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Introduction H
o
This user guide supplement provides information on the following additions to the MicroMaxx®
ultrasound system:
. (C8e/8-5 MHz (C8e) transducer
+ Vascular exam type on C11e/8-5 MHz (C11e) transducer =
See the ultrasound system user guide for additional information on safety, on intended uses, and on s
preparation, use, and maintenance of the ultrasound system. °§,
Imaging
Transducer, Exam Type, and Imaging Mode §7
The following table describes the transducer’s exam type and imaging mode. °
Table 1: Transducer, Exam Type, and Imaging Mode
Imaging Mode sl
c
Exam 2D 2b 2D TDI i
Transducer Type M Mode THI MB S CPD Color PW PW cw &
C8e Gyn X — X X X X X - —
OB X — X X X X X - =
Prostate X — X X X X X — —
Clle Vascular X — X X X X X — —



Measurements and Calculations

Calculations
The following tables show the calculations available by exam type.

Table 2: Calculations for C8e Transducer

Exam Type Calculations
Gyn Gyn
Follicle
OB OB
Prostate Volume

Table 3: Calculations for C11e Transducer

Exam Type Calculations
Vascular Percent Reduction
Vascular

Volume Flow



Safety

Guidelines for Reducing Ml and TI

The following are general guidelines for reducing Ml or TI. If multiple parameters are given, then the

. L . =
best results may be achieved by minimizing these parameters simultaneously. In some modes e
changing these parameters will not affect Ml or TI. Changes to other parameters may also resultin Ml a
and Tl reductions. Please note the ‘MI" or ‘TI' read out on the right side of the LCD screen. =
Table 4: Ml
Transducer Depth m
3
C8e T S
=}
Clle T
1 Decrease or lower setting of parameter to reduce MI or TI.
T Raise or increase setting of parameter to reduce Ml or Tl.
m
S
Table 5: TI (TIS, TIC, TIB) 32
g.
Color Pow?r Doppler PW Settings
Settings
Transducer
Box —
Depth PRF Depth g
o
=
C8e T ) T — °
Clle T 1 T | (Depth)
1 Decrease or lower setting of parameter to reduce Mi or Tl. -
T Raise or increase setting of parameter to reduce Ml or TI. g_
— Data are not applicable. =
c
m>
wn



Transducer Surface Temperature Rise

Table 6 lists the measured surface temperature rise from ambient (23°C + 3°C) of transducers used on
the ultrasound system. The temperatures were measured in accordance with EN 60601-2-37 section
42 where controls and settings were positioned to give maximum temperatures.

Test 1: The transducer surface temperature test on tissue mimicking material (TMM) is based on the
following standard: 42.3(a) 1, Test Method B (IEC 60601-2-37, Amendment 1). The limit is a 10°C rise
from ambient, as measured on the TMM, for the C11e and a 6° rise from ambient for the C8e.

Test 2: The transducer surface temperature test in air is based on the following standard:

42.3(a) 2 (IEC 60601-2-37, Amendment 1). The limit is a 27°C rise from ambient.

Table 6: Transducer Surface Temperature Rise IEC 60601-2-37

Test C8e (Internal Use) C11e (External Use)
1 5.7°C 9.2°C
2 14°C 19.7°C
Output Display
Table 7: Modes in Which a Thermal or Mechanical Index Is > 1.0
Transducer Index 2D/ CcPD/ PW
M Mode Color Doppler

C8e Ml Yes Yes Yes
TIC, TIB, or TIS No Yes Yes
Cl1e Mi No No No
TIC,TIB, or TIS No No Yes



Acoustic Output Table

Table 8: Table 2 Transducer Model C8e Operating Mode: 2D
Tis Tib
Index Label M.l Scan Non-scan Non- Tl
ndex Labe iR scan c E
a
A aprtS'I Aaprt>'I 5>
Global Maximum Index Value 1.2 (a) — — — (b)
Pr3 (MPa)| 2.66
Wo (mW) # — _ #
Y
o min of (mW) — I
g [W.321) a3y 3
§ g |7 (cm) —
[}
E’ g Zpp (cm) —
.§ £ |Zs (cm)] 1.2 — -
8 deq(Zsp) (cm) — 3
Fe (MHz)] 4.92 # — — — g
Dim of Ayt X (cm) — — —
Y (cm) # — — — #
PD (usec)f 0.413
PRF (Hz)] 7368 5__'
S |Pr@Pllyay (MPa)| 3.147 %
% E deq@Pllmax (cm) —
O & [Focal Length FLy (cm) — —
[
- FLy (cm) — —
o
I 3@MI 0y (W/cm?)| 256.3 g
— — [
o P Control 1: Exam Type Any “%
% £ -2 |Control 2: Optimization Pen @
@ & 2|Control 3: Depth 4.2
o U o)
O — JO|Control 4: MB Off

(@) 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 are 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 are not applicable for this transducer/mode.



Table 9: Table 3 Transducer Model C8e Operating Mode: Color/CPD

Tls Tib
Index Label M.L Scan Non-scan Non-scan| Tic
A aprt—1 Aaprt>1
Global Maximum Index Value 1.5 1.1 — — — (b)
Pr3 (MPa) 3.26
W, (mW) 51.10 — — #
min of (mW) —
= [W.3Z1) lta321))]
§ % z; (cm) —
E % Zpp (cm) —
é E Z, (cm) 1.1 —
2 |deq@sp) (cm) —
< R MHZ)| 479 | 481 — — —
Dim oanprt X (cm) 0.32 — — —
Y (cm) 0.4 — — —
PD (usec)] 0.766
PRF (Hz)] 2439
5 Pr@PIl ax (MPa)] 3.92
S F  [deq@Plina (cm) —
O & [Focal Length Ly (cm) 1.24 — —
= ( m) 2.5 — —
Ipp 3@Ml i ax (W/cmz) 543.2
Control 1: Exam Type Any Any
Control 2: Color Opt Low Med
§§ éControl 3: Depth 4.2 2.5
St 3§Contro| 4: PRF <839 2500
& 8|Control 5: Color Box Top/Tall |Bottom/
Position/Size and Wide Def
width

—
-

a) This index is not required for this operating mode; value is <1.

This transducer is not intended for transcranial or neonatal cephalic uses.

No data are 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 are not applicable for this transducer/mode.
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Table 10: Table 4 Transducer Model C8e Operating Mode: M-Mode

Tls Tib
Index Label M.I. Scan Non-scan Non-scan| Tic =
A aort<1 | Agpre>T £
[
n
Global Maximum Index Value 1.4 — — — (a) (a) & (b) =
Pr3 (MPa) 3.09
Wy (mW) — — # #
min of (mW) — m
|9
B [W.3Z), lta3@n)] S
> o =1
§ g |7 (cm) — 3
(]
:003 § Zyp (cm) —
2L |y (cm) 1.1 #
§ deq(Zsp) (cm) # -
Q
F. (MH2)|  5.05 — — — # -
Dim of Aaprt X (cm) — — — # # 3
Y (cm) — — — # #
PD (usec)] 0.425
PRF (Hz) 800
S [p@Pllax (MPa)] 3.75 g
N g
::: E deq@P”max (cm) # =
O & [Focal Length FLy (cm) — — —
C
- FLy (cm) — — —
Ipa.3@MI 2 (W/cm?)] 4325 3
o 2|Control 1: Exam Type Pro and g
2.9 Gyn g
o S T|Control 2: Optimization Pen &
QU g
O ~ J|Control 3: Depth 4.2

(@) Thisindex is not required for this operating mode; value is <1.

(b) This transducer is not intended for transcranial or neonatal cephalic uses.

# No data are 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 are not applicable for this transducer/mode.



Table 11: Table 5 Transducer Model C8e

Operating Mode: Pulse Wave Doppler

Tis Tib
Index Label M.l Scan Non-scan Non-scan | Tic
A aprt51 Aaprt>1
Global Maximum Index Value 1.3 — (@) — 2.0 (b)
Pr3 (MPa)] 2.2
W, (mW) — # 33.80 #
min of (mW) —
v
B [W.3Z), lta3@n)]
>
§ E z4 (cm) —
(]
:“03 g Zyp (cm) —
2L |y (cm) 1.0 1.0
2 deq(Zsp) (cm) 0.272
<
Fc (MHz)] 4.79 — — 4.80
Dim of Ayt X (cm) — # — 1.12 #
Y (cm) — # — 04 #
PD (used)] 1.13
PRF (Hz)| 1008
S |Pr@Pllnay (MPa)] 2.505
g ‘g eq@Pllmax (cm) 0.241
O & [Focal Length FLy (cm) — — #
o
- FL, (cm) — —
IPA.B@MImax (W/sz) 185.2
Control 1: Exam Type Any Any
o_ 2 Control 2: Sample Volume 1 mm 3mm
= £ -2 |Control 3: PRF 1008 Hz 10417 Hz
g_ § "2[Control 4: Sample Volume Zone 4 Zone 4
O ~ G|Pposition

(@) 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 are 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 are not applicable for this transducer/mode.




Table 12: Table 1 Transducer Model C11e Operating Mode: Pulse Wave Doppler

Tis Tib
Index Label M.l Scan Non-scan Non-scan Tic
A aprts1 Aaprt>1
Global Maximum Index Value (a) — (a) — 1.8 (b)
Pr3 (MPa)] #
W (mW) — # 26.29 #
min of (mW) —
é [W.3Z1), lta3@y)]
S % zy (cm) —
:003 § Zyp (cm) —
2L |y (cm)] # 1.1
2 deqZsp) (cm) 0.236
= F. (MHZ)|  # — # — 436
Dim of Aaprt X (cm) — # — 0.28
Y (cm) — # — 0.5 #
PD (usec) #
PRF (Hz) #
S |Pr@Pllnay (MPa)l #
g ‘g deq@Pllax (cm) 0.226
O g Focal Length FLy (cm) — # —
- FLy (cm) — —
lpa 3@Mlpax (Wiecm2)]  #
5 Control 1: Exam Type Any
‘g’ @ |Control 2: Sample Volume 2 mm
< 2 |Control 3: PRF 3906 Hz
£ 2 |Control 4: Sample Volume Zone 1
g S |Position
S

—
[sY]
-

This index is not required for this operating mode; value is <1.

This transducer is not intended for transcranial or neonatal cephalic uses.

No data are 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 are not applicable for this transducer/mode.
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Troubleshooting and Maintenance

Cleaning and Disinfecting Transducers

To disinfect the transducer, use the immersion method or the wipe method. You can use the
immersion method only if your disinfectant is compatible with it. Check the product labeling.

For more information about cleaning and disinfecting the C8e transducer, refer to the ultrasound
system user guide.

The following table lists disinfectants that have been tested by SonoSite. See the SonoSite website for
updated cleaning and disinfectant information: www.sonosite.com/documentation.

Table 13 does not have the following regulatory information for disinfectants:
« EPA Registration

« FDA 510(k) clearance (liquid sterilant, high level disinfectant)

- CE approval

Prior to use, confirm that the regulatory status of the disinfectant is appropriate for
your jurisdiction and use.

Table 13: Disinfectants Compatibility with System and Transducers

AbcoCide 14 USA Liquid Gluteraldehyde A
Accel Plus Canada Wipe Hydrogen Peroxide N
Accel TB Canada Wipe Hydrogen Peroxide N
Accel Wipes Canada Wipe Hydrogen Peroxide A
Aidal Plus Australia  Liquid Gluteraldehyde A
Alkacide France Liquid Gluteraldehyde A
Alkazyme France Liquid Quat. Ammonia A
Anioxyde 1000 France Liquid Peracetic Acid N
Anioxy-Twin France Liquid Peracetic Acid N
Aquatabs (1000) Ireland Tablet Sodium Dichloroisocyanurate A
Aquatabs (2000) Ireland Tablet Sodium Dichloroisocyanurate A
Aquatabs (5000) Ireland Tablet Sodium Dichloroisocyanurate N

10



Table 13: Disinfectants Compatibility with System and Transducers (Continued)

Ascend USA Liquid Quat Ammonia A
Asepti-HB USA Liquid Quat Ammonia A
Asepti-Steryl USA Spray Ethanol A
Asepti-Wipes USA Wipe Propanol (Isopropyl Alcohol) A
Bacillocid rasant Germany  Liquid Glut./Quat. Ammonia A
Banicide USA Liquid Gluteraldehyde A
Bleach USA Liquid NaCl Hypochlorite A
Cavicide USA Liquid Isopropyl A
CaviWipes USA Wipes Isopropanol A
Chlor-Clean UK Liquid Sodium Dichloroisocyanurate A
Cidalkan Lingettes FRA Wipes Ethyl Alcohol A
Cidex 14 USA Liquid Gluteraldehyde A
Cidex OPA USA Liquid Ortho-phthaldehyde A
Cidex Plus USA Liquid Gluteraldehyde A
Cleanisept Wipes Germany  Wipes Alkyl Ammonium Chloride A
Clorox Disinfecting Wipes USA Wipe Isopropanol A
Control llI USA Liquid Quat. Ammonia A
Coverage Spray USA Spray Quat. Ammonia A
Denatured Alcohol USA Liquid Ethanol N
DentaSept France Liquid Quat. Ammonia N
DisCide Wipes USA Wipe Isopropyl Alcohol A
DisOPA Japan Liquid Ortho-phthaldehyde A
Dispatch USA Spray NaCl Hypochlorite A
Dynacide PA FRA Liquid Peracetic Acid A
End-Bac Il USA Liquid Quat. Ammonia A

11
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Table 13: Disinfectants Compatibility with System and Transducers (Continued)

Endozime AW Plus France Liquid Propanol A
Envirocide USA Liquid Isopropyl A
Enzol USA Cleaner  Ethylene Glycol A
Expose USA Liquid Isopropyl A
Gigasept AF Germany  Liquid Quat. Ammonia A
Gigasept FF Germany  Liquid Bersteinsaure N
Gluteraldehyde SDS USA Liquid Gluteraldehyde A
Hexanios France Liquid Polyhexanide/Quat. Ammonia A
Hi Tor Plus USA Liquid Chloride A
Hibiclens USA Cleaner  Chlorhexidine A
Hydrogen Peroxide USA Liquid Hydrogen Peroxide A
Isopropanol alcohol n/a Liquid Alcohol N
Kodan Tlicher Germany  Spray Propanol/Alcohol A
Kohrsolin ff Germany  Liquid Gluteraldehyde A
Korsolex basic Germany  Liquid Gluteraldehyde N
Korsolex extra Germany  Liquid Ethanol/Propanol A
Lem-O-Quat USA Liquid Alkyl/Chloride N
LpHse USA Liquid O-phenylphenol A
Lysol USA Spray Ethanol N
Lysol IC USA Liquid O-phenylphenol A
Madacide 1 USA Liquid Alkyl Ammonium Chloride A
Matar USA Liquid O-phenylphenol A
MetriCide 14 USA Liquid Gluteraldehyde A
MetriCide 28 USA Liquid Gluteraldehyde A
MetriZyme USA Cleaner  Propylene Glycol A



Table 13: Disinfectants Compatibility with System and Transducers (Continued)

Mikrobak forte Germany  Liquid Ammonium Chloride A
Mikrozid Germany  Wipe Ethanol/Propanol A
Nuclean France Spray Alcohol/Biguanide A
Precise USA Spray O-phenylphenol N
Prevention Canada Liquid Hydrogen Peroxide N
Ruthless USA Spray Quat. Ammonia A
Sagrosept Germany  Wipe Proponal A
Salvanios pH 7 France Liquid Quat. Ammonia A
Sani-Cloth HB USA Wipe Quat. Ammonia A
Sani-Cloth Plus USA Wipe Quat. Ammonia A
Sekusept GER Liquid Gluteraldehyde A
Sklar (4) USA Liquid Isopropanol A
Sporicidin USA Wipe Phenol A
Sporicidin USA Liquid Phenol A
Staphene USA Spray Ethanol A
Steranios France Liquid Gluteraldehyde A
Super Sani-Cloth USA Wipe Isopropyl Alcohol N
Task 105 USA Spray Quat. Ammonia A
TBQ USA Liquid Alkyl A
Theracide Plus Wipes USA Wipe Quat. Ammonia A
Thericide Plus USA Liquid Quat. Ammonia A
Tor USA Liquid Quat. Ammonia A
Transeptic USA Cleaner  Alcohol N
Tristel UK Liquid Chlorine Dioxide A
Tristel Wipes UK Wipe Chlorine Dioxide N

13
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Table 13: Disinfectants Compatibility with System and Transducers (Continued)

T-Spray USA Spray Quat. Ammonia A
T-Spray |l USA Spray Alkyl/Chloride A
Vesphene lIse USA Liquid Sodium/o-Phenylphenate A
Virex Il 256 USA Liquid Ammonium Chloride A
Virex TB USA Liquid Quat. Ammonia A
Virox 5 CAN Wipe Hydrogen Peroxide A
Virufen France Liquid Alkyl Ammonium Chloride A
Wavicide -01 USA Liquid Gluteraldehyde N
Wavicide -06 USA Liquid Gluteraldehyde A
Wex-Cide USA Liquid O-phenylphenol A

A = Acceptable
N = Not acceptable (Do not use)
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MicroMaxx-Ultraschallsystem
3. Erganzung zum Benutzerhandbuch

Einflhrung
Bildgebung
Messungen und Berechnungen
Sicherheit
Fehlersuche und Wartung 1

O W N = =

Einfiihrung

Diese Erganzung zum Benutzerhandbuch enthélt Informationen zu den folgenden Erweiterungen
des MicroMaxx®-Ultraschallsystems:

« Schallkopfmodell 8e/8-5 MHz (C8e)

« Vaskuldrer Untersuchungstyp am Schallkopfmodell C11e/8-5 MHz (C11e)

Zusatzliche Sicherheitsinformationen, Angaben zu den Verwendungszwecken sowie zur
Vorbereitung, Benutzung und Wartung des Ultraschallsystems sind dem Benutzerhandbuch des
Ultraschallsystems zu entnehmen.

Bildgebung

Schallkopf, Untersuchungstyp und Bildgebungsmodus

Die folgende Tabelle enthilt eine Ubersicht tiber die Untersuchungstypen und Bildgebungsmodi der
Signalkopfe.

