITOUPYIAC.
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MNivakag 8: Movtého pop@otpoméa: C8x Tpomog Aettoupyiag: Eyxpwpn angikovion

nM prlcoapwon XwPiC TIC
®)

KaBoAkn péylotn tiur Seiktn
pr0,3 (MPa) 3,18
W (mW) # — — #
c ENAXIOTO TWV (mW) —
E  [Wos(z1)hao3(21)]
U
é §_Z1 (cm) —
S
c é Zpp (cm) —
§_ S (cm) 0,8 —
~ R d
E eq(zsp) (cm) —
X (MHz) 4,82 # — — —
AlaoTACEIC TOU Ay X (cm) # = = =
Y (cm) # — — — #
PD (psec) 0,694
PRF (Hz) 2548
& p/@PlImax (MPa) 3,63
v
2 %deq@Pllmax (cm) —
< % EOTIOKO MAKOC FL, (cm) # — —
= FLy (cm) # — —
Ipa0,3@MImax (W/cm?) 335
‘EAeyxog 1: Tumog e€étaong Pro
-~  EAeyxog 2: Tpdmoc Aertoupyiag CVvD
9>< o EAeyxog 3: BeAtiotomoinon 2D/ Pen/1,5-1,9
% %Baeoc
¥ 2 ‘EAeyxog 4: BeAtiotomoinon YynAry/
% E Xpwpatoc/PRF Omoladnmote
= =~ ‘EAeyxog 5: ©Oéon/péyebog mhaiciov  XaunAo kai
W EYXPWHNG ATTEIKOVIONG otevo/Omolo-
dnmote

() Autdcg o Seiktng dev amalteital yio ToV CUYKEKPIUEVO TPOTIO AsiToupyiac. H Tiun givarl <1.
(B) Autdg o popgotpoméag dev mpoopiletal yia Slakpaviakn i KEQAAIKN Xprion o€ VEOYVA.
# Aev avagépovtal Sedopéva yla autrv Tn ouvOrikn Aertoupyiag, KaBwe n KaBoAikn péylotn Tiur dgiktn dev

avagEpeTal yia Tov Aoyo mou niapatifetat. (Mpappri KABoAIKAG KEYIOTNG TIUNG SEIKTN ava@opdq).
— Ta 6edopéva Sev 1IoXUOLV yia AUTOV TOV LOPPOTPOTIEN/TPATIO AEITOUPYIAG.
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MNivakag 9: Movtélo popgotpoméa: C8x Tpénoc Aertovpyiag: PW Doppler

TIB
prlc, oapwon prk TIC
; )
s
KaBoAkn péylotn tiur Seiktn 2,0 (B)
pr0,3 (MPa) 2,59
Wo (mW) — # 36,0 #
c eNdXI0TO Twy (mW) — £
g [W0,3(Z1),|TA0,3(Z1)] g
=} g =
c 8z (cm) — o
S5
S 3 %p (cm) —
§_ S (cm) 1,1 1,10
& B
T deqlzyp) (cm) 0,28
X (MHz) 479 — # — 4,79
AlaoTAGEIC TOU Ajp X (cm) = = 1,12
Y (cm) — # — 0,40 #
PD (usec) 1,131
PRF (Hz) 1008
g N
. g P;@PIl 12 (MPa) 3,10 5
% §. deq@Pllnax (cm) 0,28 s
< % EOTIOKO MAKOC (cm) — —
Ipa0,3@Mlmax (W/cmz) 296 o
.. EAeyxog 1: Tumog e€taong Pro Pro -;
g 3 2 'Eleyxog 2: MéyeBog dykou 1 mm 1 mm ?
= u§, g- Seiypatog
E D E ‘EAeyxog 3: ©éon éykou deiypatog  Zwvn 5 Zwvn 5
= 'EAeyxoc 4: PRF 1008 3125
(a) Autdc o Seiktng Sev amalTeiTal yia TOV CUYKEKPIUEVO TPOTTO AetToupyiac. H tiun eivar <1. e
(B) Autéc o popgotpomnéag dev mpoopiletal yia Slakpaviakn i KEQAAIKI XPron O€ VEOYVA. i
# Aev avagépovtal Sedopéva yla autrv Tn ouvOrikn Aertoupyiag, kabBwg n KaBoAikn péylotn Tiur deiktn dev g

ava@épetal ylia Tov Adyo mou mapartifetat. (Mpapuni KABOAIKNG MEYIOTNG TIUNAG SEIKTN avagopdc).
— Ta 6edopéva 6ev IGXUOULV yia AUTOV TOV HOPPOTPOTIEQ/TPOTIO AEITOUPYIAG.
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[lonosHeHne K pyKoBOoACTBaM Nosib3oBaTens
SonoSite Edge n SonoSite S Series