Tabelle 1: Schallkopf, Untersuchungstyp und Bildgebungsmodus

Bildgebungsmodus

S;::'f' sul:::‘:rgs- M_,;E qus  THI nznl; 2;) CPD Color PW :Svl cw
typ

C8e Gyn X — X X X X X — —

GBH X — X X X X X - -

Prostata X — X X X X X — —

Cl1e Vaskular X — X X X X X — —

ysibuz
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Messungen und Berechnungen

Berechnungen

In den folgenden Tabellen sind die méglichen Berechnungen fiir die einzelnen Untersuchungstypen
aufgefiihrt.

Tabelle 2: Berechnungen fiir den C8e-Schallkopf

Untersuchungstyp Berechnungen
Gyn Gyn
Follikel
GBH GBH
Prostata Volumen

Tabelle 3: Berechnungen fiir den C11e-Schallkopf

Untersuchungstyp Berechnungen
Vaskular Prozent-Reduktion
Vaskular

Volumenfluss



ysibuz

Sicherheit

Richtlinien zur Verringerung von Ml und TI

Die folgenden Tabellen enthalten allgemeine Richtlinien zur Reduzierung der MI- und Tl-Werte.
Wenn mehrere Parameter gegeben sind, lassen sich unter Umstdnden die besten Ergebnisse durch
eine gleichzeitige Verringerung aller Werte erzielen. In manchen Modi wirkt sich eine Anderung der
Parameter nicht auf den MI- oder TI-Wert aus. Andererseits kénnen aber auch Anderungen an
anderen Parametern eine Reduzierung von Ml und Tl bewirken. Achten Sie bitte immer auf die
Anzeige des MI- bzw. TI-Werts auf der rechten Seite des LCD-Bildschirms.

Tabelle 4: MI

m
w0
: s
Schallkopf Tiefe g

C8e T

Clle T
1 Verringerung des Parameterwerts zur Reduzierung von Ml bzw. Tl. 5
T Erhéhung des Parameterwerts zur Reduzierung von Ml bzw. Tl. ..5
2

Tabelle 5: Tl (TIW, TIC, TIK)
Farb-/ArTlplltuden-DoppIer- PW-Einstellungen
Einstellungen =
Schallkopf =
. o
Tiefedes  ppe  Tiefe 3
Bereichs
C8e T 2 T —

Clle T d T ! (Tiefe) pl
1 Verringerung des Parameterwerts zur Reduzierung von Ml bzw. TI. &
T Erhéhung des Parameterwerts zur Reduzierung von Ml bzw. Tl. §>

— Nicht zutreffend



Anstieg der Schallkopfoberflachentemperatur

Tabelle 6 zeigt den gemessenen Anstieg der Oberflachentemperatur der mit dem Ultraschallsystem
verwendeten Schallkdpfe im Vergleich zur Umgebungstemperatur (23 °C + 3 °C). Die Temperaturen
wurden gemaf3 EN 60601-2-37, Abschnitt 42, gemessen, wobei Bedienelemente und Einstellungen
auf die Erzielung maximaler Temperaturen reguliert wurden.

Test 1: Der Test der Schallkopftemperatur am Priifobjekt, dem so genannten TMM (engl. tissue
mimicking material), beruht auf der folgenden Norm: 42.3(a) 1, Testmethode B (IEC 60601-2-37,
Zusatz 1). Der Grenzwert ist ein am Prifobjekt gemessener Anstieg von 10 °C gegeniiber der
Umgebungstemperatur fiir den C11e bzw. von 6 °C fiir den C8e.

Test 2: Der Test der Schallkopfoberflaichentemperatur in der Luft beruht auf der folgenden Norm:
42.3(a) 2 (IEC 60601-2-37, Zusatz 1). Der Grenzwert ist ein Anstieg von 27 °C gegeniber der
Umgebungstemperatur.

Tabelle 6: Anstieg der Schallkopfoberflichentemperatur gemas IEC 60601-2-37

Test C8e (innere C11e (duBere
Anwendung) Anwendung)
1 5,7 °C 9,2°C
2 14 °C 19,7 °C

Ausgangsleistungsanzeige

Tabelle 7: Modi mit thermischem oder mechanischem Index>1,0

Schallkopf Index M-l\zllgiius (cfcl:lzi' PW-Doppler
C8e Ml Ja Ja Ja
TIC, TIK oder TIW Nein Ja Ja
Cl1e Mi Nein Nein Nein
TIC, TIK oder TIW Nein Nein Ja



ysijbu3

Schallausgangsleistungs-Tabelle

Tabelle 8: Tabelle 2 Schallkopfmodell C8e Betriebsmodus: 2D
Tiw TIK
. Non-
Index-Bezeichnung Mi Scan Non-scan TIC
scan
AaprtsT | Agpre1
Globaler maximaler Indexwert 1,2 (a) — — — (b)
Pr3 (MPa)l 2,66
Wo (mW) # — — #
o
Min. von (mW) — 3
3 |Wa@nlma@) g
ge | (cm) -
S § Zpp (cm) —
o =
8" |Zp (ecm)| 1,2 —
<5 n
0 deq(zsp) (Cm) —_ §
Fe (MHz)| 4,92 # — — — B,
Dim von A X (cm) — — — #
Y (cm) # — — — m
PD (us)] 0,413
c PRF (Hz)] 7368 5__-
22 |p@Plinay (MPa)| 3,147 5
v 9 °
N g deq@Pllmax (cm) —
m ..
éé Fokusldange FLy (cm) — _
£ FLy (cm) — —
o
Ipa3@MIpax (W/em?)| 256,3 '%
[
. S |Regelung 1: Untersuchungstyp | Beliebig :%
8 % g Regelung 2: Optimierung Tiefe “
U =
% ‘g‘ 2(Regelung 3: Tiefe 42
m g Regelung 4: MB Aus

Dieser Index ist fur diesen Betriebsmodus nicht erforderlich. Der Wert ist <1.

Dieser Schallkopf ist nicht fiir den transkranialen Einsatz und den Einsatz am Schéadel von Neugeborenen

vorgesehen.

# Flr diese Betriebsbedingung liegen keine Daten vor, da aus dem angegebenen Grund kein globaler
Maximalindexwert ermittelt wurde (siehe Zeile Globaler maximaler Indexwert).

— Fur diesen Schallkopf/Betriebsmodus nicht zutreffend.

—_—
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Tabelle 9: Tabelle 3 Schallkopfmodell C8e Betriebsmodus: Color/CPD

TIW TIK
Index-Bezeichnung MI Scan Non-scan Non-scan| TIC
Aaprts1 Aaprt>1
Globaler maximaler Indexwert 1,5 1,1 — — — (b)
Pr3 (MPa) 3,26
W, (mW) 51,10 — — #
Min. von (mW) —
g |Wanima@n)
g % Z (cm) —
% 5 |Zop (cm) —
ege]
A Zsp (Cm) 1,1 J—
< <
L% deq(Zsp) (Cm) -
Fe (MHZ)] 4,79 4,81 — — —
Dim von Aaprt X (cm) 0,32 — — —
Y (cm) 04 — — — #
PD (us)| 0,766
c PRF (Hz)] 2439
22 |Pr@Plima (MPa)] 3,92
)
TR |deq@Pllmax (cm) —
gg Fokuslange FLy (cm) 1,24 — — #
£ FLy (cm) 2,5 — — #
Ipp 3@Ml ax (W/cm?)] 543,2
S |Regelung 1: Untersuchungstyp] Beliebig | Beliebig
g Regelung 2: Farb-Optionen Niedrig | Mittel
Fs 2 Regelung 3: Tiefe 4,2 2,5
£ % |Regelung 4: PRF <839 2500
%% Regelung 5: Position/Grof3e Hohe/ | Unten/
£ |des Color-Bereichs Grofe Def.
I und Breite| Breite

Dieser Index ist fiir diesen Betriebsmodus nicht erforderlich. Der Wert ist <1.

Dieser Schallkopf ist nicht fiir den transkranialen Einsatz und den Einsatz am Schadel von Neugeborenen

vorgesehen.

# Flr diese Betriebsbedingung liegen keine Daten vor, da aus dem angegebenen Grund kein globaler
Maximalindexwert ermittelt wurde (siehe Zeile Globaler maximaler Indexwert).

— Fur diesen Schallkopf/Betriebsmodus nicht zutreffend.

P
kS



ysijbu3

Tabelle 10: Tabelle 4 Schallkopfmodell C8e Betriebsmodus: M-Modus
Tiw TIK
Index-Bezeichnung MI Scan Non-scan Non-scan| TIC
A aprt£1 Aaprt>1
Globaler maximaler Indexwert 1,4 — — — (a) (a) & (b)
Pr3 (MPa) 3,09
Wo (mW) — — # #
Min. von (mW) - Y
3 |[Wa@nhas@) E
gg | (cm) — 3
©
% g pr (cm) —
23 Zg, (cm) 1,1 #
<5
A [deqZsp) (cm) # p
Fo (MH2)[ 5,05 — — — # 3
Dim von Aaprt X (cm) — — — # # g'
Y (cm) — — — # #
PD (us)] 0,425
c PRF (Hz) 800
2 2 [p@Plly,y (MPa)] 3,75 g
(SR o
5% [dea@Pl (cm) ’ s
g g Fokusldange FLy (cm) — — —
£ FLy (cm) — — —
Ipa.3@MI 2 (W/ecm?)] 4325 3
. & |Regelung 1: Prostata g
2= cg” Untersuchungstyp und Gyn “%
:]:_,J %3 &|Regelung 2: Optimierung Tiefe @
@ 2 'S |Regelung 3: Tiefe 4,2
jo)

Dieser Index ist fur diesen Betriebsmodus nicht erforderlich. Der Wert ist <1.

Dieser Schallkopf ist nicht fiir den transkranialen Einsatz und den Einsatz am Schadel von Neugeborenen

vorgesehen.

# Fur diese Betriebsbedingung liegen keine Daten vor, da aus dem angegebenen Grund kein globaler
Maximalindexwert ermittelt wurde (siehe Zeile Globaler maximaler Indexwert).

— Fur diesen Schallkopf/Betriebsmodus nicht zutreffend.

—_—
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Tabelle 11: Tabelle 5 Schallkopfmodell C8e

Betriebsmodus: Gepulster Doppler

TIW TIK
Index-Bezeichnung MI Scan Non-scan Non-scan | TIC
A aprt51 Aaprt>1
Globaler maximaler Indexwert 1,3 — (@) — 2,0 (b)
Pr3 (MPa)] 2,12
Wo (mW) — # 33,80 #
Min. von (mW) —
5 [[Wa@ ltaz@)]
g g z (cm) —
§ ,_g_ pr (cm) —
g E Z, (cm) 1,0 1,0
A |deqZsp) (cm) 0,272
Fe (MH2)l 4,79 — — 4,80
Dim von Aaprt X (cm) — # — 1,12 #
Y (cm) — # — 04 #
PD (us)] 1,13
c PRF (Hz)] 1008
£ % Pr@Pllmax (MPa)| 2,505
TR |deq@Pllmax (cm) 0,241
g g Fokusldange FLy (cm) — — #
£ FLy (cm) — —
Ipa 3@Ml 2 (W/em?)| 185,2
S |Regelung 1: Beliebig Beliebig
2  |Untersuchungstyp
_é g» Regelung 2: Probengrofe 1T mm 3mm
.g 'S |Regelung 3: PRF 1008 Hz 10417 Hz
3 % Regelung 4: Position der Zone 4 Zone 4
= Probengrof3e
@]
=

—_—
RS

vorgesehen.

# Fur diese Betriebsbedingung liegen keine Daten vor, da aus dem angegebenen Grund kein globaler

Dieser Index ist furr diesen Betriebsmodus nicht erforderlich. Der Wert ist <1.
Dieser Schallkopf ist nicht fiir den transkranialen Einsatz und den Einsatz am Schéadel von Neugeborenen

Maximalindexwert ermittelt wurde (siehe Zeile Globaler maximaler Indexwert).
— Fir diesen Schallkopf/Betriebsmodus nicht zutreffend.
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Tabelle 12: Tabelle 1 Schallkopfmodell C8e Betriebsmodus: Gepulster Doppler
TIW TIK
Index-Bezeichnung Mi Scan Non-scan Non-scan TIC
A aprts1 Aaprt>1
Globaler maximaler Indexwert (a) — (a) — 1,8 (b)
Pr3 (MPa) #
Wo (mW) — # 26,29 #
Min. von (mW) - o
3 |[Wa@nlas@ H
gg | (cm) — 3
% g Zyp (cm) —
2 E Zg, (cm) # 1,1
A |deqZsp) (cm) 0,236 -
Fo MHD| # — # — 4,36 3
Dimvon Ay | X (cm) — ¥ — 0,28 =
Y (cm) — # — 0,5 #
PD (us) #
c PRF (Hz) # _
2 2 |p@Pllya (MPa)| # g
G o &
S B [deq@Plmax (cm) 0,226 3
g g Fokusldange FLy (cm) — # —
£ FLy (cm) — —
lpa 3@Mlpax (Wlem?)|  # S
5 Regelung 1: Beliebig g
3 Untersuchungstyp =
§ S |Regelung 2: ProbengréRe 2mm &
§ Cg” Regelung 3: PRF 3906 Hz
3 2 |Regelung 4: Position der Zone 1
'g Probengrof3e
&

Dieser Index ist fur diesen Betriebsmodus nicht erforderlich. Der Wert ist <1.

Dieser Schallkopf ist nicht fiir den transkranialen Einsatz und den Einsatz am Schéadel von Neugeborenen

vorgesehen.

# Fur diese Betriebsbedingung liegen keine Daten vor, da aus dem angegebenen Grund kein globaler
Maximalindexwert ermittelt wurde (siehe Zeile Globaler maximaler Indexwert).

— Fir diesen Schallkopf/Betriebsmodus nicht zutreffend.

— =
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Fehlersuche und Wartung

Reinigung und Desinfektion der Schallkopfe

Um den Schallkopf zu desinfizieren, wird er in eine Reinigungsldsung eingetaucht oder damit
abgewischt. Die jeweils verwendete Reinigungsmethode muss fiir das eingesetzte
Desinfektionsmittel geeignet sein. Beachten Sie bitte die Produktkennzeichnung.

Weitere Informationen zur Reinigung und Desinfektion des C8e-Schallkopfs sind dem
Ultraschallsystem-Benutzerhandbuch zu entnehmen.

Die folgende Tabelle enthilt eine Ubersicht Giber die von SonoSite getesteten Desinfektionsmittel.
Die aktuellsten Informationen zur Reinigung und Desinfektion finden Sie auf der SonoSite-Website:
www.sonosite.com/documentation.

In Tabelle 13 sind die folgenden rechtlichen Informationen lber die Zulassung von
Desinfektionsmitteln nicht enthalten:

« EPA-Registrierung

« Zulassung nach FDA 510(k) (flissiges Sterilisationsmittel oder starkes
Desinfektionsmittel)

« CE-Zulassung

Vor der Verwendung ist sicherzustellen, dass der Zulassungsstatus des
Desinfektionsmittels den Gesetzen lhres Landes entspricht und fiir den
Verwendungszweck geeignet ist.

Tabelle 13: Kompatibilitat der Desinfektionsmittel mit dem System und den Schallképfen

De.sit\fektiorls- und Herkunfts- Typ Wirkstoff C8e
Reinigungslosung land

AbcoCide 14 USA Flussigkeit Glutaraldehyd z
Accel Plus Kanada Wischtuch Wasserstoffperoxid N
Accel TB Kanada Wischtuch Wasserstoffperoxid N
Accel Wipes Kanada Wischtuch Wasserstoffperoxid z
Aidal Plus Australien Flussigkeit Glutaraldehyd z
Alkacide Frankreich Flussigkeit Glutaraldehyd z
Alkazyme Frankreich Flissigkeit Quart. Ammoniak z
Anioxyde 1000 Frankreich Flussigkeit Peressigsaure N
Anioxy-Twin Frankreich Flussigkeit Peressigsdure N
Aquatabs (1000) Irland Tablette Natriumdichlorisocyanurat Z

10



Tabelle 13: Kompatibilitat der Desinfektionsmittel mit dem System und den Schallképfen

De.sit\fektiorls- und Herkunfts- Typ Wirkstoff C8e
Reinigungslésung land
Aquatabs (2000) Irland Tablette Natriumdichlorisocyanurat Z
Aquatabs (5000) Irland Tablette Natriumdichlorisocyanurat N
Ascend USA Flussigkeit Quart. Ammoniak z
Asepti-HB USA Flussigkeit Quart. Ammoniak z
Asepti-Steryl USA Spray Ethanol z
Asepti-Wipes USA Wischtuch Propanol z
(Isopropylalkohol)
Bacillocid rasant Deutschland Flussigkeit Glut./Quart. Ammoniak z
Banicide USA Flussigkeit Glutaraldehyd z
Bleiche USA Flussigkeit NaCl-Hypochlorit z
Brennspiritus USA Flussigkeit Ethanol N
Cavicide USA Flissigkeit Isopropyl YA
CaviWipes USA Wischtuch Isopropanol z
Chlor-Clean GroBbritannien  Flussigkeit Natriumdichlorisocyanurat z
Cidalkan Lingettes Frankreich Wischtuch Ethylalkohol z
Cidex 14 USA Flussigkeit Glutaraldehyd z
Cidex OPA USA Flussigkeit Ortho-Phthalaldehyd VA
Cidex Plus USA Flussigkeit Glutaraldehyd z
Cleanisept Wipes Deutschland Wischtuch Alkylammoniumchlorid z
Clorox Disinfecting USA Wischtuch Isopropanol z
Wipes
Control llI USA Flussigkeit Quart. Ammoniak z
Coverage Spray USA Spray Quart. Ammoniak YA
DentaSept Frankreich Flussigkeit Quart. Ammoniak N
DisCide Wipes USA Wischtuch Isopropylalkohol YA
DisOPA Japan Flussigkeit Ortho-Phthalaldehyd z

11
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Tabelle 13: Kompatibilitat der Desinfektionsmittel mit dem System und den Schallképfen

De.sit\fektiorls- und Herkunfts- Typ Wirkstoff C8e
Reinigungslosung land

Dispatch USA Spray NaCl-Hypochlorit z
Dynacide PA Frankreich Flussigkeit Peressigsaure Z
End-Bac Il USA Flussigkeit Quart. Ammoniak z
Endozime AW Plus Frankreich Flussigkeit Propanol z
Envirocide USA Flissigkeit Isopropyl YA
Enzol USA Reinigungs- Ethylenglykol z

mittel
Expose USA Fllssigkeit Isopropyl YA
Gigasept AF Deutschland Fllssigkeit Quart. Ammoniak z
Gigasept FF Deutschland Flissigkeit Bernsteinsdure N
Gluteraldehyde SDS USA Fllssigkeit Glutaraldehyd z
Hexanios Frankreich Flussigkeit Polyhexanid/Quart. z
Ammoniak
Hi Tor Plus USA Flussigkeit Chlorid YA
Hibiclens USA Reinigungs-  Chlorhexidin z
mittel

Isopropylalkohol n.z. Fllssigkeit Alkohol N
Kodan Tiicher Deutschland Spray Propanol/Alkohol YA
Kohrsolin ff Deutschland Flussigkeit Glutaraldehyd Z
Korsolex basic Deutschland Flussigkeit Glutaraldehyd N
Korsolex extra Deutschland Flussigkeit Ethanol/Propanol z
Lem-O-Quat USA Flussigkeit Alkyl/Chlorid N
LpHse USA Flussigkeit O-Phenylphenol z
Lysol USA Spray Ethanol N
Lysol IC USA Flussigkeit O-Phenylphenol z
Madacide 1 USA Flussigkeit Alkylammoniumchlorid z



Tabelle 13: Kompatibilitat der Desinfektionsmittel mit dem System und den Schallképfen

De.sit\fektiorls- und Herkunfts- Typ Wirkstoff C8e
Reinigungslésung land

Matar USA Flussigkeit O-Phenylphenol YA
MetriCide 14 USA Flussigkeit Glutaraldehyd z
MetriCide 28 USA Flussigkeit Glutaraldehyd z
MetriZyme USA Reinigungs- Propylenglykol z

mittel

Mikrobak forte Deutschland Flissigkeit Ammoniumchlorid Z
Mikrozid Deutschland Wischtuch Ethanol/Propanol z
Nuclean Frankreich Spray Alkohol/Biguanid z
Precise USA Spray O-Phenylphenol N
Prevention Kanada Flussigkeit Wasserstoffperoxid N
Ruthless USA Spray Quart. Ammoniak z
Sagrosept Deutschland Wischtuch Proponal Z
Salvanios pH 7 Frankreich Flussigkeit Quart. Ammoniak z
Sani-Cloth HB USA Wischtuch Quart. Ammoniak z
Sani-Cloth Plus USA Wischtuch Quart. Ammoniak z
Sekusept Deutschland Flussigkeit Glutaraldehyd z
Sklar (4) USA Flussigkeit Isopropanol z
Sporicidin USA Wischtuch Phenol VA
Sporicidin USA Flussigkeit Phenol z
Staphene USA Spray Ethanol YA
Steranios Frankreich Flussigkeit Glutaraldehyd z
Super Sani-Cloth USA Wischtuch Isopropylalkohol N
Task 105 USA Spray Quart. Ammoniak Z
TBQ USA Flissigkeit Alkyl z
Theracide Plus USA Flussigkeit Quart. Ammoniak z
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Tabelle 13: Kompatibilitat der Desinfektionsmittel mit dem System und den Schallképfen

De.sit\fektiorls- und Herkunfts- Typ Wirkstoff C8e
Reinigungslésung land

Theracide Plus Wipes USA Wischtuch Quart. Ammoniak Z
Tor USA Fllssigkeit Quart. Ammoniak z
Transeptic USA Reinigungs-  Alkohol N

mittel

Tristel GroBbritannien  Flissigkeit Chlordioxid z
Tristel Wipes GroBbritannien  Wischtuch Chlordioxid N
T-Spray USA Spray Quart. Ammoniak Z
T-Spray |l USA Spray Alkyl/Chlorid z
Vesphene llse USA Flussigkeit Natrium/O-Phenylphenat z
Virex Il 256 USA Fllssigkeit Ammoniumchlorid Z
Virex TB USA Flussigkeit Quart. Ammoniak Z
Virox 5 Kanada Wischtuch Wasserstoffperoxid VA
Virufen Frankreich Flussigkeit Alkylammoniumchlorid z
Wasserstoffperoxid USA Fllssigkeit Wasserstoffperoxid z
Wavicide -01 USA Flussigkeit Glutaraldehyd N
Wavicide -06 USA Flussigkeit Glutaraldehyd z
Wex-Cide USA Flussigkeit O-Phenylphenol VA

Z = Zugelassen
N = Nicht zugelassen (nicht verwenden)
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Sistema de ecografia MicroMaxx
Suplemento 3 del Manual para el usuario

Introduccion
Modo de imagen
Mediciones y célculos
Seguridad
Solucién de problemas y mantenimiento 1

O W N = =

Introduccion

Este suplemento del manual para el usuario proporciona la siguiente informacién adicional sobre el
sistema de ecografia MicroMaxx®:

« Transductor C8e/8-5 MHz (C8e)

- Tipo de examen vascular del transductor C11e/8-5 MHz (C11e)

Consulte el manual para el usuario del sistema de ecografia para obtener informacion adicional sobre
la seguridad y los usos previstos, y sobre la preparacion, el uso y el mantenimiento del sistema de
ecografia.

Modo de imagen

Transductor, tipo de examen y modo de imagen
En la tabla siguiente se explican el tipo de examen y el modo de imagen del transductor.

Tabla 1: Transductor, tipo de examen y modo de imagen

Modo de imagen

Transductor :)'('::1:‘; Mozz m TH nznl; 2;) DPC Color DP 'I))I,' oc
C8e Ginecologia X — X X X X X - -
Obstetricia X — X X X X X - -
Prostata X — X X X X X - —
Cl1e Vascular X — X X X X X - -
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Mediciones y calculos

Calculos
En las tablas siguientes se muestran los célculos disponibles por tipo de examen.

Tabla 2: Calculos para el transductor C8e

Tipo de examen Calculos
Ginecologia Ginecologia
Foliculo
Obstetricia Obstetricia
Préstata Volumen

Tabla 3: Calculos para el transductor C11e

Tipo de examen Calculos
Vascular Reduccién porcentual
Vascular

Flujo de volumen
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Seguridad

Pautas para reducir el indice mecanico y el indice térmico

A continuacién se detallan recomendaciones generales para reducir el indice mecénico o el indice
térmico. Si se proporcionan multiples pardmetros, es posible obtener resultados éptimos
minimizando dichos parametros simultaneamente. En determinados modos, la modificacién de
dichos parametros no afecta al indice mecanico ni al indice térmico. Los cambios en otros parametros
también pueden causar reducciones en el indice mecénico y en el indice térmico. Observe la lectura
de ‘IM’ e ‘IT" en la parte derecha de la pantalla LCD.

yssinaqg

Tabla 4: IM
Transductor Profund.
C8e T
Clle T
1 Disminuir o bajar el ajuste del parametro para reducir el IM o IT. 5
T Aumentar o incrementar el ajuste del parametro para reducir el IM o IT. ..5
2
Tabla 5:IT (TIS, TIC, TIB)
Ajustes del modo Doppler de Ajustes del
potencia en color modo DP =
Transductor =
. o
Profundidad FRI Profund. 3
del cuadro
C8e T l T —
Clle T 1 0 1 (Profundidad) p]
1 Disminuir o bajar el ajuste del parametro para reducir el IM o IT. &
T Aumentar o incrementar el ajuste del parametro para reducir el IM o IT. §>

— Los datos no son aplicables.



Aumento de temperatura en la superficie de los transductores

En la Tabla 6 aparece el aumento de la temperatura medido en la superficie con respecto a la
temperatura ambiente (23 °C £ 3 °C) de los transductores utilizados en el sistema de ecografia.

Las temperaturas fueron medidas segun la Seccién 42 de la norma EN 60601-2-37, para lo cual se han
ajustado los controles y los pardmetros para producir las temperaturas maximas.

Ensayo 1: El ensayo de temperatura en la superficie del transductor en un material a imitacién de
tejido (TMM [tissue mimicking material]) se basa en la siguiente norma: 42.3(a) 1, Método de ensayo
B (IEC 60601-2-37, Enmienda 1). El limite es un aumento de 10 °C con respecto a la temperatura
ambiente, medida en el TMM, para el C11e y un aumento de 6° con respecto a la temperatura
ambiente para el C8e.

Ensayo 2: El ensayo de temperatura en la superficie del transductor en aire se basa en la siguiente
norma: 42.3(a) 2 (IEC 60601-2-37, Enmienda 1). El limite es un aumento de 27 °C con respecto a la
temperatura ambiente.

Tabla 6: Aumento de temperatura en la superficie de los transductores segtin la norma
IEC 60601-2-37

Ensayo C8e (uso interno) C11e (uso externo)
1 5,7 °C 9,2°C
2 14 °C 19,7 °C

Lectura de salida

Tabla 7: Modos en los que el indice térmico o mecanico es > 1,0

Transductor indice M:«:II); M g:l?){' DOBI:GI'

C8e IM Si S S
TIC, TIBo TIS No si 5

Clle IM No No No
TICTIBoTIS No No Si



Tabla de emisiones acusticas
Tabla 8: Tabla 2. Modelo de transductor: C8e Modo de funcionamiento: Bidimensional

Tis Tib
Explo- Sin
Nombre del indice IM p Sin exploracion | explo- | Tic
racion >
racion
AaprtsT | Ungpe>1
Valor global de indice maximo 1,2 (a) — — — (b)
Pr3 (MPa)] 2,66
W, (mWw) # — — #
min. de (mWw) —
.§ [W.3Z1) lta.321)]
S z cm —
g _’2 1 (cm)
oG |Zbp (cm) —
+ O
g8 |Zyp (em)] 1,2 —
G
E deq(ZSp) (cm) —
Fe (MHz)| 4,92 ¥ — — —
Dim de Ay ¢ X (cm) — — —
Y (cm) # — — — #
PD (s)| 0413
FRI (Hz)] 7368
:g Pr@PIlax (MPa)] 3,147
S8 [deq@Pll g (cm) —
5 E
RS Distancia focal Ly (cm) — —
C
. Ly (cm) — —
Ipp 3@MI 2 (W/cm2) 256,3
9 |Control 1:ﬁpo de examen Cual-
wv c .
0 % @ quiera
5 E E Control 2: Optimizacién Pen
% S O |Control 3: Profundidad 472
w v
§ % S |Control 4: MB Des-
© “_é activado

—
(oY)
-

Este indice no es necesario para este modo de funcionamiento; el valor es < 1.

Este transductor no esta previsto 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 méximo de referencia.)
— Los datos no son aplicables a este transductor/modo.
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Tabla 9: Tabla 3. Modelo de transductor: C8e

Modo de funcionamiento: Color/CPD

Tis Tib
Explo- Sin exploracion exSII:ra-
Nombre del indice IM racion P P Tic
cion
Un,, ¢
AaprtS1 a‘lprt
Valor global de indice maximo 1,5 1,1 — — — (b)
Pr3 (MPa) 3,26
W, (mW) 51,10 — - #
o min. de (mW) —
g [We3Z1) lta3@1))]
3 cm R
g -,'2 Zq (cm)
o5 |Zop (cm) —
g 2 |Zyp )| 11 —
E deq(zsp) (Cm) -
Fe (MHz)] 4,79 4,81 — — —
Dim de Aaprt X (cm) 0,32 — — —
Y (cm) 04 — — —
PD (us)] 0,766
FRI (Hz)] 2439
S [Pr@Pllmax (MPa)] 3,92
v
g g deq@Pllmax (cm) —
© & |Distancia focal FL, (cm) 1,24 — —
= FL, (cm) 25 — —
IPA.3@M|ma’x (W/sz) 543,2
o|Control 1: Tipo de examen  |Cualquiera| Cualquiera
0 R, S| Control 2: Opcién de color Bajo Med
5 g %Control 3: Profundidad 4,2 2,5
% S §|Control 4:FRI <839 2500
€ & 2[Control 5 :Posicion/tamafio | Superior/ | Inferior/
Vg E del cuadro Color alturay def
© anchura anchura
(a) Este indice no es necesario para este modo de funcionamiento; el valor es < 1.
(b) Este transductor no esta previsto 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 son aplicables a este transductor/modo.
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Tabla 10: Tabla 4. Modelo de transductor: C8e Modo de funcionamiento: Modo M
Tls Tib
Explo- Sin o
Nombre del indice IM racién Sin exploracion exRI’o- Tlc g
racion a
=2
Aap"£1 Unaprt>1
Valor global de indice maximo 1,4 — — — (@) @y (b)
Pr3 (MPa)] 3,09
Wy (mW) — — # #
min. de (mW) —
o)
g (W32 lta3@n)]
§ S Z; (cm) —
e § Zpp (cm) —
OE) 8 |Zsp (cm) 1,1 # T
S 3
§ deq(Zsp) (cm) # =
Fe (MHz)] 5,05 — — — # @
Dim de Aaprt X (cm) — — — # #
Y (cm) — — — # #
PD (us)] 0425 =
FRI (Hz] 800 =
:5 Pr@PIlax (MPa)l 3,75 3
g é Jeq@Pllmax (cm) ¥
S |Distancia focal FL, (cm) — — —
c
- FLy (cm) — — — -
]
IPA.3@MIméX (W/sz) 432,5 E‘
., S|Control 1: Tipo de examen | Proy Gin :%
¢ o 3 [Control 2: Optimizacién Pen “
& £ £ [Control 3: Profundidad 472
U o C
T V.o
C 8 v
S3 S
T w
©

—
QU
-

Este indice no es necesario para este modo de funcionamiento; el valor es < 1.

Este transductor no esta previsto 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 son aplicables a este transductor/modo.
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Tabla 11: Tabla 5. Modelo de transductor: C8e Modo de funcionamiento: Doppler pulsado

Tis Tib
Nombre del indice IM Ex!)!ora Sin exploracion Sin e).(!)lo- Tic
cion racion
Aaprt51 Unap">1
Valor global de indice maximo 1,3 — (a) — 2,0 (b)
Pr3 (MPa) 2,12
W, (mW) — # 33,80 #
o min. de (mW) —
S W3z, ltaz@n)]
é _(% Z, (cm) —
°G |Zop (cm) —
‘g 2 |Z | 1.0 1.0
E deq(ZSp) (cm) 0,272
Fe (MHz) 4,79 — # — 4,80
Dim de Aaprt X (cm) — # — 1,12
Y (cm) — # — 0,4 #
PD )| 1,13
FRI (Hz) 1008
S [Pr@Pllnay (MPa)| 2,505
o é Jeq@Pllmax (cm) 0,241
© S Distancia focal FLy (cm) — —
£ FLy (cm) — —
Iop3@MI 2 (W/em?)| 185,22
o |Control 1: Tipo de examen  JCualquiera Cualquiera
" 3 g Control 2: Volumen de 1T mm 3mm
% % g muestra
‘0 € |Control 3:FRI 1008 Hz 10417 Hz
_g § .§ Control 4: Posicién de Zona 4 Zona 4
UL < volumen de muestra
U =
©

Este indice no es necesario para este modo de funcionamiento; el valores < 1.

Este transductor no esta previsto 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 son aplicables a este transductor/modo.
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Tabla 12: Tabla 1. Modelo de transductor: C11e  Modo de funcionamiento: Doppler pulsado

Tis Tib
Lo Explo- . .. Sin explo-
Nombre del indice IM racién Sin exploracion racién Tic g
Aaprt£1 Unaprt>1 §
Valor global de indice maximo (a) — (a) — 1,8 (b)
Pr3 (MPa) #
W, (mW) — # 26,29 #
min. de (mW) —
.§ [W.3Z1) lta.321)]
§ _§ z (cm) —
°G |Zop (cm) —
\g % Zsp (cm) # 1,1 .
E deq(Zsp) (cm) 0,236 §
Fe (MHz)]  # — # — 436 -
Dim de Aaprt X (cm) — # — 0,28
Y (cm) — # — 0,5 #
PD (us) #
FRI (Hz2)] # 5‘_-
35 Pr@Pll sy (MPa) # g
o é Jeq@Plmax (cm) 0,226
© S |Distancia focal FL, (cm) — # —
= FLy (cm) — # — -
lpa3@MIpm sy (Wiem?)|  # §-
- Control 1:ﬁpo de examen Cualquiera =
% o £|Control 2: Volumen de 2mm &
T T YImuestra
£s § Control 3: FRI 3906 Hz
S £ .2|Control 4: Posicién de Zona 1
g S § volumen de muestra
V)
a) Este indice no es necesario para este modo de funcionamiento; el valor es < 1.

S

Este transductor no esta previsto 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 son aplicables a este transductor/modo.



Solucion de problemas y mantenimiento

Limpieza y desinfeccion de los transductores

Para desinfectar el transductor puede utilizar un método de inmersién o un método de limpieza con
un paino. Sélo puede utilizar el método de inmersién si el desinfectante es compatible con él.
Compruebe la etiqueta del producto.

Para obtener mas informacion acerca de la limpieza y desinfeccion del transductor C8e, consulte el
manual para el usuario del sistema de ecografia.

La tabla siguiente ofrece una lista de los desinfectantes probados por SonoSite. Visite el sitio web de
SonoSite para obtener informacién actualizada sobre limpieza y desinfeccién:
www.sonosite.com/documentation.

En la Tabla 13 no se incluye la siguiente informacion reguladora para desinfectantes:
+ Registro EPA

« Autorizacion de la FDA 510(k) (esterilizante liquido, desinfectante de calidad alta)
« Aprobacion de la CE

Antes de utilizar el producto, confirme que el estado regulador del desinfectante es
adecuado para su jurisdiccién y uso.