BBepeHne 111
MoproroBKa K pa6oTe 111 =
CeHCOpHbIN NNaHLLET 1 Kypcop 111 g
PaboTa OT CTOYHMKA MUTAHNA NEPEMEHHOrO TOKa 111 =
Busyanusaums 112
[locTynHble peXxnmbl BU3yanu3aunm N NCCnefoBaHnA AnA OTAENbHbIX aTUNKOB 112
N3mepeHnsa n pacuertbl 112
Pacuetbl o6bema 112 v
My6nukauvn no nsmepeHNAM N TepMmuHonorus (Kapavonorus) 113 §
Mepbi 6e30nacHOCTU 113 -}
SnekTpobe3onacHoOCTb 113 o
CmMBONbI MapKUPOBKN 114
AKycTN4yecKaa MOLHOCTb 115
YKazaHuA Mo CHUXKeHMo 3HaueHnin Ml (mexaHnyeckoro nHaekca) v Tl (TENTIOBOro MHAEKCA) .....veeveeveevennee 115
OTobpakeHne YpOBHs BbIXOAHOIO CUrHana 116 E
TabnuLbl aKyCTYECKON MOLHOCTA 117 ;<‘
a8
BBepeHne

B OAHHOM OOMNOJIHEHNWM K PYKOBOACTBAM MNOJib30BaTeN1A ONUCbIBAaETCA AaTUUK C8X, COBMECTUMDIN

C ynbTpa3ByKoBbIMU crcTemamu SonoSite Edge 1 SonoSite S Series. Kpome Toro, oHo cogepxut
[OMNONHUTENIbHbIE CBeieHNs 0 Mepax 6e30MacHOCTH, 06CY>KUBAHUIO CEHCOPHOTO MIIAHLUETA, a TaKXKe
06pa3Lbl KOHTPOJIbHbIX PAaCYETOoB.

MoarotoBKa K pa6ore

=
y =
CeHCOpHbIN NJIaHLWWET N Kypcop ™
Mcnonb3yemblii CEHCOPHBIN MIAHLLET 06A3aTeNIbHO JOMIXKEH ObITb CyXUM. Bniara Ha Hem MOXeT NprBeCTM
K oLIMbKam OTKIIMKa Kypcopa.
=
Pa6oTa OT MICTOYHMKA NUTAHNA nepemeHHoOro Toka %
Xt

I'Ipvl pa60Te OT CeT NNTaHNA NepemMeHHOro Toka pacnonaraVlTe CNCTEMY TaK, yTOObI €€ MOXXHO ObINO NIErko
OTKNMIOYNTb.

BeegeHue 111



OTKNIOYEeHNEe cucTemMbl (M NOAKIIOYEHHOTO OGOPyAOBaHI/Iﬂ) OT CeTUN IIeKTPOoNNTaHnA

npmmeqaume OTKnoYeHne ToNbKO Kabena nMTaHnA NOCTOAHHOMO TOKa OT CUCTeMbl UK (B
cny4yae EdQE) CTbIKOBOYHOIO MmoaynAa He BeAeT K OTKNIOYEHUIO CUCTEMDbI OT CETU
SJIEKTPONUTaHUA.

« OTkniovanTe LWHYP NTaHWA NepeMeHHOro Toka ot 6110Ka NUTaHUA K (Kak BapuaHT Npn NCnoib30BaHUN
CTOWNKN) OT aflanTepa nepeMeHHOro Toka B OCHOBaHUN CTONKM.

Busyanusauyus

AocTynHble peXxumbl BU3yanusauum u nccnefoBaHns ANA oTANbHbIX
AaTYMKOB

Ta6n. 1: JaTumK, TUN NCCNEeAOBaHUA 1 PEXUM Busyanusauum

Tun nccne- Pexunm MmnynbcHo- | HenpepbiBHO-

[ByxXmepHbIi - N
AoBaHMA a uBeTHoro BOJIHOBOU BOJIHOBOM
pesuM KapTmpo- | ponnepos- Aonnepos-

M-pexum BaHua® CKMIi PXNM | CKMIA PeXnMm

C8x Mpocrata v v v v —

3 3HaueHMA NapameTPOB ONTUMU3ALMM AJIS 4BYXMEPHOro pexnma — Res, Gen u Pen.

b HacTpoliku onTrMm3aumnmn 4na pexrmMa LBETHOrO KapTUPOBaHNA — HU3Kas, CPeaHASA 1 BblCOKas (YyBCTBUTENbHOCTb
MoToKa) ¢ Anana3oHom HacTpoek PRF.

N3mepeHusa n pacyerbl

PacueTtbl 06bema

C8x MNpocTaTa
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NMy6nukaunum no nsmepeHNAM N TepMuHonorus (Kapauonorua)

,El,anee yKa3aHbI AONONHUTEeNIbHble NCTOYHUKN |/|H¢opmau,vw| Nno NpoBeAeHUIO Kapanonornyecknx
nccnegoBaHNN.

Macca neBoro xenyziouka B rpaMmmax B ByXMepPHOM peXxume

Schiller, N.B., PM. Shah, M. Crawford, et. al. “Recommendations for Quantification of the Left Ventricle by Two-
Dimensional Echocardiography.’ Journal of American Society of Echocardiography. September-October 1998,
2:364.

Macca LV =1,05*{[(5/6) * A1 * (a+d + t)] - [(5/6) * A2 * (a + d)]}

3pechb: A1 = obnacTb KopoTKol ocu, Anactona (Epi)
A2 = obnacTb KopoTKol ocu, Anactona (Endo)
a = AJIHHaA ocb UM 60sIbLIAA NOYOCh

d= yceyeHHaA 6onbluan noJslyoCb OT CaMOro 60NbLIOro AameTpa KOpOTKOIZ ocn go
NNIOCKOCTN ¢M6pO3HOFO KOJibLa MUTPaJIbHOIoO KnanaHa

t = TONWWHa MnoKappaa
Macca neBoro Kenyaouka B rpamMmmMmax B M-pe)l(mme

Oh, J.K., J.B. Seward, A.J. Tajik. The Echo Manual. 2nd Edition, Boston: Little, Brown and Company, (1999), 39.

Macca LV = 1,04 [(LVID + PWT + IVST)® - LVID31 * 0,8 + 0,6

3pechb: LVID = BHyTpeHHUI pa3mep
PWT = TonwmHa 3agHein CTeHKU
IVST = TonwmHa Mex»kenyfo4koBOWN NeperopoaKkn
1,04 = ygenbHbI BeC MMoKapgaa
0,8 = nonpaBoYHbIN KOIPOULUEHT

Mepbl 6e3onacHOCTI

OneKkTpob6e3onacHOCTb

MNPEAYNPEXAEHUE | Bo mn3bexaHne prcka NopaxeHna 3NeKTpMUeCcKMm TOKOM He flonycKaliTe
KOHTaKTa NtoboI YacTu cncTembl (BKOUas CKaHep LUTPUX-KOAOB, BHELLHIOK
MblLLb, 610K NTaHUA, pa3beM 6510Ka NTaHWA, BHELLHIOK KilaBuaTypy
M T. A.), 32 UCKNIOYEHNEM JaTumka nnu oteegeHuin IKI, c nauneHTom.

My6nrKkaummn no n3mepeHuamM 1 TePMUHONOUA (Kapanonorus) 113
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CuMBONbI MapKNPOBKM

CumBon

HasBaHue

OpraHmsauua —

pa3paboTumk cTaHAapToOB

CnpaBoO4HbIN
Homep

114

ObpaTnTech
K MIHCTPYKLUM MO
NPVIMEHEHNI0

Mpowussogutens

YNonHOMOY€eHHbIN
npeacTaBuTeNb

B EBponenckom
coobulectse

ISO 15223-1:2016
«M3penna meguumnHcKme.
CuMBONbI, NPUMEHSAEMblEe
npvi MapKUpPOBaHNK Ha
MEAVLINHCKMX U3OENunsX,
3TUKETKaxX

1 B COMPOBOANTENbHOM
AOKyMeHTauuu. YacTb 1.
OcHoBHble TpeboBaHA»

ISO 15223-1:2016
«M3penna meguunHcKme.
CuMBONbI, NPUMEHsIEMble
npvi MapKUpPOBaHUY Ha
MEAVLINMHCKMX U3OeNunsX,
3TUKETKaxX

1 B COMPOBOANTENbHOM
AOKyMeHTauuu. Yactb 1.
OcHoBHble TpeboBaHVA»

ISO 15223-1

«/3penua meguumnHCKue.
CumBOJIbI, MPUMEHAEMbBIE
npyv MapKUpPoOBaHUN Ha
MeAVLNHCKUX U3[EeNnsX,
3TMKETKax

1 B COMPOBOANTENBHOMN
JOKyMeHTaunm»

543

YKa3blBaeT Ha
Heo6XxoaMMOCTb
INA nonb3oBaTtens
03HAKOMMUTbCA

C IHCTPYKLUMeln no
NPUMEHEHNI0

YKa3biBaeT
n3rotoBuTens
MeANLNHCKOro
n3aenus, Kak 3To
onpepeneHo

B AUpPEKTUBax

EC 90/385/EEC,
93/42/EEC

n 98/79/EC

YKa3sbiBaeT
YNOMHOMOYEHHOIO
npepcTaBuUTens

B EBponenckom
coobliecTBe

Mepbl 6e3onacHOCTU
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AKycTnyeckaa MOWHOCTb

YKa3aHuna no cHMmKeHumro sHayeHnn Ml (mexaHnyeckoro nHpgekca) n Tl
(rennoBoOro nHpeKca)

5
Ta6n. 2. MI S
i

_

C8x /I\

w
2
\1’ YMeHbLUUTE Uv NOHN3bTe HACTPOIKY MapaMeTpa, YTobbl COKpaTUTb 3HaueHue MI. 2
o
4\ YBenuubTe Unm NOBbICbTE HACTPOIKY MapaMeTpa, YTOObl COKPATUTbL 3HaueHne MI. o
Ta6n. 3. Tl (TIS, TIC, TIB) m
=
Hactponkn CPD ;
o.