Tabla 13: Compatibilidad de los desinfectantes con el sistema y los transductores

Soluciones de

Qesir'\fecci(m y ::i:rigen Tipo Ingrediente activo C8e
limpieza

AbcoCide 14 EE. UU. Liquido Glutaral A
Accel Plus Canada Toallita Peréxido de hidrogeno N
Accel TB Canada Toallita Peroxido de hidrégeno N
Accel Wipes Canada Toallita Peréxido de hidréogeno A
Aidal Plus Australia Liquido Glutaral A
Alcohol EE. UU. Liquido Etanol N
desnaturalizado

Alkacide Francia Liquido Glutaral

Alkazyme Francia Liquido Amonio cuat. A
Anioxyde 1000 Francia Liquido Acido peracético N

10



Tabla 13: Compatibilidad de los desinfectantes con el sistema y los transductores

Soluciones de

Qesir.\fecci(m y ::i;rigen Tipo Ingrediente activo C8e
limpieza

Anioxy-Twin Francia Liquido Acido peracético N
Aquatabs (1000) Irlanda Tableta Dicloroisocianurato de sodio A
Aquatabs (2000) Irlanda Tableta Dicloroisocianurato de sodio A
Aquatabs (5000) Irlanda Tableta Dicloroisocianurato de sodio N
Ascend EE. UU. Liquido Amonio cuat. A
Asepti-HB EE. UU. Liquido Amonio cuat. A
Asepti-Steryl EE. UU. Rociador Etanol A
Asepti-Wipes EE. UU. Toallita Propanol (alcohol isopropilico) A
Bacillocid rasant Alemania Liquido Glut./amonio cuat. A
Banicide EE. UU. Liquido Glutaral A
Cavicide EE. UU. Liquido Isopropilo A
CaviWipes EE. UU. Toallitas Isopropanol A
Chlor-Clean Reino Unido  Liquido Dicloroisocianurato de sodio A
Cidalkan Lingettes FRA Toallitas Alcohol etilico A
Cidex 14 EE. UU. Liquido Glutaral A
Cidex OPA EE. UU. Liquido Ortoftalaldehido A
Cidex Plus EE. UU. Liquido Glutaral A
Cleanisept Wipes Alemania Toallitas Cloruro de amonio-alquilo A
Clorox Disinfecting EE. UU. Toallita Isopropanol A
Wipes

Control llI EE. UU. Liquido Amonio cuat. A
Coverage Spray EE. UU. Rociador Amonio cuat. A
DentaSept Francia Liquido Amonio cuat. N
DisCide Wipes EE. UU. Toallita Alcohol isopropilico A
DisOPA Japon Liquido Ortoftalaldehido A

11
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Tabla 13: Compatibilidad de los desinfectantes con el sistema y los transductores

Soluciones de

desinfecciony Pais . Tipo Ingrediente activo C8e
limpieza de origen

Dispatch EE. UU. Rociador Hipoclorito de sodio A
Dynacide PA FRA Liquido Acido peracético A
End-Bac i EE. UU. Liquido Amonio cuat. A
Endozime AW Plus Francia Liquido Propanol A
Envirocide EE. UU. Liquido Isopropilo A
Enzol EE. UU. Limpiador  Etilenglicol A
Expose EE. UU. Liquido Isopropilo A
Gigasept AF Alemania Liquido Amonio cuat. A
Gigasept FF Alemania Liquido Acido succinico N
Gluteraldehyde SDS EE. UU. Liquido Glutaral A
Hexanios Francia Liquido Polihexanida/amonio cuat. A
Hi Tor Plus EE. UU. Liquido Cloruro A
Hibiclens EE. UU. Limpiador  Clorhexidina A
Isopropanol, alcohol n/a Liquido Alcohol N
Kodan Tuicher Alemania Rociador Propanol/alcohol A
Kohrsolin ff Alemania Liquido Glutaral A
Korsolex basic Alemania Liquido Glutaral N
Korsolex extra Alemania Liquido Etanol/propanol A
Lejia EE. UU. Liquido Hipoclorito de sodio A
Lem-O-Quat EE. UU. Liquido Alquilo/cloruro N
LpHse EE. UU. Liquido O-fenilfenol A
Lysol EE. UU. Rociador Etanol N
Lysol IC EE. UU. Liquido O-fenilfenol A
Madacide 1 EE. UU. Liquido Cloruro de amonio-alquilo A



Tabla 13: Compatibilidad de los desinfectantes con el sistema y los transductores

Soluciones de

Qesir'\fecci(m y ::i:rigen Tipo Ingrediente activo C8e
limpieza

Matar EE. UU. Liquido O-fenilfenol A
MetriCide 14 EE. UU. Liquido Glutaral A
MetriCide 28 EE. UU. Liquido Glutaral A
MetriZyme EE. UU. Limpiador  Propilenglicol A
Mikrobak forte Alemania Liquido Cloruro de amonio A
Mikrozid Alemania Toallita Etanol/propanol A
Nuclean Francia Rociador Alcohol/biguanida A
Peréxido de hidrogeno  EE. UU. Liquido Peréxido de hidréogeno A
Precise EE. UU. Rociador O-fenilfenol N
Prevention Canada Liquido Peréxido de hidréogeno N
Rociador T EE. UU. Rociador Amonio cuat. A
Rociador T I EE. UU. Rociador Alquilo/cloruro A
Ruthless EE. UU. Rociador Amonio cuat. A
Sagrosept Alemania Toallita Proponal A
Salvanios pH 7 Francia Liquido Amonio cuat. A
Sani-Cloth HB EE. UU. Toallita Amonio cuat. A
Sani-Cloth Plus EE. UU. Toallita Amonio cuat. A
Sekusept ALE Liquido Glutaral A
Sklar (4) EE. UU. Liquido Isopropanol A
Sporicidin EE. UU. Toallita Fenol A
Sporicidin EE. UU. Liquido Fenol A
Staphene EE. UU. Rociador Etanol A
Steranios Francia Liquido Glutaral A
Super Sani-Cloth EE. UU. Toallita Alcohol isopropilico N
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Tabla 13: Compatibilidad de los desinfectantes con el sistema y los transductores

Soluciones de

qesir.\fecci(m y ::i;rigen Tipo Ingrediente activo C8e
limpieza

Task 105 EE. UU. Rociador Amonio cuat. A
TBQ EE. UU. Liquido Alquilo A
Theracide Plus EE. UU. Liquido Amonio cuat. A
Theracide Plus Wipes EE. UU. Toallita Amonio cuat. A
Tor EE. UU. Liquido Amonio cuat. A
Transeptic EE. UU. Limpiador  Alcohol N
Tristel Reino Unido  Liquido Diéxido de cloro A
Tristel Wipes Reino Unido  Toallita Diéxido de cloro N
Vesphene llse EE. UU. Liquido Sodio/o-fenilfenato A
Virex Il 256 EE. UU. Liquido Cloruro de amonio A
Virex TB EE. UU. Liquido Amonio cuat. A
Virox 5 CAN Toallita Peréxido de hidrégeno A
Virufen Francia Liquido Cloruro de amonio-alquilo A
Wavicide -01 EE. UU. Liquido Glutaral N
Wavicide -06 EE. UU. Liquido Glutaral A
Wex-Cide EE. UU. Liquido O-fenilfenol A
A = Aceptable

N = No aceptable (no utilizar)
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Introduction ]

(=]

Ce supplément du guide d'utilisation contient des informations sur les ajouts suivants apportés a
I'échographe MicroMaxx® :

- Sonde C8e/8-5 MHz (C8e)

« Type d’examen vasculaire sur la sonde C11e/8-5 MHz (C11e)

Pour plus d'informations sur la sécurité, les usages prévus, la préparation, I'utilisation et la
maintenance de I'échographe, consultez le guide d'utilisation correspondant.

siedue.y

Imagerie
Sonde, type d’examen et mode d'imagerie =
=
Le tableau suivant décrit le type d’examen et le mode d'imagerie de la sonde. °
Tableau 1 : Sonde, type d’examen et mode d’'imagerie

Mode d'imagerie sl
c
Type 2D 2b 2D Cou- TDI i
Sonde dexamen ModeM 'H' mB s PP¢ jeuwr PP pp OF &

C8e Gyn X — X X X X X — =

OB X — X X X X X - =

Prostate X — X X X X X — —

Clle Vasculaire X — X X X X X — —



Mesures et calculs

Calculs

Les tableaux suivants indiquent les calculs disponibles par type d’examen.

Tableau 2 : Calculs pour la sonde C8e

Type d’examen Calculs
Gyn Gyn
Follicule
OB OB
Prostate Volume
Tableau 3 : Calculs pour la sonde C11e
Type d’examen Calculs

Vasculaire

Pourcentages de réduction
Vasculaire
Débit-volume
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Sécurité

Recommandations pour réduire I'lM et I'IT

Les recommandations suivantes permettent de réduire I'lM ou I'lT. Si plusieurs paramétres sont

o]
donnés, réduisez-les simultanément pour optimiser les résultats. Dans certains modes, la o
modification de ces parameétres n'affectera ni I'I[M ni I'lT. La modification d'autres parametres peut a
également réduire I'IM et I'lT. Notez que la partie droite de I'écran LCD affiche IM ou IT. =
Tableau 4:IM
Sonde Profondeur m
3
C8e T >
=3
Clle T

1 Baisser le réglage du paramétre afin de réduire I''M ou I'IT.
T Augmenter le réglage du paramétre afin de réduire I'lM ou I'IT.

Tableau 5 : IT (ITM, ITC, ITO)

siedueay

Réglages du Doppler

. Parameétres DP
puissance couleur

Sonde

Profon’d?ur PRF Profondeur =
delarégion =
]
C8e T 2 T — °

Clle T N T 1 (Profondeur)
1 Baisser le réglage du paramétre afin de réduire I''M ou IIT. -
T Augmenter le réglage du paramétre afin de réduire I''lM ou I'lT. g_
— Données non applicables. =
c
m>
wn



Augmentation de la température de surface des sondes

Le Tableau 6 indique 'augmentation de la température de surface mesurée par rapport a la
température ambiante (23 °C + 3 °C) pour les sondes utilisées sur I'échographe. Les températures ont
été mesurées conformément a la norme EN 60601-2-37 Section 42, les réglages et les parameétres
ayant été définis pour obtenir des températures maximales.

Test 1:Le test de température de la surface de la sonde sur des tissus représentant le matériau (TMM)
a été effectué conformément a la norme suivante : 42.3(a) 1, Méthode de test B (CEl 60601-2-37,
Amendement 1). La limite est fixée a une augmentation de 10 °C par rapport a la température
ambiante, mesurée sur le TMM, pour la sonde C11e, et a une augmentation de 6 °C par rapport ala
température ambiante pour la sonde C8e.

Test 2: Le test de température de la surface de la sonde dans l'air a été effectué conformément a la
norme : 42.3(a) 2 (CEI 60601-2-37, Amendement 1). La limite est fixée a une augmentation de 27 °C
par rapport a la température ambiante.

Tableau 6 : Augmentation de la température de surface des sondes CEl 60601-2-37

Test C8e (usage interne) C11e (usage externe)
1 5,7 °C 9,2°C
2 14 °C 19,7 °C

Affichage de la puissance acoustique

Tableau 7 : Modes dans lesquels un indice thermique ou mécanique est> 1,0

Sonde Indice oM Couewr  pulse.

C8e M Oui Oui Oui
ITC, ITO ou ITM Non Oui Oui

Cl1e IM Non Non Non
ITC, ITO ou ITM Non Non Oui



Tableau de puissance acoustique

Tableau 8 : Tableau 2 Modéle de sonde C8e Mode de fonctionnement : 2D
ITm ITo
Référence de l'indice .M. |Balayage Fixe Fixe | ITc
Aaprt<1 | Agpre>1
Valeur de I'indice maximum global 1,2 (a) — — — (b)
Pr3 (MPa)| 2,66
W, (mWw) # — — #
@ min de (mW) —
,§' [W.3Z1) lta 3@y
§ ES (cm) —
E é pr (cm) —
0 Z, (cm)] 1,2 —
§  [deqZp (cm) —
& Fe (MHz)| 4,92 # — — —
Dim de Ay ¢ X (cm) — — —
Y (cm) # — — — #
PD (us)] 0,413
PRF (Hz)] 7368
€ [p@Plimsy (MPa)| 3,147
8% [deq@Plimm (cm) —
5 €
< é Distance focale DF, (cm) — —
= DF, (cm) — =
Ipa3@MIpmax (W/cm?)] 256,3
= |Controle 1 :Type d’examen Tous
o %’ % Controle 2 : Optimisation Pén
2 5 £|Contréle 3 : Profondeur 4,2
§ § % Controle 4: MB Dés-
985 ot
w vation
©

Cet indice nest pas requis pour ce mode de fonctionnement ; la valeur est <1.

Cette sonde n’est pas destinée aux examens transcraniens ou céphaliques des nouveaux-nés.

Aucune donnée n'est fournie pour ce mode de fonctionnement, dans la mesure ou la valeur de l'indice
maximum global n'est pas rapportée pour la raison indiquée. (Ligne de la valeur de l'indice maximum
global de référence.)

— Données non applicables pour cette sonde/ce mode.
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Tableau 9 : Tableau 3 Modéle de sonde C8e

Mode de fonctionnement : Couleur/DPC

ITm ITo
Référence de l'indice .M. Balayage Fixe Fixe ITc
Aaprt£1 Aaprt>1
Valeur de I'indice maximum global 1,5 1,1 — — — (b)
Pr3 (MPa) 3,26
W, (mW) 51,10 — — #
o min de (mW) —
z (W32 lta3@1)]
% ” z; (cm) —
® 8 |Zpp (cm) —
,% s Zy, (cm) 1,1 —
g deq(zsp) (cm) —
£ Fe MHz)| 479 4,81 — — —
Dim de Aaprt X (cm) 0,32 — — —
Y (cm) 04 — — —
PD (us)| 0,766
PRF (Hz)l 2439
3 € [p@Pllyay (MPa)] 3,92
% *é Jeq@Pllmax (cm) —
< é Distance focale DF, (cm) 1,24 — —
£ DF, (cm) 25 — —
Ipa 3@MImax (W/cm?)] 543,2
. Controle 1 :Type d’examen Tous Tous
s g Controle 2 : Opt. couleur Bas Moy.
S © Z|Controble 3 : Profondeur 4,2 2,5
£ £ §[Controle 4:PRF <839 | 2500
§ 5 g Controle 5: Position/Taillede | Haut/ Bas/Déf
T la zone Couleur Hauteur | largeur
o et largeur
(@) Cetindice n'est pas requis pour ce mode de fonctionnement ; la valeur est <1.
(b) Cette sonde n'est pas destinée aux examens transcraniens ou céphaliques des nouveaux-nés.

Aucune donnée n’est fournie pour ce mode de fonctionnement, dans la mesure ou la valeur de l'indice
maximum global n'est pas rapportée pour la raison indiquée. (Ligne de la valeur de l'indice maximum

global de référence.)

Données non applicables pour cette sonde/ce mode.
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Tableau 10 : Tableau 4 Modéle de sonde C8e Mode de fonctionnement : Mode M
ITm ITo
Référence de l'indice .M. Balayage Fixe Fixe ITc =
m
Aaprt 1 Aaprt>1 ’g:
Valeur de I'indice maximum global 1,4 — — — (a) (a) & =
(b)
Pr3 (MPa)] 3,09
Wy (mW) — — # # m
v min de (mW) — °
g [W.321) lra321)] g
g v 2 (cm) —
7 _
; g bp (cm)
,*GE-; | Lsp (cm) 1,1 # =
S deq(Zsp) (cm) # 5
(¢l o
o Fe (MHz)| 5,05 — — — # &
Dim de Aaprt X (cm) — — — # #
Y (cm) — — — # #
PD (us)] 0,425
PRF 2| 800 g
_§ [P@Plly, (MPa)| 3,75 :
28 [deg@Pllnay (cm) #
5 £
< é Distance focale DF, (cm) — — —
£ DFy (cm) — — —
)
Ipp 3@MIpax (W/ecm?)|  432,5 S
— c
2 |Contréle 1:Type d’examen [Pro et Gyn =
()] m>
@ D £ Controle 2 : Optimisation Pén @
g g < |Contréle 3 : Profondeur 4,2
E
O wn g
88
(]
o

Cet indice n’est pas requis pour ce mode de fonctionnement ; la valeur est <1.

Cette sonde n’est pas destinée aux examens transcraniens ou céphaliques des nouveaux-nés.

Aucune donnée n’est fournie pour ce mode de fonctionnement, dans la mesure ou la valeur de l'indice
maximum global n'est pas rapportée pour la raison indiquée. (Ligne de la valeur de I'indice maximum
global de référence.)

— Données non applicables pour cette sonde/ce mode.
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Tableau 11 : Tableau 5 Modéle de sonde C8¢e = Mode de fonctionnement : Doppler pulsé

ITm ITo
Référence de l'indice I.LM. |Balayage Fixe Fixe ITc
Aaprt 1 Aaprt>1
Valeur de l'indice maximum global 1,3 — (@) — 2,0 (b)
Pr3 (MPa)] 2,12
W, (mW) — # 33,80 #
" min de (mW) —
g [W.321) lra sz
§ % z; (cm) —
; g pr (cm) —
° |y (em}| 10 1,0
§  [deqZsp (cm) 0272
o F. MHD| 4,79 — # — 4,380
Dim de Aaprt X (cm) — # — 1,12
Y (cm) — # — 0,4 #
PD (us)] 1,13
PRF (Hz)] 1008
) é Pr@Pll ax (MPa)] 2,505
£ 8 |deg@Pllmay (cm) 0,241
5 £
< é Distance focale DF, (cm) — —
£ DFy (cm) — —
Ipa.3@MI 2% (W/cm?)] 185,2
Controle 1 :Type d'examen Tous Tous
" 3 ;Cj Controle 2 : Volume 1T mm 3mm
5 % £ |d’échantillon
5 s S |Contréle 3: PRF 1008 Hz 10417 Hz
5 S '% Contréle 4 : Position volume | Zone 4 Zone 4
Y é § échantillon

—
[<Y]
-

Cet indice nest pas requis pour ce mode de fonctionnement ; la valeur est <1.

Cette sonde n’est pas destinée aux examens transcraniens ou céphaliques des nouveaux-nés.

Aucune donnée n’est fournie pour ce mode de fonctionnement, dans la mesure ou la valeur de l'indice
maximum global n'est pas rapportée pour la raison indiquée. (Ligne de la valeur de l'indice maximum
global de référence.)

— Données non applicables pour cette sonde/ce mode.

T
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Tableau 12 : Tableau 1 Modéle de sonde C11e Mode de fonctionnement : Doppler pulsé
ITm ITo
Référence de l'indice I.M. |Balayage Fixe Fixe ITc =
m
Aaprt51 Aap,t>1 ;,
Valeur de l'indice maximum global (a) — (@) — 1,8 (b) =
Pr3 (MPa) #
Wy (mW) — # 26,29 #
o min de (mW) — m
gr [W.3Z1), lta3@y)] g
§ o |B (cm) — e
v v
7 —
; g bp (cm)
5o ZSp (cm) # 11
§  [deqZsp (cm) 0,236 -
© -
o F. MHD| # — # — 4,36 E
(Y
Dim de Aaprt X (cm) — # — 0,28 3
Y (cm) — # — 0,5 #
PD (us) #
PRF (Hz) #
.5 Pr@Pll oy (MPa)| # g_'_
£ 8 |deg@Pllmay (cm) 0,226 =
5 £
< é Distance focale | DF, (cm) — —
c
DFy (cm) — —
lpa3@MIpmax (Wiem?)|  # 3
= |Controle 1 :Type d’examen Tous g
8 = Q
K Controéle 2 : Volume 2 mm £
p :—ﬁ d’échantillon 2
2 2 |Controle 3: PRF 3906 Hz
° 2 |Contrdle 4: Position Zone 1
S E volume échantillon
o
v

Cet indice nest pas requis pour ce mode de fonctionnement ; la valeur est <1.

Cette sonde n’est pas destinée aux examens transcraniens ou céphaliques des nouveaux-nés.

# Aucune donnée n'est fournie pour ce mode de fonctionnement, dans la mesure ou la valeur de l'indice
maximum global n'est pas rapportée pour la raison indiquée. (Ligne de la valeur de l'indice maximum
global de référence.)

— Données non applicables pour cette sonde/ce mode.

—_—
RS



Dépannage et entretien

Nettoyage et désinfection des sondes

Pour désinfecter la sonde, utilisez la méthode par immersion ou la méthode par essuyage. Vous ne
pouvez utiliser la méthode par immersion que si votre désinfectant I'accepte. Vérifiez I'étiquette du
produit.

Pour plus d'informations sur le nettoyage et la désinfection de la sonde C8e, consultez le guide
d’utilisation de I'échographe.

Le tableau suivant indique les désinfectants qui ont été testés par SonoSite. Visitez le site Web de
SonoSite pour obtenir les informations les plus récentes sur le nettoyage et la désinfection :
www.sonosite.com/documentation.

Le Tableau 13 ne contient pas les informations réglementaires suivantes pour les
désinfectants:

- Homologation EPA
« Homologation par la FDA 510(k) (désinfectant puissant, stérilisant liquide)
+ Déclaration de conformité CE

Avant d'utiliser un désinfectant, vérifiez qu'il est conforme a la réglementation locale
et a l'utilisation prévue.

Tableau 13 : Compatibilité des désinfectants avec I'échographe et les sondes

Solutions de

désinfection et P?ys- . Type Principe actif C8e
de nettoyage d'origine

AbcoCide 14 Etats-Unis Liquide Glutaraldéhyde A
Accel Plus Canada Tampon Peroxyde d’hydrogéne N
Accel TB Canada Tampon Peroxyde d’hydrogéne N
Accel Wipes Canada Tampon Peroxyde d'hydrogéne A
Aidal Plus Australie Liquide Glutaraldéhyde A
Alcool dénaturé Etats-Unis Liquide Ethanol N
Alcool isopropanol s/o Liquide Alcool N
Alkacide France Liquide Glutaraldéhyde A
Alkazyme France Liquide Ammonium quaternaire A

10
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Tableau 13 : Compatibilité des désinfectants avec I'échographe et les sondes (suite)

Solutions de

désinfection et P?ys- . Type Principe actif C8e
d’origine
de nettoyage
o
Anioxyde 1000 France Liquide Acide peracétique N g
w0
[a}
Anioxy-Twin France Liquide Acide peracétique N =
Aquatabs (1000) Irlande Comprimé  Dichloroisocyanurate de A
sodium
Aquatabs (2000) Irlande Comprimé Dichloroisocyanurate de A %"
sodium S
=}
Aquatabs (5000) Irlande Comprimé Dichloroisocyanurate de N
sodium
Ascend Etats-Unis Liquide Ammonium quaternaire A
m
Asepti-HB Etats-Unis Liquide Ammonium quaternaire A §
o
Asepti-Steryl Etats-Unis Aérosol Ethanol A @
Asepti-Wipes Etats-Unis Tampon Propanol (Alcool A
isopropylique)
Bacillocid rasant Allemagne Liquide Glut/Ammonium A §__'_
quaternaire 8
°
Banicide Etats-Unis Liquide Glutaraldéhyde A
Cavicide Etats-Unis Liquide Isopropyle A
CaviWipes Etats-Unis Tampons Isopropanol A §
[
Chlor-Clean Royaume-Uni  Liquide Dichloroisocyanurate de A “%
sodium &
Cidex 14 Etats-Unis Liquide Glutaraldéhyde A
Cidex OPA Etats-Unis Liquide Ortho-phthalaldéhyde A
Cidex Plus Etats-Unis Liquide Glutaraldéhyde A
Cleanisept Wipes Allemagne Tampons Chlorure d'alkyl ammonium A
Clorox Disinfecting Etats-Unis Tampon Isopropanol A
Wipes

Control 1l Etats-Unis Liquide Ammonium quaternaire A

1



Tableau 13 : Compatibilité des désinfectants avec I'échographe et les sondes (suite)

Solutions de

désinfection et P?ys- . Type Principe actif C8e
de nettoyage d'origine

Coverage Spray Etats-Unis Aérosol Ammonium quaternaire A
DentaSept France Liquide Ammonium quaternaire N
DisCide Wipes Etats-Unis Tampon Alcool isopropylique A
DisOPA Japon Liquide Ortho-phthalaldéhyde A
Dispatch Etats-Unis Aérosol Hypochlorite de sodium A
Dynacide PA France Liquide Acide peracétique A
Eau de Javel Etats-Unis Liquide Hypochlorite de sodium A
End-Bac Il Etats-Unis Liquide Ammonium quaternaire A
Endozime AW Plus France Liquide Propanol A
Envirocide Etats-Unis Liquide Isopropyle A
Enzol Etats-Unis Nettoyant  Ethyléne glycol A
Expose Etats-Unis Liquide Isopropyle A
Gigasept AF Allemagne Liquide Ammonium quaternaire A
Gigasept FF Allemagne Liquide Bersteinsaure N
Gluteraldehyde SDS Etats-Unis Liquide Glutaraldéhyde A
Hexanios France Liquide Polyhexanide/Ammonium A

quaternaire

Hi Tor Plus Etats-Unis Liquide Chlorure A
Hibiclens Etats-Unis Nettoyant Chlorhéxidine A
Kodan Tiicher Allemagne Aérosol Propanol/Alcool A
Kohrsolin ff Allemagne Liquide Glutaraldéhyde A
Korsolex basic Allemagne Liquide Glutaraldéhyde N
Korsolex extra Allemagne Liquide Ethanol/Propanol A
Lem-O-Quat Etats-Unis Liquide Alkyle/Chlorure N
Lingettes Cidalkan France Tampons Alcool éthylique A
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Tableau 13 : Compatibilité des désinfectants avec I'échographe et les sondes (suite)

Solutions de

désinfection et P?ys- . Type Principe actif C8e

de nettoyage d'origine

LpHse Etats-Unis Liquide O-phénylphénol A g
Lysol Etats-Unis Aérosol Ethanol N e
Lysol IC Etats-Unis Liquide O-phénylphénol A

Madacide 1 Etats-Unis Liquide Chlorure d’alkyl ammonium A o
Matar Etats-Unis Liquide O-phénylphénol A g.
MetriCide 14 Etats-Unis Liquide Glutaraldéhyde A =
MetriCide 28 Etats-Unis Liquide Glutaraldéhyde A

MetriZyme Etats-Unis Nettoyant Propyléne glycol A n
Mikrobak forte Allemagne Liquide Chlorure d'ammonium A %
Mikrozid Allemagne Tampon Ethanol/Propanol A °
Nuclean France Aérosol Alcool/Biguanide A

Peroxyde d’hydrogéne Etats-Unis Liquide Peroxyde d’hydrogéne A 5
Precise Etats-Unis Aérosol O-phénylphénol N g
Prevention Canada Liquide Peroxyde d'hydrogene N

Ruthless Etats-Unis Aérosol Ammonium quaternaire A

Sagrosept Allemagne Tampon Proponal A §
Salvanios pH 7 France Liquide Ammonium quaternaire A “';’
Sani-Cloth HB Etats-Unis Tampon Ammonium quaternaire A :
Sani-Cloth Plus Etats-Unis Tampon Ammonium quaternaire A

Sekusept Allemagne Liquide Glutaraldéhyde A

Sklar (4) Etats-Unis Liquide Isopropanol A

Sporicidin Etats-Unis Tampon Phénol A

Sporicidin Etats-Unis Liquide Phénol A

Staphene Etats-Unis Aérosol Ethanol A

13
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Tableau 13 : Compatibilité des désinfectants avec I'échographe et les sondes (suite)

Solutions de

désinfection et P?ys- . Type Principe actif C8e
de nettoyage d'origine

Steranios France Liquide Glutaraldéhyde A
Super Sani-Cloth Etats-Unis Tampon Alcool isopropylique N
Task 105 Etats-Unis Aérosol Ammonium quaternaire A
TBQ Etats-Unis Liquide Alkyle A
Theracide Plus Etats-Unis Liquide Ammonium quaternaire A
Theracide Plus Wipes Etats-Unis Tampon Ammonium quaternaire A
Tor Etats-Unis Liquide Ammonium quaternaire A
Transeptic Etats-Unis Nettoyant Alcool N
Tristel Royaume-Uni  Liquide Dioxyde de chlore A
Tristel Wipes Royaume-Uni  Tampon Dioxyde de chlore N
T-Spray Etats-Unis Aérosol Ammonium quaternaire A
T-Spray |l Etats-Unis Aérosol Alkyle/Chlorure A
Vesphene llse Etats-Unis Liquide Sodium/O-phénylphénate A
Virex Il 256 Etats-Unis Liquide Chlorure d'ammonium A
Virex TB Etats-Unis Liquide Ammonium quaternaire A
Virox 5 Canada Tampon Peroxyde d’hydrogéne A
Virufen France Liquide Chlorure d'alkyl ammonium A
Wavicide -01 Etats-Unis Liquide Glutaraldéhyde N
Wavicide -06 Etats-Unis Liquide Glutaraldéhyde A
Wex-Cide Etats-Unis Liquide O-phénylphénol A

A = Acceptable

N = Non acceptable (ne pas utiliser)
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MicroMaxx Sistema per ecografia
Supplemento al manuale dell'utente 3

Introduzione
Acquisizione di immagini
Misurazioni e calcoli

Sicurezza

o W N = =

Soluzione dei problemi e manutenzione 1

Introduzione

Questo supplemento al manuale dell'utente fornisce informazioni sulle seguenti integrazioni al
sistema per ecografia MicroMaxx®:

« Trasduttore C8e/8-5 MHz (C8e)

« Tipo di esame vascolare sul trasduttore C11e/8-5 MHz (C11e)

Consultare il Manuale dell'utente del sistema per ecografia per ulteriori informazioni sulla sicurezza,
sugli usi previsti e su preparazione, uso e manutenzione del sistema per ecografia.

Acquisizione di immagini

Trasduttore, tipo di esame e modalita di acquisizione delle immagini

La tabella seguente descrive il tipo di esame del trasduttore e la modalita di acquisizione delle
immagini
Tabella 1: Trasduttore, tipo di esame e modalita di acquisizione delle immagini

Modalita di acquisizione delle immagini

Trasduttore Z's':‘:n‘i' " :‘E w THI :IIDB 2;) CPD cof\o o PW :‘3\; cw
C8e Gin X — X X X X X — —
0S X — X X X X X — —
Prostata X — X X X X X — —
Clle Vascolare X — X X X X X — —

Joueds3y yasinag ysibuz

siedueiq

Mog

sanbn



Misurazioni e calcoli

Calcoli

Le seguenti tabelle illustrano i calcoli disponibili per tipo di esame.

Tabella 2: Calcoli per il trasduttore C8e

Tipo di esame Calcoli
Gin Gin
Follicolo
0S oS
Prostata Volume
Tabella 3: Calcoli per il trasduttore C11e
Tipo di esame Calcoli

Vascolare

Riduzione percentuale
Vascolare
Flusso vol
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Sicurezza

Linee guida per lariduzionedilM e IT

Di seguito sono riportate linee guida generali per la riduzione di IM o IT. Qualora vi siano numerosi

o
parametri, per ottenere risultati ottimali &€ opportuno ridurre al minimo tali parametri o
contemporaneamente. In alcune modalita, la modifica di tali parametri non incide sulM o IT. a
Modifiche ad altri parametri possono a loro volta determinare riduzioni di IM o IT. Ricordare che i =
valori IM o IT sono visualizzati sul lato destro dello schermo LCD.
Tabella 4: IM
o
Trasduttore Profondita °
=1}
o
C8e T =
Clle T
1 Diminuire o abbassare I'impostazione del parametro per ridurre IM o IT.
T Aumentare o innalzare I'impostazione del parametro per ridurre IM o IT. 5
=
o
Tabella 5:IT (ITT, ITC, ITO) S

Impostazioni Color

Power Doppler Impostazioni PW

Trasduttore
Profondita FRI Profondita
casella
C8e T 2 T —
Clle T 1 T 1 (Profondita)
o)
0 Diminuire o abbassare I'impostazione del parametro per ridurre IM o IT. g_
T Aumentare o innalzare I'impostazione del parametro per ridurre IM o IT. =
— Dati non applicabili. §>



Aumento della temperatura della superficie del trasduttore

La Tabella 6 elenca I'aumento della temperatura di superficie misurata rispetto alla temperatura
ambiente (23°C £ 3°C) dei trasduttori usati con il sistema per ecografia. Le temperature sono state
misurate in conformita alla sezione 42 della norma EN 60601-2-37, con i controlli e le impostazioni
calibrati per fornire le temperature massime.

Test 1: Il test della temperatura di superficie del trasduttore su materiale simulante il tessuto (TMM)
si basa sulla seguente normativa: 42.3(a) 1, Test Metodo B (IEC 60601-2-37, Emendamento 1). Il limite
é rappresentato da un aumento di 10°C rispetto alla temperatura ambiente, misurato sul TMM per il
C11 e un aumento di 6°C rispetto alla temperatura ambiente per il C8e.

Test 2: Il test della temperatura di superficie del trasduttore in aria si basa sulla seguente normativa:
42.3(a) 2 (IEC60601-2-37, Emendamento 1). Il limite & rappresentato da un aumento di 27°C rispetto
alla temperatura ambiente.

Tabella 6: Aumento della temperatura di superficie del trasduttore IEC 60601-2-37

Test C8e (uso interno) C11e (uso esterno)
1 5,7°C 9,2°C
2 14°C 19,7°C

Visualizzazione dell'uscita

Tabella 7: Modalita in cui l'indice di rischio o termico o meccanicoe>1,0

Trasduttore Indice Mig./M g::‘),{. Dol:mer

Cse M Si Sl R
TIC, TIB o TIS No Si Si

Clle IM No No No
TIC,TIB, 0 TIS No No Si



Tabella dell'uscita acustica

Tabella 8: Tabella 2 Modello trasduttore C8e Modalita operativa: 2D
ITt/m ITb
Etichetta indice .M. S.c an- Non scansione SIZ::. ITc
sione sione

Aaprt<1 | Agpre>

Valore indice massimo globale 1,2 (a) — — — (b)
Pr3 (MPa)] 2,66
Wy (mW) # — _ #
min di (mW) —
.§ [W.321) a3y
50 |z (cm) —
RE L
g § Zpp (cm) —
% 2 Zg, (ecm)] 1,2 —
5 deg(Zsp) (cm) —
Fe (MHZ)] 4,92 # — — —
Dim di Ay X (cm) — — —
Y (cm) # — — — #
PD (usec)f 0,413
FRI (Hz)} 7368
g Pra Pl ay (MPa)| 3,147
£ g deq@ Pllmax (cm) —
< § Lunghezza focale LF, (cm) — —
£ LFy (cm) — —
Ipp 33 M1y (W/em?)| 256,3
Controllo 1:'I_'ipo di esame Quial-
= = siasi
5§92 e ——
5 E% Controllo 2: Ottimizzazione Pen
2 8 g|Controllo 3: Profondita 4.2
S & ©[Controllo 4 MB Disatti-
vato

(@) Questo indice non é richiesto per questa modalita operativa, il valore e <1.

(b) Trasduttore non previsto per I'uso non destinato a uso transcraniale 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. (Riga di riferimento del valore dell'indice massimo globale.)

— Dati non applicabili per questa combinazione trasduttore/modalita.
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Tabella 9: Tabella 3 Modello trasduttore C8e

Modalita operativa: A colori/CPD

ITt/m Tib
Non
. s Scan- .
Etichetta indice .M. . Non scansione scan- Tic
sione .
sione
Aaprt£1 Aaprt>1
Valore indice massimo globale 1,5 1,1 — — — (b)
Pr3 (MPa) 3,26
W (mW) 51,10 — — #
min di (mW) —
.§ [W.3Z1) bra321)]
§ % z; (cm) —
0% [T (cm) -
g ﬁ Zsp (cm) 1,1 —
©
E deq(zsp) (Cm) -
Fe (MHZ)[ 4,79 4,81 — — —
Dim di Agprt X (cm) 0,32 — — —
Y (cm) 04 — — — #
PD (usec)] 0,766
FRI (Hz)] 2439
S |PraPlinay (MPa)] 3,92
g g deqa Pllmax (cm) =
< S |Lunghezzafocale | LFy (cm) 1,24 — —
£ LFy (cm) 2,5 — —
Ipa3a IMax (W/cm?)] 543,2
Controllo 1:Tipo di esame Quialsiasi |Qualsiasi
_ .= |Controllo 2: Ott. colori Bassa Med
5 ?03 2| Controllo 3: Profondita 4.2 25
§ § $|Controllo 4:FRi <839 | 2500
ST %Controllo Su/Altoe | Fondo
©  |5:Posizione/dimensionidella] largo /largh.
casella a colori def.