C8x

\1/ YMeHbLUMTE MY MOHU3bTE HACTPOWKY MapaMeTpa, YToObl COKPATUTb 3HaueHue TI.

Hactponkn
PW

(Tny6uHa)

lLinpuHa | Bbicota | My6uHa Mny- OonTnmmsa-
OKHa (JICE] OKHa 6uHa uumsa

¢ YBenuubte nnun noBbicbTe HaCTpOVIKy napameTpa, YyTOODI COKPaTUTb 3Ha4YeHNE TI.

-
=
=

A
L)

KohBEE
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O'r06pa)|(eH|/|e YPOBHA BbIXOAHOIO CUrHasjia
Ta6n.4.Tivan Ml 1,0

AsyxmepHbin | CPD/pexum MM"y"bct'o- He"pepblvBHO-
BOJIHOBOW BOJIHOBOI
pexum/ LBEeTHOro . .
AONNEpPOBCKNIA | AONNepPOBCKUI
M-pexnm KapTupoBaHusA
pexum pexum
C8x Mi Oa Ja Ha —
TIC, TIB unn TIS Het Het Ha —

Ta6n. 5. MoBbiweHne TeMmnepaTypbl NOBEPXHOCTU AaTYMKa, BHYTpeHHee npumeHeHue (°C)

CrnOKOWHbBIN BO3AYX 11,3
CmopennpoBaHHoe 5,5
MCroJib30BaHMe
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Ta6nuubl aKyCcTUYECKON MOLLHOCTHU

Ta6n. 6. Mogenb gaTumka: C8x Pexxum pa60oTbi: AByXMepPHbIN pexnm
2
=
3HayeHue nHaeKca rnobanbHoOro Makcmyma 1,1 (@) — — — (b)
<  Pr3 (MMa) 2,48
?) W, (MBT) # — — # £
(] o
% MUH. 13 [W 3(21),l1a 3(21)] (mBT) — 9:'r
o
‘é\ o 2 (cm) —
> 'Cl_J Z (cm) —
g gzsp (cm) 1,2 —
> m
E deq(zsp) (cm) _ E
g fe (MMy) 553 # — — _ 2
§ Pazm. A, X (cm) # — — — =
Y Y (cm) # — — — #
PD (mKkc) 0,239
PRF (Tu) 9524
x
= % P;@Pll 12 (Mra) 3,11
s g_ deq@PIImaX (cm) —
2 o
= -& QokycHoe paccTosHue FL, (cm) — —
I
= FLy (cm) — —
I 3@MImax (Br/cm?) 264 2
SnemeHT ynpasneHua 1. Tun Pro ;"v
o . & nccnepoBaHuA ®
s F3
% & U JnemeHT ynpasneHus 2. Pen
=
8 2 3@ Ontummnsauma
8 A g\ dnemeHT ynpasneHusa 3. MMy6bvHa 2,5-3,2
dnemeHT ynpasneHusa 4. MB Bbikn. %
J70T NHOEKC He Tpe6yeTc;1 OnAa sToro pa6oqero peXxnma; 3HayeHne CcoCTaBndAeT < 1. B
JT10T OaTYUK He NpefHa3Ha4YeH HN ANA TPaHCKPaHWallbHOIo, HU AJ1A HEOHATa/IbHOIO KpaHMalbHOIo NpUMeHeHUA. )4'

[laHHbIX OTHOCUTENBHO 3TOrO pexnma pa6OTbI HET, NOCKOJIbKY 3Ha4YeHne nHaekca rno6anbHoOro MaKCMMyMa

OTCYTCTBYET MO YKa3aHHOM npuunHe. (CM. CTPOKY CO 3HaYeHUeM UHAEKCA robanbHOro MakcMmyma.)
— /[laHHble HeMpUMEHVIMbI K 3TOMY AaTUUKy/pexumy.
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Ta6n. 7. Mogenb gatumka: C8x

Pexum pa601'b|: M-pexunm

MeTtKa nLgekca

3HayeHVe nHAeKca rnobanbHOro Makcumyma 1,4

= Pr3 (MMa) 3,16
% W, (MBT) # #
Z MUH. 13 [W 3(z4),l7a 3(24)] (mBT)
=
v
> a Z; (cm)
T (cm)
g §ZSP (cm) 1,1 #
>
E deq(Zsp) (cm) #
5 f (Mrlu) 5,07 #
m
§ Pasm. Ayt X (cm) # #
Y Y (cm) # #
PD (mkc) 0,427
PRF (r'y) 800
S p@Pllyay (MTMa) 3,83
T ©
; z deq@PlImax (cm) #
Q O
= -& QoKycHoe paccTosiHue FL, (cm) — —
I
= FL, (cm) — —
lpa 3@Mliyax (Bt/cm?) 482
° « DVIeMEHT ynpasneHua 1. Tun Pro
s ‘E I nccnenoBaHns
(]
§ € 5 SnemeHT ynpasneHus 2. Pen
g & 3 Ontummzauuns
o MK