(@) Questo indice non e richiesto per questa modalita operativa, il valore e <1.

(b) Trasduttore non previsto per I'uso non destinato a uso transcraniale 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. (Riga di riferimento del valore dell'indice massimo globale.)

— Dati non applicabili per questa combinazione trasduttore/modalita.
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Tabella 10: Tabella 4 Modello trasduttore C8e Modalita operativa: Mod M
ITt/m Tib
Scan- Non o
Etichetta indice .M. sione Non scansione scan- Tlc g
sione a
=2
Aaprt£1 Aaprt>1
Valore indice massimo globale 14 — — — (a) (a) & (b)
Pr3 (MPa)| 3,09
W, (mW) — — # # z
(Y
min di (mW) — 3
g [W.3Z1), lta3@y)]
§ g |z (cm) —
S8 [Z fcm) -
o 9 ey
% a Zg, (cm) 1,1 # B
© o\
5 deq(Zsp) (cm) # g_
Fe (MHz)[ 5,05 — — — #
Dim di Aaprt X (cm) — — — # #
Y (cm) — — — # #
PD (usec)] 0,425
FRI (Hz) 800
S Pra Pllay (MPa)] 3,75
g g deq@ Pllmax (cm) #
< S |Lunghezzafocale | LF, (cm) — — —
£ LFy (cm) — — - 3
Ipa3a Mo (W/ecm?)| 4325 &
= % _|Controllo 1:ﬁpod esame Pro e Gin &
>
% £ 2| Controllo 2: Ottimizzazione Pen
2 S g|Controllo 3: Profondita 4,2
§3 s
©

—
[+Y]
[

Questo indice non e richiesto per questa modalita operativa, il valore & <1.

Trasduttore non previsto per I'uso non destinato a uso transcraniale 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. (Riga di riferimento del valore dell'indice massimo globale.)

— Dati non applicabili per questa combinazione trasduttore/modalita.

rT



Tabella 11: Tabella 5 Modello trasduttore C8e Modalita operativa: Pulsed Wave Doppler

ITt/m ITb
Scan- . Non
Etichetta indice .M. sione Non scansione scansione| 1T€
Aaprt—1 Aaprt>1
Valore indice massimo globale 1,3 — (a) — 2,0 (b)
Pr3 (MPa) 2,12
Wo (mW) — # 33,80 #
min di (mW) —
.§ [W.3Z1) lta.321)]
§ % z (cm) —
o8 |[Zop (cm) —
E 2 Zg, (cm) 1,0 1,0
5 deq(Zsp) (cm) 0,272
Fe (MHz)] 4,79 — # — 4,80 #
Dim di Aaprt X (cm) — # — 1,12
Y (cm) — # — 0,4 #
PD (usec) 1,13
FRI (Hz)] 1008
S [pra Pl (MPa)] 2,505
g § deq@ Plmax (cm) 0,241
< é Lunghezza LF, (cm) — — #
£ |focale LF, (cm) — — m
Ipa 3@ IMmax (W/em?)| 185,2
'S |Controllo 1:Tipo di esame | Qualsiasi Qualsiasi
_ g Controllo 2: Volume 1T mm 3mm
g g |campione
5 £ |Controllo 3:FRI 1008 Hz 10417 Hz
é g Controllo 4: P(?sizione Zona4 Zona4
O |volume campione
g

—
[sY]
~

Questo indice non é richiesto per questa modalita operativa, il valore e <1.

Trasduttore non previsto per I'uso non destinato a uso transcraniale 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. (Riga di riferimento del valore dell'indice massimo globale.)

— Dati non applicabili per questa combinazione trasduttore/modalita.

T
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Tabella 12: Tabella 1 Modello trasduttore C11e Modalita operativa: Pulsed Wave Doppler

ITt/m ITb
. A Scan- . Non
Etichetta indice M. | Gione Non scansione scansione | 1€ E
@
l'\aprtS'I Aaprt>1 5
Valore indice massimo globale (a) — (a) — 1,8 (b)
Pr3 (MPa) #
Wo (mWw) — # 26,29 #
o
min di (mW) — °
.§ [W.3Z1) lta.321)] g
é’ o |z (cm) —
o ©
g § pr (cm) —
% g |z (cm)| # 1 -
E deq(Zsp) (cm) 0,236 §
Fe (MH2)] # — # — 4,36 =
Dim di Asprt X (cm) — # — 0,28
Y (cm) — # — 0,5 #
PD (usec) #
FRI (Hz) #
5§ |p Pllhax (MPa)l #
g g deqa Pllmax (cm) 0,226
< é Lunghezza LF, (cm) — # —
[
£ |focale LF, cm) — # —

S
lpa 32 IMmax (Wiecm2)]  # =
Controllo 1: Tipo di esame Quialsiasi =

— £
T % Controllo 2: Volume 2mm 2
g Eg_ campione
2 0 |[Controllo 3:FRI 3906 Hz
T 0 |Controllo 4: Posizione Zona 1
S g volume campione
v
(@) Questo indice non é richiesto per questa modalita operativa, il valore e <1.
(b) Trasduttore non previsto per I'uso non destinato a uso transcraniale 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. (Riga di riferimento del valore dell'indice massimo globale.)
— Dati non applicabili per questa combinazione trasduttore/modalita.



Soluzione dei problemi e manutenzione

Pulizia e disinfezione dei trasduttori

Per disinfettare il trasduttore, utilizzare il metodo a immersione o strofinare. E possibile utilizzare il
metodo di immersione solo se il disinfettante utilizzato & compatibile con tale metodo. Controllare
I'etichetta del prodotto.

Per ulteriori informazioni sulla pulizia e sulla disinfezione del trasduttore C8eg, fare riferimento al
manuale dell'utente del sistema per ecografia.

La tabella seguente elenca i disinfettanti testati da SonoSite. Per informazioni aggiornate sulla pulizia
e sulla disinfezione, visitare il sito Web SonoSite: www.sonosite.com

La Tabella 13 non riporta le seguenti normative sui disinfettanti:

« Registrazione EPA

« Approvazione FDA 510(k) (sterilizzante liquido, disinfettante di alto livello)
+ Approvazione CE

Prima dell’'uso, confermare che lo stato normativo del disinfettante sia adatto alla
propria giurisdizione e all’utilizzo previsto.

Tabella 13: Compatibilita dei disinfettanti con il sistema e con i trasduttori

Soluzioni di

disinfezione e P?es-e . Tipo Principio attivo C8e
detergente di origine

AbcoCide (14) USA Liquido Glutaraldeide A
Accel Plus Canada Salviette Acqua ossigenata N
Accel TB Canada Salviette Acqua ossigenata N
Accel Wipes Canada Salviette Acqua ossigenata A
Acqua ossigenata USA Liquido Acqua ossigenata A
Aidal Plus Australia Liquido Glutaraldeide A
Alcool denaturato USA Liquido Alcool etilico N
Alcool isopropilico n/a Liquido Alcool N
Alkacide Francia Liquido Glutaraldeide A
Alkazyme Francia Liquido Ammoniaca quaternaria A
Anioxyde 1000 Francia Liquido Acido peracetico N
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Tabella 13: Compatibilita dei disinfettanti con il sistema e con i trasduttori (segue)

Soluzioni di

disinfezione e P?es-e . Tipo Principio attivo C8e
detergente di origine
Anioxy-Twin Francia Liquido Acido peracetico N
Aquatabs (1000) Irlanda Pastiglie Sodio dicloroisocianurato A
Aquatabs (2000) Irlanda Pastiglie Sodio dicloroisocianurato A
Aquatabs (5000) Irlanda Pastiglie Sodio dicloroisocianurato N
Ascend USA Liquido Ammoniaca quaternaria A
Asepti-HB USA Liquido Ammoniaca quaternaria A
Asepti-Steryl USA Spray Alcool etilico A
Asepti-Wipes USA Salviette Alcool propilico A
(isopropilico)
Bacillocid rasant Germania Liquido Glutarald./Ammoniaca A
quaternaria
Banicide USA Liquido Glutaraldeide A
Candeggina USA Liquido Ipoclorito NaCl A
Cavicide USA Liquido Alcool isopropilico A
CaviWipes USA Salviette Alcool isopropilico A
Chlor-Clean Regno Unito  Liquido Sodio dicloroisocianurato A
Cidalkan Lingettes FRA Salviette Alcol etilico A
Cidex 14 USA Liquido Glutaraldeide A
Cidex OPA USA Liquido Ortoftalaldeide A
Cidex Plus USA Liquido Glutaraldeide A
Cleanisept Wipes Germania Salviette Alchil-cloruro di ammonio A
Clorox Disinfecting USA Salviette Alcool isopropilico A
Wipes
Control Il USA Liquido Ammoniaca quaternaria
Coverage Spray USA Spray Ammoniaca quaternaria A

11
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Tabella 13: Compatibilita dei disinfettanti con il sistema e con i trasduttori (segue)

Soluzioni di

disinfezione e P?es-e . Tipo Principio attivo C8e
detergente di origine

DentaSept Francia Liquido Ammoniaca quaternaria N
DisCide Wipes USA Salviette Alcool isopropilico A
DisOPA Giappone Liquido Ortoftalaldeide A
Dispatch USA Spray Ipoclorito NaCl A
Dynacide PA FRA Liquido Acido peracetico A
End-Bac USA Liquido Ammoniaca quaternaria A
Endozime AW Plus Francia Liquido Alcool propilico A
Envirocide USA Liquido Alcool isopropilico A
Enzol USA Detergente Glicole etilenico A
Expose USA Liquido Alcool isopropilico A
Gigasept AF Germania Liquido Ammoniaca quaternaria A
Gigasept FF Germania Liquido Bersteinsaure N
Gluteraldehyde SDS USA Liquido Glutaraldeide A
Hexanios Francia Liquido Poliexanide/Ammoniaca A

quaternaria

Hi Tor Plus USA Liquido Cloruro A
Hibiclens USA Detergente Clorexidina A
Kodan Tiicher Germania Spray Alcool propilico/Alcool A
Kohrsolin ff Germania Liquido Glutaraldeide A
Korsolex basic Germania Liquido Glutaraldeide N
Korsolex extra Germania Liquido Alcool etilico/propilico A
Lem-O-Quat USA Liquido Radicale alchilico/cloruro N
LpHse USA Liquido O-fenilfenolo A
Lysol USA Spray Alcool etilico N
Lysol IC USA Liquido O-fenilfenolo A



ysijbu3

Tabella 13: Compatibilita dei disinfettanti con il sistema e con i trasduttori (segue)

Soluzioni di

disinfezione e P?es-e . Tipo Principio attivo C8e

detergente di origine

Madacide 1 USA Liquido Cloruro di ammonio alchile A g
Matar USA Liquido O-fenilfenolo A 5
MetriCide 14 USA Liquido Glutaraldeide A

MetriCide 28 USA Liquido Glutaraldeide A o
MetriZyme USA Detergente Propilenglicole A g.
Mikrobak forte Germania Liquido Cloruro di ammonio A =
Mikrozid Germania Salviette Alcool etilico/propilico A

Nuclean Francia Spray Alcool/biguanide A n
Precise USA Spray O-fenilfenolo N %
Prevention Canada Liquido Acqua ossigenata N °
Ruthless USA Spray Ammoniaca quaternaria A

Sagrosept Germania Salviette Proponal A

Salvanios pH 7 Francia Liquido Ammoniaca quaternaria A

Sani-Cloth HB USA Salviette Ammoniaca quaternaria A

Sani-Cloth Plus USA Salviette Ammoniaca quaternaria A

Sekusept GER Liquido Glutaraldeide A §
Sklar (4) USA Liquido Alcool isopropilico A “';’
Sporicidin USA Salviette Fenolo A ’
Sporicidin USA Liquido Fenolo A

Staphene USA Spray Alcool etilico A

Steranios Francia Liquido Glutaraldeide A

Super Sani-Cloth USA Salviette Alcool isopropilico N

Task 105 USA Spray Ammoniaca quaternaria A

TBQ USA Liquido Radicale alchilico A

13



Tabella 13: Compatibilita dei disinfettanti con il sistema e con i trasduttori (segue)

Soluzioni di

disinfezione e P?es-e . Tipo Principio attivo C8e
detergente di origine

Theracide Plus USA Liquido Ammoniaca quaternaria A
Theracide Plus Wipes USA Salviette Ammoniaca quaternaria A
Tor USA Liquido Ammoniaca quaternaria A
Transeptic USA Detergente Alcool N
Tristel Regno Unito  Liquido Diossido di cloro A
Tristel Wipes Regno Unito  Salviette Diossido di cloro N
T-Spray USA Spray Ammoniaca quaternaria A
T-Spray Il USA Spray Radicale alchilico/cloruro A
Vesphene llse USA Liquido Sodio/o-fenilfenato A
Virex Il 256 USA Liquido Cloruro di ammonio A
Virex TB USA Liquido Ammoniaca quaternaria A
Virox 5 CAN Salviette Acqua ossigenata A
Virufen Francia Liquido Cloruro di ammonio alchile A
Wavicide -01 USA Liquido Glutaraldeide N
Wavicide -06 USA Liquido Glutaraldeide A
Wex-Cide USA Liquido O-fenilfenolo A

A = Accettabile
N = Non accettabile (non usare)
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Suplemento 3 do Sistema de Ultra-som

L]
MicroMaxx
Introducdo 1 o
Geracao de imagens 1 &
Medidas e célculos 2 5
Seguranca 3
Solucédo de problemas e manutencédo 10
o
Introducao H
o
Este suplemento do manual do usudrio fornece informagdes sobre os seguintes acréscimos ao -
sistema de ultra-som MicroMaxx®:
« Transdutor C8e/8-5 MHz (C8e)
- Tipo de exame vascular no transdutor C11e/8-5 MHz (C11e) =
Consulte o manual do usudrio do sistema de ultra-som para obter informacgdes adicionais sobre 2
seguranca, sobre os usos pretendidos, e sobre preparacao, utilizacdo e manutencdo do sistema de °§,
ultra-som.
Geracao de imagens
g
~ 3 a.
Transdutor, tipo de exame e modo de geracao de imagens 3

A tabela a seguir descreve os tipos de exame e os modos de imagem do transdutor.

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

Modo de geragao de imagens g

Q

c

Transdutor L')fa"nf: Moz(;i m TH :IIDB ZSD CPD Cores DP L'i' DC «
C8e Gin X — X X X X X — —
OB X — X X X X X - =
Prostata X — X X X X X — —
Clle Vascular X — X X X X X — —



Medidas e calculos

Calculos

As tabelas a seguir mostram os célculos disponiveis por tipo de exame.

Tabela 2: Calculos para o Transdutor C8e

Tipo de exame Calculos
Gin Gin
Foliculo
OB OB
Préstata Volume

Tabela 3: Calculos para o Transdutor C11e

Tipo de exame Calculos
Vascular Reducao percentual
Vascular

Fluxo de volume
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Seguranca

Diretrizes para reducaode M e IT

Apresentamos a seguir as diretrizes gerais para a reducao de IM ou IT. Se forem apresentados

s N < . ) R S
multiplos parametros, os melhores resultados poderao ser obtidos através da minimizacdo desses =
parametros simultaneamente. Em alguns modos, alterar esses parametros ndo afeta os valores de IM a
ou IT. Alteracbes em outros parametros também podem resultar na reducdo dos valores de IM e IT. =
Observe as leituras ‘MI’ (IM) ou ‘TI' (IT) no lado direito da tela de cristal liquido.

Tabela 4: IM
o
Transdutor Profundidade °
=1}
C8e T e
Clle T
1 Reduzir ou baixar o ajuste do parametro para reduzir IM ou IT.
T Aumentar ou subir o ajuste do parametro para reduzir IM ou IT. 5
=
o
Tabela 5:IT (ITM, ITC, ITO) S
. N . Configuragées
Configurac¢ao do Doppler Colorido
do DP
Transdutor =
H o
Profund‘l dade PRF Profundidade 5
da caixa 3
C8e T 2 T —
Clle T 1 T 1 (Profundidade)

yod

1 Reduzir ou baixar o ajuste do parametro para reduzir IM ou IT.
T Aumentar ou subir o ajuste do parametro para reduzir IM ou IT.
— Os dados néo se aplicam.

[
Q
c
m>
w




Aumento de temperatura na superficie do transdutor

Tabela 6 lista 0 aumento de temperatura medido na superficie dos transdutores utilizados no sistema
de ultra-som em relacdo a temperatura ambiente (23°C + 3°C). As temperaturas foram medidas de
acordo com o documento EN 60601-2-37 secdo 42, onde os controles e ajustes foram posicionados
para fornecer temperaturas maximas.

Teste 1: O teste de temperatura de superficie do transdutor no material de imitacdo de tecido (MIT)
se baseia no seguinte padrao: 42.3(a) 1, Método de teste B (IEC 60601-2-37, Emenda 1). O limite é um
aumento de 10°C em relagdo a temperatura ambiente, conforme medido no MIT, parao C11e e um
aumento de 6°C em relacao a temperatura ambiente para o C8e.

Teste 2: O teste de temperatura de superficie do transdutor no ar se baseia no seguinte padrao:
42.3(a) 2 (IEC 60601-2-37, Emenda 1). O limite é um aumento de 27°C a partir da ambiente.