> dnemeHT ynpasneHua 3. y6uHa 4,2

DTOT NHAEKC HE Tpe6yeTcn anAa 3Toro pa60uero peXxnma; 3HayeHne CoCTaBndAeT < 1.
o10T OaTyuK He npefHa3HayeH HX ANnA TPpaHCKPaHWaibHOro, HM As1A HeOHaTaJIbHOIo KpaHWalbHOIo NpuMeHeHuA.
[laHHbIX OTHOCUTENBHO 3TOrO pexnma pa6OTbI HET, NOCKOJIbKY 3Ha4YeHNe nHaekca rno6anbHoOro MaKCMmMmymMa

OTCYTCTBYET MO YKa3aHHOW npuunHe. (CM. CTPOKY CO 3HaYeHUem NHAeKCa rnobanbHOro Makcmyma.)
— /[laHHble HEMPUMEHVIMbI K 3TOMY AaTUUKY/pexumy.
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Ta6n. 8. Mopgenb gatumka: C8x Pexxnm pa6oTbl: pe)Kum LiIBETHOro KapTUpoBaHNA
n
- :
S
3HayeHue nHpeKca rnobanbHOro Makcumyma 1,4 (a) (b) =
<  Pr3 (MMa) 3,18
% W, (MBT) # — — #
Z  MuH. 13 [W5(z9),l7a3(27)] (mBT) - "
G <
$a” e B 2
S % Zpp (cm) = 2
532' §ZSP (cm) 0,8 —
>
2 el (cm) -
3 f (MIy) 4,82 # — — — o
& Pasm. Ay X (cm) — _ _ éﬁ
o Y (cm) # — — — # 5
PD (Mkc) 0,694
PRF (M) 2548
x
% %— pr@P”max (Ml'la) 363
é z deq@PIImaX (cm) —
= .8. DokycHoe paccToaHne FL, (cm) — —
I
= FLy (cm) = =
Ipa 3@MIyax (BT/CM ) 555
SnemeHT ynpasnexHua 1. Tun Pro
o lWccnenosanmA =
'qi; SnemMeHT ynpasneHua 2. Pexum CVvD %
2 S dnemeHT ynpasneHus 3. 2D- Pen/
= I
A o onTummn3aumsa/rnybuHa 1,5-1,9
% § JnemeHT ynpasieHus 4. Bbic./
8 E Ontumusauwns useta/PRF nobas "
[t
8  DnemeHT ynpasJsieHua 5. Kop. -]
Y TonoxeHne/pa3mep LiBETOBOrO ny3K./ B
OKHa nio6ou X

(@) OToT MHAEKC He TpebyeTca AnA 3Toro paboyero pexriMa; 3HaueHue coctaBnsaeT < 1.
(b) SToT gaTuMK He NpeAHa3HayYeH HY ANA TPAHCKPaHWanbHOro, HX ANA HEOHaTalbHOTO KPaHWaibHOro NMPYMEHEHHUS.
# [laHHbIX OTHOCUTENIbHO 3TOrO PeXKUMa PaboTbl HET, MOCKOJbKY 3HaYeHUe NHAEKCa rN06abHOro Makcumyma

OTCYTCTBYET MO YKa3aHHOM npuyrHe. (CM. CTPOKY CO 3HaYeHMeM NHAEKCa rMo6anbHOro Makcmyma.)
— [laHHble HEMPVIMEHVMbI K STOMY AATUUKY/PEXKIMY.
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Ta6n. 9. Mogenb gaTumka: C8x Pexxum pa6otbi: wmnynbcuo-BonHosoﬁl Aonneposcxm‘il pexum

MeTtKa nLgekca

3HayeHVe nHAeKca rnobanbHOro Makcumyma 1,2

< Pr3 (MMa) 2,59
% W, (MBT) — # 36,0 #
% MUH. 13 [W 3(z4),l7a 3(24)] (mBT) —
v
% o Z; (cm) —
>§ % pr (cm) —
g §25p (cm) 1,1 1,10
E deq(Zsp) (cm) 0,28
'gg e (MIu) 4,79 — — 4,79
§ Pasm. At X (cm) — # — 1,12
v Y (cm) — # — 0,40 #
PD (MKc) 1,131
PRF (Tw) 1008
S Pr@Pllay (MMa) 3,10
5 2 deq@Pllyy (cm) 028
gf .§. DokycHoe paccToaHue FL, (cm) — —
s FL, (cw) — _
lpa 3@Mliax (Br/cm?) 296
SnemeHT ynpasneHua 1. Tun Pro Pro
o & nccnepoBaHusA
= E % onemeHT ynpasneHua 2. BennunHa 1 mm 1 Mm
E ¢ S KOHTPOJIbHOrO obbema
Y 2 8 dnemeHT ynpaenenus 3.Mo3uuma  3oHa 5 3oHa 5
o "s KOHTPOJIbHOro o6bema
dnemeHT ynpasneHua 4. PRF 1008 3125

OTOT UHAEKC He Tpe6yeTCﬂ 4nA 3Toro pa60L|ero peXxnma; 3HayeHne coctasnseTt < 1.
DTOT AaTuuK He npeaHasHavyeH HW anAa TpaHCKPaHMallbHOro, HA ANnA HeEOHaTaJIbHOINo KpaHMaJibHOro npMmMmeHeHuA.
[laHHbIX OTHOCUTENBHO 3TOrO pexrnma pa60TbI HET, NOCKOJIbKY 3HaYEHNE NHOEKCA rno6anbHoOro MaKCMMyMa

OTCYTCTBYET MO YKa3aHHOU npuunHe. (CM. CTPOKY CO 3HaYeHUeM UHAEKCA robanbHOro MakcmMmyma.)
— [JlaHHble HEeNPYIMEHMMbI K STOMY AaTUUKY/peXXumy.
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SonoSite Edge ve SonoSite S Series Kullanici
Kilavuzu EKki

Giris 121
Baslarken 121 =
Dokunmatik yuzey ve imleg 121 g
AC glca kullanimi 121 =
Gorintiileme 122
Doénusturtctye gére kullanilan gérinttleme modlari ve muayeneler 122
Olciimler ve hesaplamalar 122
Hacim hesaplamalar 122 v
Olciim yayinlar ve terminoloji (Kardiyak) 123 §
Giivenlik 123 =
EIEKLITK GUVENNGH ettt 123 ®
Etiketleme sembolleri 124
Akustik cikti 124
Ml ve Tl deg@erini azaltma ilkeleri 124
Cikti gostergesi 125 E
Akustik cikti tablolari 126 =
2
Giris
Bu kullanici kilavuzu ekinde SonoSite Edge ve SonoSite S Series ultrason sistemleriyle uyumlu C8x -
donusturtcuyle ilgili bilgiler verilmektedir. Ayrica guvenlik, dokunmatik ytzey bakimi ve hesaplama E
referanslariyla ilgili ilave bilgiler saglanmaktadir. 5‘

Baslarken

Dokunmatik ytlizey ve imleg

Kullanirken dokunmatik yUzeyin kuru olmasina dikkat edin. Dokunmatik ytzey Gzerindeki nem, imlecin
dizensiz yanit vermesine yol acabilir.

AC gucu kullanimi

AC glcunu kullanirken, sistemi, baglantisini kolayca kesecek sekilde konumlandirin.

s
i
=i
Xt
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Sistemi (ve bagh diger ekipmanlan) bir ana sebekeden ayirmak icin

Not Sistemden ya da (Edge igin) doktan yalnizca DC gug kablosunun ayriimasiyla,
sistem ana sebekeden ayriimis olmaz.

% AC glc kablosunu glc kaynagindan ya da (alternatif olarak, eder bir stant kullaniliyorsa) stant tabanindaki
AC adaptorinden ayirin.

Goruntuleme

Doénisturiciuye gore kullanilan goriuntuleme modlari ve muayeneler

Tablo 1: Donistiiriicii, muayene tiirii ve goriintilleme modu

Goriintileme modu

tara 2p? b PW cw
M Modu oy Doppler Doppler
C8x ‘/ \/ \/ ‘/ _

Prostat

a 2B icin optimizasyon ayarlari Res, Gen ve Pen'dir.

b Renkli icin optimizasyon ayarlari, bir PRF ayar araligiyla distk, orta ve yUksektir (akis hassasiyeti).

Olciimler ve hesaplamalar

Hacim hesaplamalari

Muayene
tura

Donistiiriici

C8x Prostat
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Olcum yayinlarn ve terminoloji (Kardiyak)
Kardiyak muayene tiru i¢in ek referanslar asagidaki gibidir:

2B icin gm cinsinden Sol Ventrikiiler Kiitle

2
)
Schiller, N.B., PM. Shah, M. Crawford, et. al. "Recommendations for Quantification of the Left Ventricle by i
Two-Dimensional Echocardiography.” Journal of American Society of Echocardiography. September-
October 1998, 2:364.
LV Katle = 1,05 * {[(5/6) * A1 * (a+d + 1)] - [(5/6) * A2 * (a + d)]}
(]
<
bu denklemde: A1 = Kisa eksen alani, diyastol (Epi) §
A2 = Kisa eksen alani, diyastol (Endo) g
a = Uzun ya da yari major eksen
d = En genis kisa eksen ¢apindan mitral annulus duzlemine kesilmis yari major eksen
t = Miyokardiyal kalinhk m
s
M Modu icin Sol Ventrikiiler Kiitle 2
A
o.
Oh, JK., J.B. Seward, A.J. Tajik. The Echo Manual. 2nd Edition, Boston: Little, Brown and Company, (1999),
39.
LV Kitle = 1,04 [(LVID + PWT + IVST)? - LVID3] * 0,8 + 0,6 3
n
. X
bu denklemde: LVID = Ig Boyut s