Tabela 6: Aumento de temperatura na superficie do transdutor IEC 60601-2-37

Teste C8e (Uso interno) C11e (Uso externo)
1 5,7°C 9,2°C
2 14°C 19,7°C

Exibicao da saida

Tabela 7: Modos nos quais um indice térmico ou mecanico é > 1,0

Transdutor indice M::c: M Cc:rlZi Dog::;ler

C8e M Sim Sim Sim
ITC,ITOou ITM Nao Sim Sim

Cl1e IM Nao Nao Nao
ITC,ITOou ITM Nao Nao Sim



Tabela de Saida Acustica
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Tabela 8: Tabela 2 Transdutor Modelo C8e Modo de operacao: 2D
ITs ITb
Varre- Sem o
Rétulo do indice I.M. Sem varredura varre- ITc [
dura <
dura a
n
=2
Aaprt<1 | Agpre>1
Valor do indice maximo global 1,2 (@) — — — (b)
Pr3 (MPa)| 2,66
Wo (mW) # — — # %"
min. de (mW) — %:
.§ [W.321) a3y
§ _r% 2 (cm) —
o .g Zy, (cm) — .
g8 |Zyp (cm)] 1,2 — §
<G
E deq(Zsp) (cm) — “§_
Fe (MHZ)| 4,92 # — — —
Dim de Ay ¢ X (cm) — — —
Y (cm) # — — — #
PD (usec)f 0,413 5‘_-
PRF (Hz)] 7368 §'
8 [p@Pllpsy, (MPa)| 3,147 °
g é‘ eq@Pllmax (cm) —
O :é Comprimento focal CFy (cm) — —
e
= FLy (cm) — - 3
I 3@IM s (W/em?)| 256,3 §
Controle 1:Tipo de exame Qual- &
quer
0o 3 um
Q = g
%—""g’ g._ Controle 2: Otimizacéo Pen
§ Y O Controle 3: Profundidade 4,2
© B [Controle 4: MB Des-
ligado

—
[<Y]
fiy

Este indice nao é exigido para este modo de operacéo; o valor é <1.

Este transdutor nao é previsto para uso transcraniano ou cefalico neonatal.

Nao foram relatados dados sobre esta condicao de operacdo uma vez que o valor do indice maximo global
ndo é relatado para o motivo apresentado. (Linha do valor do indice méximo global de referéncia).

— Os dados nao se aplicam a este transdutor/modo.

N



Tabela 9: Tabela 3 Transdutor Modelo C8e Modo de operacao: Cores/CPD

ITs ITh
Varre- Sem
Rétulo do indice L.M. dura Semvarredura | varre- ITc
dura
Aaprt£1 Aap,t>1
Valor do indice maximo global 1,5 1,1 — — — (b)
Pr3 (MPa) 3,26
W, (mW) 51,10 — — ¥
o min. de (mW) —
R [We3Z1) lta3@1))]
é _(g; z; (cm) —
g g pr (cm) —
g ﬁ Zy, (cm) 1,1 —
% deq(zsp) (cm) _
~ F. (MHD| 4,79 4,81 — — —
Dim de Aaprt X (cm) 0,32 — — —
Y (cm) 04 — — —
PD (usec)] 0,766
PRF (Hz)] 2439
é Pr@Pll 1 4x. (MPa)] 3,92
§ <& deq@PIIméX (cm) —
g % Comprimento CFy (cm) 1,24 — — #
< |focal
- FL, (cm) 25 = = #
Iop3@M 2 (W/em?)| 543.2
Controle 1: Tipo de exame | Qualquer | Qualquer
um um
o % .| Controle 2: Opcéo de cor Baixa Méd.
'S = g Controle 3: Profundidade 4,2 2,5
2 8 gControle 4: PRF <839 2500
S 3 |Controle 5: Posicao/ Superior/ | Base/
tamanho da caixa de cores Altae Largura
larga def.

Este indice nao é exigido para este modo de operacéo; o valor é <1.

b) Este transdutor ndo é previsto para uso transcraniano ou cefalico neonatal.
Nao foram relatados dados sobre esta condicao de operacdo uma vez que o valor do indice maximo global
ndo é relatado para o motivo apresentado. (Linha do valor do indice méximo global de referéncia).

— Os dados nao se aplicam a este transdutor/modo.

— o~
[<Y]
fiy
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Tabela 10: Tabela 4 Transdutor Modelo C8e Modo de operacdao: Modo M
ITs ITb
Varre- Sem o
Rotulo do indice .M. dura Sem varredura varre- ITc i
dura a
=2
Aaprt£1 Aaprt>1
Valor do indice maximo global 1,4 — — — (a) (a) & (b)
Pr3 (MPa)] 3,09
W, (mW) — — # # z
(Y
min. de (mW) — 3
.§ [W.3Z1) lta321)]
§ _(% z (cm) —
S8 [o e - .
g o Zg, (cm) 1,1 # §
<E o
5 deq(Zsp) (cm) # g_
F. (MH2)| 5,05 — — — #
Dim de Aaprt X (cm) — — — # #
Y (cm) — — — # #
PD (usec)] 0,425 5__-
PRF (Hz) 800 g'
8 [P@Plimay. (MPa)| 3,75 °
g é’ eq@Pllmax (cm) #
O & |Comprimento CF, (cm) — — —
c
= |focal FLy (cm) — — — 3
Ipp 3@IM iz (W/ecm?)|  432,5 §
«» @ Q|Controle 1: Tipo de exame Pré e Gin &
Y o o — =
e =0 Controle 2: Otimizagao Pen
= (]
259 2|Controle 3: Profundidade 4,2
Sgu
T o

—
(oY)
-

Este indice ndo é exigido para este modo de operacdo; o valor é <1.

Este transdutor nao é previsto para uso transcraniano ou cefalico neonatal.

Nao foram relatados dados sobre esta condicdo de operacdo uma vez que o valor do indice maximo global
ndo é relatado para o motivo apresentado. (Linha do valor do indice méximo global de referéncia).

— Os dados ndo se aplicam a este transdutor/modo.

C



Tabela 11: Tabela 5 Transdutor Modelo C8e Modo de operac¢ao: Doppler de onda pulsatil

ITs ITb
Rétulo do indice .M. ‘ﬁ:::' Semvarredura | arsr::u ral 1T
Aaprt—1 Aaprt>1
Valor do indice maximo global 1,3 — (a) — 2,0 (b)
Pr3 (MPa)] 2,12
Wo (mW) — # 33,80 #
min. de (mW) —
.§ [W.3Z1) lta.321)]
§ _§ z (cm) —
< g Zyp (cm) —
28 |z ] 1,0 1,0
kS deq(Zsp) (cm) 0,272
Fe (MHz)] 4,79 — # — 4,80 #
Dim de Aaprt X (cm) — # — 1,12
Y (cm) — # — 04 #
PD (usec) 1,13
PRF (Hz)} 1008
L8 PPl (MPa)| 2,505
C 8 [deq@Pllnax (cm) 0,241
5 € q
O & |Comprimento CF, (cm) — — #
= |focal FL, (cm) — — #
Ipa3@IM 25 (W/cm?)] 185,2
*§ Controle 1: Tipo de exame Quzlr?]uer Quilrc:]uer
o qé. Controle 2: Volume de 1T mm 3mm
S gy amostra
T o |Controle 3: PRF 1008 Hz 10417 Hz
S % Controle 4: Posicdo do Zona 4 Zona 4
g |volume de amostra
S

—
[+Y]
f=

Este indice ndo é exigido para este modo de operacao; o valor é <1.

Este transdutor nao é previsto para uso transcraniano ou cefalico neonatal.

Nao foram relatados dados sobre esta condi¢cao de operagdo uma vez que o valor do indice maximo global
néo é relatado para o motivo apresentado. (Linha do valor do indice méximo global de referéncia).

— Os dados nao se aplicam a este transdutor/modo.

rT
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Tabela 12: Tabela 1 Transdutor Modelo C11e Modo de operacao: Doppler de onda pulsatil

ITs ITb
, P Varre- Sem
Rétulo do indice .M. dura Sem varredura varredura ITc E
a
l'\aprtS'I Aaprt>1 5
Valor do indice maximo global (a) — (a) — 1,8 (b)
Pr3 (MPa) #
Wy (mW) — # 26,29 #
o
min. de (mW) — °
.§ (W3, lta3@n)] g
§ _(% z (cm) —
< g Zyp (cm) —
% o Zg, (cm) # 1,1 -
E deq(Zsp) (cm) 0,236 §
Fe (MH2)] # — # — 4,36 =
Dim de Aaprt X (cm) — # — 0,28
Y (cm) — # — 0,5 #
PD (usec) #
PRF 5] 5
. g Pr@Pll 4y (MPa)| # §
U
g g deq@Pllmsx (cm) 0,226
O & |Comprimento CF, (cm) — # —
c
= focal FLy cm) — # —
S
lpa 3@ Max (Wiecm2)]  # =
o Controle 1: Tipo de exame Qualquer =
S um &
S .2 |Controle 2: Volume de 2 mm
|9
o & |amostra
©
g &  [Controle 3: PRF 3906 Hz
'S ¥ |Controle 4: Posicao do Zona 1
g volume de amostra
o
O

—
[+Y]
[

Este indice ndo é exigido para este modo de operacéo; o valor é <1.

Este transdutor nao é previsto para uso transcraniano ou cefalico neonatal.

Nao foram relatados dados sobre esta condigao de operagdo uma vez que o valor do indice maximo global
néo é relatado para o motivo apresentado. (Linha do valor do indice méximo global de referéncia).

— Os dados nao se aplicam a este transdutor/modo.

rT



Solucao de problemas e manutencao

Limpeza e desinfeccao dos transdutores

Para desinfetar o transdutor, use o método de imersao ou de limpeza com pano. Vocé sé podera usar
o método de imersao se o desinfetante for compativel com ele. Verifique o rétulo do produto.

Para obter mais informagdes sobre limpeza e desinfeccdao do transdutor C8e, consulte o manual do

usuario do sistema de ultra-som.

A tabela a seguir lista os desinfetantes testados pela SonoSite. Visite o site da SonoSite na web para
obter informacdes atualizadas sobre limpeza e desinfetantes: www.sonosite.com/documentation.

A Tabela 13 nado apresenta as seguintes informacoes de regulamentacao para
desinfetantes:

+ Registro EPA

+ Liberado pelo FDA 510(k) (esterilizador liquido ou desinfetante de alto nivel)

» Aprovacao CE

Antes do uso, verifique se o status regulador do desinfetante é apropriado para sua
jurisdicao e uso.

Tabela 13: Compatibilidade de desinfetantes com o sistema e os transdutores

Solucéao de Pais

limpeza e desinfec¢do  de origem Tipo Ingrediente ativo C8e
AbcoCide 14 EUA Liquido Gluteraldeido A
Accel Plus Canada Pano Peréxido de Hidrogénio N
Accel TB Canadia Pano Peroxido de Hidrogénio N
Accel Wipes Canada Pano Peréxido de Hidrogénio A
Agua sanitaria EUA Liquido Hipoclorito de sédio A
Aidal Plus Australia Liquido Gluteraldeido A
Alcool desnaturado EUA Liquido Etanol N
Alcool isopropilico n/d Liquido Alcool N
Alkacide Franca Liquido Gluteraldeido A
Alkazyme Franca Liquido Amonia quaternaria A
Anioxyde 1000 Franca Liquido Acido peracético N

10



Tabela 13: Compatibilidade de desinfetantes com o sistema e os transdutores

z::zi: :Zesinfecgéo ::i:rigem Tipo Ingrediente ativo C8e
Anioxy-Twin Franca Liquido Acido peracético N
Aquatabs (1000) Irlanda Tablete Dicloroisocianureto de sédio A
Aquatabs (2000) Irlanda Tablete Dicloroisocianureto de sédio A
Aquatabs (5000) Irlanda Tablete Dicloroisocianureto de sédio N
Ascend EUA Liquido Amonia quaternaria A
Asepti-HB EUA Liquido Amonia quaternaria A
Asepti-Steryl EUA Spray Etanol A
Asepti-Wipes EUA Pano Propanol (Alcool A
isopropilico)
Bacillocid rasant Alemanha Liquido Gluteraldeido/Aménia A
quaternaria

Banicide EUA Liquido Gluteraldeido A
Cavicide EUA Liquido Isopropil A
CaviWipes EUA Panos Isopropanol A
Chlor-Clean Reino Unido Liquido Dicloroisocianureto de sédio A
Cidalkan Lingettes Franca Panos Alcool etilico A
Cidex 14 EUA Liquido Gluteraldeido A
Cidex OPA EUA Liquido Ortoftaldeido A
Cidex Plus EUA Liquido Gluteraldeido A
Cleanisept Wipes Alemanha Panos Cloreto de amonio alquil A
Clorox Disinfecting EUA Pano Isopropanol A
Wipes

Control 1l EUA Liquido Amonia quaternaria A
Coverage Spray EUA Spray Amonia quaternaria A
DentaSept Franca Liquido Amonia quaternaria N
DisCide Wipes EUA Pano Alcool isopropilico A
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Tabela 13: Compatibilidade de desinfetantes com o sistema e os transdutores

:r.;::zaz: :Zesinfecgéo ::i:)rigem Tipo Ingrediente ativo C8e
DisOPA Japao Liquido Ortoftaldeido A
Dispatch EUA Spray Hipoclorito de sédio A
Dynacide PA Franca Liquido Acido peracético A
End-Bac Il EUA Liquido Amonia quaternaria A
Endozime AW Plus Franca Liquido Propanol A
Envirocide EUA Liquido Isopropil A
Enzol EUA Produtode  Etilenoglicol A
limpeza
Expose EUA Liquido Isopropil A
Gigasept AF Alemanha Liquido Amonia quaternaria A
Gigasept FF Alemanha Liquido Bersteinsaure N
Gluteraldeido SDS EUA Liquido Gluteraldeido A
Hexanios Franca Liquido Poliexanida/Amonia A
quaternaria
Hi Tor Plus EUA Liquido Cloreto
Hibiclens EUA Produtode  Cloroexidina
limpeza
Kodan Tuicher Alemanha Spray Propanol/Alcool A
Kohrsolin ff Alemanha Liquido Gluteraldeido A
Korsolex basic Alemanha Liquido Gluteraldeido N
Korsolex extra Alemanha Liquido Etanol/Propanol A
Lem-O-Quat EUA Liquido Alquil/Cloreto N
LpHse EUA Liquido O-fenilfenol A
Lysol EUA Spray Etanol N
Lysol IC EUA Liquido O-fenilfenol A
Madacide 1 EUA Liquido Cloreto de amonio alquil A



Tabela 13: Compatibilidade de desinfetantes com o sistema e os transdutores

z::zi: :Zesinfecgéo ::i:rigem Tipo Ingrediente ativo C8e
Matar EUA Liquido O-fenilfenol A
MetriCide 14 EUA Liquido Gluteraldeido A
MetriCide 28 EUA Liquido Gluteraldeido A
MetriZyme EUA Produtode  Propilenoglicol A
limpeza
Mikrobak forte Alemanha Liquido Cloreto de amoénio A
Mikrozid Alemanha Pano Etanol/Propanol A
Nuclean Franca Spray Alcool/Biguanida A
Perdxido de Hidrogénio  EUA Liquido Peréxido de Hidrogénio A
Precise EUA Spray O-fenilfenol N
Prevention Canada Liquido Peréxido de Hidrogénio N
Ruthless EUA Spray Amonia quaternaria A
Sagrosept Alemanha Pano Propanol A
Salvanios pH 7 Franca Liquido Amonia quaternaria A
Sani-Cloth HB EUA Pano Amonia quaternaria A
Sani-Cloth Plus EUA Pano Amodnia quaternaria A
Sekusept Alemanha Liquido Gluteraldeido A
Sklar (4) EUA Liquido Isopropanol A
Sporicidin EUA Pano Fenol A
Sporicidin EUA Liquido Fenol A
Staphene EUA Spray Etanol A
Steranios Franca Liquido Gluteraldeido A
Super Sani-Cloth EUA Pano Alcool isopropilico N
Task 105 EUA Spray Amonia quaternaria A
TBQ EUA Liquido Alquil A
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Tabela 13: Compatibilidade de desinfetantes com o sistema e os transdutores

:r.;::zaz: :Zesinfecgéo ::i:)rigem Tipo Ingrediente ativo C8e
Theracide Plus EUA Liquido Amonia quaternaria A
Theracide Plus Wipes EUA Pano Amonia quaternaria A
Tor EUA Liquido Amodnia quaterndria A
Transeptic EUA Produtode  Alcool N
limpeza
Tristel Reino Unido Liquido Diéxido de cloro A
Tristel Wipes Reino Unido Pano Didéxido de cloro N
T-Spray EUA Spray Amonia quaternaria A
T-Spray Il EUA Spray Alquil/Cloreto A
Vesphene lIse EUA Liquido Sédio/o-fenilfenato A
Virex Il 256 EUA Liquido Cloreto de amoénio A
Virex TB EUA Liquido Amonia quaternaria A
Virox 5 Canada Pano Peréxido de Hidrogénio A
Virufen Franca Liquido Cloreto de amonio alquil A
Wavicide -01 EUA Liquido Gluteraldeido N
Wavicide -06 EUA Liquido Gluteraldeido A
Wex-Cide EUA Liquido O-fenilfenol A

A = Aceitavel
N = N&o aceitavel (ndo usar)
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Introduktion 3
Z
Dette tillaeg til brugervejledningen giver information om falgende tilfajelser til MicroMaxx® ®
ultralydssystemet:
. (C8e/8-5 MHz (C8e) transducer
+ Vaskuleer undersagelsestype pa C11e/8-5 MHz (C11e) transducer m
Se brugervejledningen til ultralydssystemet for yderligere information om sikkerhed, tilsigtede :;
anvendelsesomrader og vedligeholdelse af ultralydssystemet. ;
a.
Billedbehandling
<
Transducer, undersggelsestype og billedbehandlingstype 3
Folgende tabel beskriver transducer undersggelsestypen og billedbehandlingstypen. =
Tabel 1: Transducer, undersggelsestype og billedbehandlingtilstand
Billedbehandlingstype -
c:
Under- 2D 2D 2D TDI 3
Transducer sogelse M Mode THI MB S CPD Farve PW PW cw o
C8e Gyn X — X X X X X — =
OB X — X X X X X - = o
Prostata X — X X X X X - — ﬁ
xt
Cl1e Vaskulaer X — X X X X X — —

Kl



Malinger og beregninger

Beregninger
Felgende tabeller viser de beregninger, der er tilgeengelige efter undersggelsestype.