PWT = Arka Duvar Kalinhgi

IVST = interventrikiler Septal Kalinhig
1,04 = Miyokardiyumun 6zgul agirhg
0,8 = Duzeltme faktoru

Guvenlik

Elektrik giivenligi

UYARI Elektrik ¢arpmasi riskini 6nlemek icin, dénusttricl ya da EKG uglan harig,
sistemin hicbir parcasinin (barkod tarayici, harici fare, giic kaynadi, glc kaynadi
baglantisi, harici klavye vb.) hastayla temas etmesine izin vermeyin.
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Etiketleme sembolleri

Referans
numarasi

Standart gelistirme
kurumu

Aciklama

Kullanim
talimatlarini

uyqgulayin

Uretici

E &

Avrupa toplulugu
yetkili temsilcisi

)
<«

Akustik cikti

ISO 15223-1:2016

Tibbi cihazlar — tibbi cihaz
etiketlerinde kullanilacak
semboller, etiketleme ve
saglanacak bilgiler —

Bolim 1: Genel gereklilikler

54.3

ISO 15223-1:2016 5.1.1
Tibbi cihazlar - tibbi cihaz
etiketlerinde kullanilacak

semboller, etiketleme ve
saglanacak bilgiler —

Bolum 1: Genel gereklilikler

ISO 15223-1

Tibbi cihazlar - tibbi cihaz
etiketlerinde kullanilacak

semboller, etiketleme ve

saglanacak bilgiler.

Ml ve Tl degerini azaltma ilkeleri

Tablo 2: MI

\1’ MI dederini azaltmak igin parametre ayarini azaltin
veya dusurun.

4\ MI degerini azaltmak igin parametre ayarini yUkseltin

veya artirin.

124

Kullanicinin talimatlara
basvurmasi gerektigini
belirtir.

AB direktifi 90/385/
EEC, 93/42/EEC ve
98/79/EC’ye gore
tibbi cihaz Ureticisini
belirtir.

Avrupa
Toplulugundaki yetkili
temsilciyi belirtir
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Tablo 3: TI (TIS, TIC, TIB)

CPD ayarlari

Kutu . . =
yik- LUl EES PW ayarlan ﬁ
sekligi =

e N/ N \ll(Derinnk)
\1/ Tl deg@erini azaltmak igin parametre ayarini azaltin veya disurdn. %
4\ Tl degerini azaltmak igin parametre ayarini yikseltin veya artirin. i
o

Cikti gostergesi
Tablo 4: Tl veya Ml = 1,0 m
s
mm 2B/M Modu CPD/Renkli | PW Doppler | CW Doppler E
o.
Evet Evet Evet
TIC, TIBveya TIS Hayir Hayir Evet —

o
<
a
Tablo 5: Doniigtiiriicti yiizey sicakhgi yikselisi, dahili kullanim (°C) E‘

Durgun hava 11,3
Simulasyonlu 5,5
kullanim
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Akustik ¢ikti tablolari

Tablo 6: Déniistiiriicii modeli: C8x isletim modu: 2B
TIB
indeks etiketi Taramasnz TIC
Tarama Taramasiz
Global maksimum indeks dedgeri 1,1 (@ — (b)
Pr3 (MPa) 2,48
Wo (mWwW) # — — #
minimum [W 3(z4), (mW) —
lta.3(z1)]
=
B Lz (cm) —
2
®Ez (cm) =
= O bp
E—"’ 8 7y (cm) 1,2 =
R N (cm) -
fc (MHz) 553 # — — — #
Agprt boyutlari X (cm) # = = = #
Y (cm) # = = = #
PD (psaniye) 0,239
PRF (Hz) 9524
P @PIl aks (MPa) 3,11
z % deq@Pllmaks (cm) —
O 3 Fokal Uzunluk FL, (cm) # — — #
FL, (cm) # — — #
lpa 3@MImaks (W/cm?) 264
© _ Kontrol 1: Muayene tart Pro
E Tg é Kontrol 2: Optimizasyon Pen
% § Z Kontrol 3: Derinlik 2,5-3.2
U™ * Kontrol 4: MB Kapali

(a) Bu indeks bu isletim modu igin gerekli degildir; deger <1'dir.
(b) Bu doénUsturticu transkranyal veya neonatal sefalik kullanim amagh degildir.
# Asagida belirtilen nedenle global maksimum indeks degeri raporlanmamis oldugundan bu ¢alistirma kosulu igin

herhangi bir veri raporlanmamistir. (Referans Global Maksimum indeks Degeri cizgisi.)
— Veriler bu dénustiricti/mod igin uygulanabilir degildir.
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Tablo 7: Déniistiiriicii modeli: C8x isletim modu: M Modu

indeks etiketi TIC
Tarama Taramasiz
(b)

2
S
@
Global Maksimum indeks degeri —
Pr3 (MPa) 3,16
Wo (mW) — # # #
minimum [W 3(z,), (mW) — %
lta.3(21)] 3
= =
-l (cm) — o
20
g g Zpp (cm)
% 8z (cm) 1.1 #
T deq2sp) (cm) # o
f. (MHz) 507 — # — # # 2
A
Aprt boyutlar X (cm) — # — # # =
Y (cm) — # — # #
PD (usaniye) 0,427
PRF (Hz) 800 =
_ P@Pllps (MPa) 3,83 5
(S T]
3, B deq@Pllmaks (cm) # s
O @ Fokal Uzunluk FL, (cm) = # = #
FLy (cm) — # — #
lpa3@Mlmaks (W/cm?) 482
g 5 = Kontrol 1: Muayene turu Pro
©
4:3 g § Kontrol 2: Optimizasyon Pen
‘® x 2 Kontrol 3: Derinlik 4,2
(0}

(a) Bu indeks bu isletim modu igin gerekli degildir; deder <1'dir.
(b) Bu dénusturici transkranyal veya neonatal sefalik kullanim amagcl degildir.
# Asadida belirtilen nedenle global maksimum indeks degeri raporlanmamis oldugundan bu galistirma kosulu igin

herhangi bir veri raporlanmamistrr. (Referans Global Maksimum indeks Degeri cizgisi.)
Veriler bu dénusturici/mod icin uygulanabilir degildir.
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i§letim modu: Renkli

Tablo 8: Dénistiriicii modeli: C8x

indeks etiketi Tarama5|z
Tarama Taramasiz
Global maksimum indeks degeri 1,4 (@ —
Pr3 (MPa) 3,18
Wo (mW) # — — #
minimum [W 3(z4), (mW) —
lta.3(z1)]
=
B 2z (cm) —
2
® E z (cm) —
=0 2
% 8 Zsp (cm) 0.8 -
. deq(zsp) (Cm) -
fc (MHz) 4,82 # — — #
Agprt boyutlari X (cm) # — — #
Y (cm) # = = #
PD (Msaniye 0,694
)
PRF (Hz) 2548
= G Pr@Pllyaks (MPa) 3,63
v =
2o deq@P”maks (cm) -
03
Fokal Uzunluk FL, (cm) # = = #
FLy (cm) # — — #
lpa 3@Mlmaks (W/cm?) 555
Kontrol 1: Muayene turu Pro
_ Kontrol 2: Mod CVvD
g - Kontrol 3: 2B optimizasyon/ Pen /
9 % derinlik 1,5-1,9
E & Kontrol 4: Renk optimizasyonu/  Yuksek /
% * PRF Herhangi Biri
"~ Kontrol 5: Renkli kutu konumu/  Kisa ve Dar /
boyutu Herhangi Biri

(a) Bu indeks bu isletim modu igin gerekli degildir; deder <1'dir.
(b) Bu dénusturici transkranyal veya neonatal sefalik kullanim amacl degildir.
# Asadida belirtilen nedenle global maksimum indeks degeri raporlanmamis oldugundan bu galistirma kosulu igin

herhangi bir veri raporlanmamistrr. (Referans Global Maksimum indeks Degeri cizgisi.)
— Veriler bu déonusturici/mod igin uygulanabilir degildir.
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Tablo 9: Dénistiiriicii modeli: C8x i§letim modu: PW Doppler
indeks etiketi TaramaS|z
Tarama5|z z
@
=
Global maksimum indeks degeri 1,2 =
Pr3 (MPa) 2,59
Wo (mW) — # 36,0 #
minimum [W 5(z,), (mW) - %
lta3(z1)] 2
= =
B 2Lz (cm) = 2
2 (cm)
© g Zpp, cm
£ 8 Zp (cm) 1,1 1,10
. deq(zsp) (cm) 0,28 E
fe (MHz) 4,79 — # — 4,79 # 2
A
Agprt boyutlari X (cm) — # — 1,12 # =
Y (cm) — # — 0,40 #
PD (usaniye) 1,131
PRF (Hz) 1008 o
pr@P”maks (MPa) 3,10 é
3 % deq@Pllmaks (cm) 0,28 s
O 3 Fokal Uzunluk FL, (cm) — # — #
FLy (cm) — # — #
lpa 3@Mimas (W/cm?) 296
© _ Kontrol 1: Muayene tard Pro Pro
E Tg é Kontrol 2: Ornek hacmi boyutu 1 mm 1 mm
%” é g’* Kontrol 3: Ornek hacmi konumu Bolge 5 Bolge 5
U™~ Kontrol 4: PRF 1008 3125

(a) Bu indeks bu isletim modu igin gerekli degildir; deger <1'dir.
(b) Bu dénusturici transkranyal veya neonatal sefalik kullanim amagcl degildir.
# Asadida belirtilen nedenle global maksimum indeks degeri raporlanmamis oldugundan bu galistirma kosulu igin

b4

i
herhangi bir veri raporlanmamistir. (Referans Global Maksimum indeks Degeri cizgisi.) g
— Veriler bu donusturici/mod igin uygulanabilir degildir.
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