Tabel 2: Beregninger for C8e Transducer

Undersagelsestype Beregninger
Gyn Gyn
Follikel
OB OB
Prostata Volumen

Tabel 3: Beregninger for C11e Transducer

Undersagelsestype Beregninger
Vaskulaer Procentreduktion
Vaskulaer

Volumenflow



Sikkerhed

Retningslinjer til reduktion af Ml og Tl

Felgende er universelle retningslinjer for reduktion af Ml eller TI. Hvis der gives flere parametre, kan

de bedste resultater opnds ved at minimere disse parametre samtidigt. | nogle funktioner vil 2endring =
af disse parametre ikke pavirke Ml eller TI. £ndringer af andre parametre kan ogsa resultere i i
reduktioner af Ml og Tl. Bemaerk venligst udleesningen af ‘MI’ eller ‘TI" i hgjre side af LCD-skaermen.
Tabel 4: MI
Transducer Dybde v
o
=
C8e T :':’r
Clle T
1 Nedsaet eller seenk indstillingen af parameteren for at reducere M eller TI.
T Heev eller g indstillingen af parameteren for at reducere Ml eller TI. -
<
Tabel 5: TI (TIS, TIC, TIB) 3
=
Farve-amplitude- =
Do Ierindpstillin er PW-indstillinger
Transducer PP 9
Boksdybde PRF Dybde 3
(2]
C8e T 2 T — %
=¢
Clle T 2 T | (Dybde)
0 Nedszt eller seenk indstillingen af parameteren for at reducere M eller TI.
T Hzev eller og indstillingen af parameteren for at reducere Ml eller T.
— Dataene er ikke relevante. EI
3
(1]
=}
=
|
xt
i
fiis
B
x



Overfladetemperaturestigning pa transducere

Tabel 6 angiver den malte overfladetemperaturstigning fra den omgivende (23 °C + 3 °C) temperatur
pa transducere anvendt pa ultralydssystemet. Temperaturerne blev malt i overensstemmelse med
EN 60601-2-37 afsnit 42, hvor kontrolknapper og indstillinger blev sat til at give
maksimumstemperaturer.

Test 1: Testen af transducerens overfladetemperatur mod vaevslignende materiale (tissue mimicking
material eller TMM) er baseret pa falgende standard: 42.3(a) 1, Testmetode B (IEC 60601-2-37,
Tilfajelse 1) Graensen er en stigning pa 10 °C fra den omgivende temperatur, som malt mod TMM,
for C11e og en stigning pa 6 °C fra den omgivende temperatur for C8e.

Test 2: Testen af transducerens overfladetemperatur i luft er baseret pa felgende standard:

42.3(a) 2 (IEC 60601-2-37, Tilfgjelse 1). Graensen er en stigning pa 27 °C fra den omgivende
temperatur.

Tabel 6: Overfladetemperaturstigning pa transducere IEC 60601-2-37

Test C8e (Indvendig brug) C11e (udvendig brug)
1 5,7 °C 9,2°C
2 14 °C 19,7 °C

Visning af udgangseffekt

Tabel 7: Typer, hvor enten det termiske eller det mekaniske indeks er > 1,0

2D/ CPD/

Transducer Indeks M- type Farve PW-Doppler
C8e Mi Ja Ja Ja

TIC, TIB eller TIS Nej Ja Ja
Cl1e Mi Nej Nej Nej

TIC, TIB eller TIS Nej Nej Ja



Tabel over akustisk udgangseffekt

Tabel 8: Tabel 2 Transducermodel C8e Billedbehandlingstype: 2D
Tis Tib
Indeksbet I M.l Scan Non-scan Non- TI
ndeksbetegnelse A scan C z
a
Aaprt=1 | Agpre>1 =~
Globalt maksimum, indeksvaerdi 1,2 (@) — — — (b)
Pr3 (MPa)| 2,66
W, (mW) # — — # P
min af (mW) — o
5 [W.321) lra321)] 3
g E Zq (cm) —_
e 5
g5 | tem) —
E* 3 Zsp (cm)l 1,2 — E
X
= deq(Zsp) (cm) - 3
Fe (MHz)} 4,92 # — — — g
Dim af Aoyt X (cm) — — —
Y (cm) # — — — #
PD (usek.)} 0,413
PRF (Hz)] 7368 ';:
_ 5 |Pr@Plima (MPa)| 3,147 2
+— =¢
§ g deq@P”max (cm) —
< f_J Fokalleengde FLy (cm) — —
C
- FLy (cm) — —
Ipa3@MI 2% (W/cm?)] 256,3 =
Kontrol 1: Undersagelsestype Alle «?5
RS % Kontrol 2: Optimering Pen
&£ =
5 é E Kontrol 3: Dybde 4,2
Kontrol 4: MB Slukket
. =
(a) Dette indeks er ikke pakraevet til denne billedbehandlingstype. Vaerdien er <1. =)
(b) Denne transducer er ikke beregnet til transkraniel eller neonatal cephal brug. |
# Der erikke rapporteret data for denne billedbehandlingstype, da indeksvaerdien for det globale maksimum b
pa grund af den angivne arsag ikke er rapporteret. (Se linjen for globalt maksimum, indeksvaerdi).
— Der findes ingen data for denne transducer/billedbehandlingstype.
i
fiis
+H
x



Tabel 9: Tabel 3 Transducermodel C8e Billedbehandlingstype: Farve/CPD

Tis Tib

Indeksbetegnelse M.1. Scan Non-scan Non-scan| Tic

Aaprt£1 Aaprt>1

Globalt maksimum, indeksveerdi 1,5 1,1 — — — (b)
Pr3 (MPa) 3,26
Wo (mW) 51,10 — — #
min af (mW) —
3 [W.3Z1) lta321))]
E % z; (cm) —
g £ Zpp (cm) —
E‘g Zs, (cm) 1,1 —
= deq(Zsp) (cm) —
Fe (MHz)] 479 4,81 — — —
Dim aanprt X (cm) 0,32 — — —
Y (cm) 04 — — —
PD (usek.)] 0,766
PRF (Hz)] 2439
C § P@PIl, oy (MPa)| 3,92
§ g deq@PIImaX (cm) —
<< © |Fokallengde FLy (cm) 1,24 — —
= FLy (cm) 2,5 — —
Ipp 3@MI 2 (W/em?)| 543,2
Kontrol 1: Alle Alle
Undersggelsestype
% Kontrol 2: Farvevalg Lav Med
ggg Kontrol 3: Dybde 4,2 2,5
$, S |Kontrol 4: PRF <839 | 2500
= Kontrol 5: Position af Top/Hej | Bund/
color-boks/stgrrelse og bred Def
bredde

-

Dette indeks er ikke pakraevet til denne billedbehandlingstype. Veerdien er <1.

Denne transducer er ikke beregnet til transkraniel eller neonatal cephal brug.

Der er ikke rapporteret data for denne billedbehandlingstype, da indeksvaerdien 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.

* 55



Tabel 10: Tabel 4 Transducermodel C8e Billedbehandlingstype: M-Mode (M-type)

Tis Tib

Indeksbetegnelse M.L. Scan Non-scan Non-scan| Tic

Aaprt£1 Aaprt>1

Globalt maksimum, indeksvaerdi 1,4 — — — (@) (@) & (b)
Pr3 (MPa)| 3,09
Wo (mW) — — # #
min af (mW) —
= [W.321), lra321)]
é g |7 (cm) —
e [z (cm) —
g P
E‘ 8 ZSp (cm) 1,1 #
= deq(Zsp) (cm) #
Fe (MHz)[ 5,05 — — — #
Dim af Aoyt X (cm) — — — # #
Y (cm) — — — # #
PD (usek.)] 0425
PRF (Hz) 800
c § Pr@PIlax (MPa)l 3,75
é g deq@Pllnax (cm) #
< © |Fokalleengde FLy (cm) — — —
£ FLy (cm) — — —
Ipa 3@Ml 1ax (W/cm?)| 432,5
% Kontrol 1: Pro og
§E g % Undersagelsestype Gyn
® § S|Kontrol 2: Optimering Pen
& * “Kontrol 3: Dybde 4,2

—
Q
f=

Dette indeks er ikke pakraevet til denne billedbehandlingstype. Veerdien er <1.

Denne transducer er ikke beregnet til transkraniel eller neonatal cephal brug.

Der er ikke rapporteret data for denne billedbehandlingstype, da indeksvaerdien 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 11: Tabel 5 Transducermodel C8e

Billedbehandlingstype: Puls Wave-Doppler

Tis Tib
Indeksbetegnelse M.L. Scan Non-scan Non-scan | Tic
Aap,t£1 Aaprt>1
Globalt maksimum, indeksveerdi 1,3 — (a) — 2,0 (b)
Pr3 (MPa) 2,12
Wo (mW) — # 33,80 #
min af (mW) —
5 [W.3Z), lta3@n)]
E g |7 (cm) —
e [z (cm) —
g P
E‘ S |Zsyp (cm) 1,0 1,0
= deq(Zsp) (cm) 0,272
F. (MHZ)| 4,79 — # — 4,80
Dim aanprt X (cm) — # — 1,12 #
Y (cm) — # — 04 #
PD (usek.) 1,13
PRF (Hz)} 1008
c § Pr@Pllax (MPa)| 2,505
é g deq@Pllnax (cm) 0,241
< é Fokalleengde FLy (cm) — — #
= FLy (cm) — —
Ipa.3@MI 2 (W/cm?)] 185,2
Kontrol 1: Alle Alle
5 |Undersggelsestype
. _g Kontrol 2: Prgvevolumen 1T mm 3mm
£ [Kontrol 3: PRF 1008 Hz 10417 Hz
= g Kontrol 4: Position af Zone 4 Zone 4
£ |prevevolumen

—
[sY]
-

T

Dette indeks er ikke pakraevet til denne billedbehandlingstype. Veerdien er <1.
Denne transducer er ikke beregnet til transkraniel eller neonatal cephal brug.
Der er ikke rapporteret data for denne billedbehandlingstype, da indeksvaerdien 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.



Tabel 12: Tabel 1 Transducermodel C11e Billedbehandlingstype: Puls Wave-Doppler

Tis Tib
Indeksbetegnelse M.l Scan Non-scan Non-scan Tic
2
Aaprt=1 | Agpre>1 g
o
Globalt maksimum, indeksvaeerdi (a) — (a) — 1,8 (b)
Pr3 (MPa) #
Wo (mW) — # 26,29 #
min af (mW) — A
= [W.3Z1), lta3@y)] s
23 |z (cm) — 5
e
g5 |2 e —
E‘ 8 ZSp (cm) # 1,1
X
= deq(Zsp) (cm) 0,236 E
Fe (MHz) # — # — 4,36 3
Dim af At X (cm) — # — 028 4
Y (cm) — # — 0,5 #
PD (usek.) #
PRF (Hz) # -
g Pr@Pllpax (MPa) # ‘§
c =
é ©  [deq@Pllmax (cm) 0,226 E
< g Fokalleengde FLy (cm) — # —
FLy (cm) — —
lpa3@MIpmax (Wiem?)|  # L
o Kontrol 1: Alle =
_g Undersggelsestype «tf;r
g Kontrol 2: Prgvevolumen 2mm
g Kontrol 3: PRF 3906 Hz
_§ Kontrol 4: Position af Zone 1
& prevevolumen o
a 4
a
(@) Dette indeks er ikke pakraevet til denne billedbehandlingstype. Veerdien er <1.
(b) Denne transducer er ikke beregnet til transkraniel eller neonatal cephal brug.
Der er ikke rapporteret data for denne billedbehandlingstype, da indeksvaerdien 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. g
+H
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Fejlfinding og vedligeholdelse

Renggring og desinficering af transducere

Brug nedsaenkningsmetoden eller aftarringsmetoden til at desinficere transduceren.
Nedsaenkningsmetoden kan kun bruges, hvis det anvendte desinfektionsmiddel er kompatibelt med
denne metode. Se produktetiketten.

Der findes flere oplysninger om renggring og desinficering af C8e transduceren i Brugervejledning til
ultralydssystemet.

Folgende tabel oplyser de desinfektionsmidler, der er blevet testet af SonoSite. Se SonoSites website
for opdaterede oplysninger om renggring og desinfektion: www.sonosite.com/documentation.

Tabel 13 har ikke fglgende regulative information for desinfektionsmidler:

« EPA-registrering

+ FDA 510 (k) godkendelse (vaeskesteriliseringsmiddel, desinfektionsmiddel pa hgjt
niveau)

« CE-godkendelse

Inden brug skal det bekraftes, at desinfektionsmidlets regulative status er egnet til
den tilsigtede anvendelse.

Tabel 13: Desinfektionsmidler, der er forenelige med systemet og transducere

tl?ezs:;frei:;i::;;a:?\ing I(:rr:::ndelses- Type Aktiv bestanddel C8e
AbcoCide 14 USA Vaeske Glutaraldehyd A
Accel Plus Canada Afterringsklud Hydrogenperoxid N
Accel TB Canada Afterringsklud Hydrogenperoxid N
Accel Wipes Canada Afterringsklud Hydrogenperoxid A
Aidal Plus Australien Vaeske Glutaraldehyd A
Alkacid Frankrig Vaeske Glutaraldehyd A
Alkazym Frankrig Vaeske Kvat. ammoniak A
Anioxyd 1000 Frankrig Vaeske Pereddikesyre N
Anioxy-Twin Frankrig Vaeske Pereddikesyre N
Aquatabs (1000) Irland Tablet Natriumdichloroiso- A
cyanurat

10



Tabel 13: Desinfektionsmidler, der er forenelige med systemet og transducere (Fortsat)

Desinfektions- og

Oprindelses-

rengeringsoplesning  land Type Aktiv bestanddel C8e
Aquatabs (2000) Irland Tablet Natriumdichloroiso- A
cyanurat
Aquatabs (5000) Irland Tablet Natriumdichloroiso- N
cyanurat
Ascend USA Vaeske Kvat. ammoniak A
Asepti Wipes USA Aftarringsklud Propanol
(isopropylalkohol)
Asepti-HB USA Vaeske Kvat. ammoniak A
Asepti-Steryl USA Spray Ethanol A
Bacillocid rasant Tyskland Vaeske Glut./kvat. ammoniak A
Banicide USA Vaeske Glutaraldehyd A
Blegemiddel USA Vaeske NaCl-hypochlorit A
Cavicide USA Vaeske Isopropyl A
CaviWipes USA Aftgrringsklud Isopropanol A
Chlor-Clean Storbritannien  Vaeske Natriumdichloroiso- A
cyanurat
Cidalkan Lingettes FRA Afterringsklud Ethylalkohol A
Cidex 14 USA Vaeske Glutaraldehyd A
Cidex OPA USA Vaeske Ortho-phthaldehyd A
Cidex Plus USA Vaeske Glutaraldehyd A
Cleanisept Wipes Tyskland Aftarringsklud Alkylammoniumchlorid A
Clorox Disinfecting USA Aftarringsklud Isopropanol A
Wipes
Control llI USA Vaeske Kvat. ammoniak A
Coverage Spray USA Spray Kvat. ammoniak A
Denatureret sprit USA Vaeske Ethanol N
DentaSept Frankrig Vaeske Kvat. ammoniak N
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Tabel 13: Desinfektionsmidler, der er forenelige med systemet og transducere (Fortsat)

Desinfektions- og Oprindelses-

12

rengeringsoplesning  land Type Aktiv bestanddel C8e
DisCide Wipes USA Aftgrringsklud Isopropylalkohol A
DisOPA Japan Vaeske Ortho-phthaldehyd A
Dispatch USA Spray NaCl-hypochlorit A
Dynacide PA FRA Vaeske Pereddikesyre A
End-Bac i USA Vaeske Kvat. ammoniak A
Endozime AW Plus Frankrig Vaeske Propanol A
Envirocide USA Vaeske Isopropyl A
Enzol USA Rengarings- Ethylenglycol A
middel
Expose USA Vaeske Isopropyl A
Gigasept AF Tyskland Vaeske Kvat. ammoniak A
Gigasept FF Tyskland Vaeske Bersteinsaure N
Gluteraldehyd SDS USA Vaeske Glutaraldehyd A
Hexanios Frankrig Vaeske Polyhexanid/kvat. A
ammoniak
Hi Tor Plus USA Vaeske Chlorid
Hibiclens USA Rengarings- Chlorhexidin A
middel

Hydrogenperoxid USA Vaeske Hydrogenperoxid A
Isopropanolalkohol ikke relevant Vaeske Alkohol N
Kodan Tuicher Tyskland Spray Propylalkohol/Alkohol A
Kohrsolin ff Tyskland Vaeske Glutaraldehyd A
Korsolex basic Tyskland Vaeske Glutaraldehyd N
Korsolex extra Tyskland Vaeske Ethanol/propanol A
Lem-O-Quat USA Vaeske Alkyl/chlorid N
LpHse USA Vaeske O-phenylphenol A



Tabel 13: Desinfektionsmidler, der er forenelige med systemet og transducere (Fortsat)

Desinfektions- og Oprindelses-

rengeringsoplesning  land Type Aktiv bestanddel C8e

Lysol USA Spray Ethanol N >

Lysol IC USA Vaeske O-phenylphenol A -'2

Madacide 1 USA Vaeske Alkylammoniumchlorid A

Matar USA Vaeske O-phenylphenol A

MetriCide 14 USA Vaeske Glutaraldehyd A %

MetriCide 28 USA Vaeske Glutaraldehyd A %

MetriZyme USA Rengarings- Propylenglycol A

middel

Mikrobak forte Tyskland Vaeske Ammoniumchlorid A m

Mikrozid Tyskland Afterringsklud Ethanol/propanol A %

Nuclean Frankrig Spray Alkohol/biguanid A &

Precise USA Spray O-phenylphenol N

Prevention Canada Vaeske Hydrogenperoxid N 2

Ruthless USA Spray Kvat. ammoniak A g

Sagrosept Tyskland Afterringsklud Propanol A =

Salvanios pH 7 Frankrig Vaeske Kvat. ammoniak A

Sani-Cloth HB USA Aftarringsklud Kvat. ammoniak A =)

Sani-Cloth Plus USA Aftarringsklud Kvat. ammoniak A “;?

Sekusept Tyskland Vaeske Glutaraldehyd A

Sklar (4) USA Vaeske Isopropanol A

Sporicidin USA Aftarringsklud Phenol A g

Sporicidin USA Vaeske Phenol A g

Staphene USA Spray Ethanol A

Steranios Frankrig Vaeske Glutaraldehyd A

Super Sani-Cloth USA Afterringsklud Isopropylalkohol N g
%
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Tabel 13: Desinfektionsmidler, der er forenelige med systemet og transducere (Fortsat)

Desinfektions- og

Oprindelses-

renggringsoplgsning  land Type Aktiv bestanddel C8e
Task 105 USA Spray Kvat. ammoniak A
TBQ USA Vaeske Alkyl A
Theracide Plus USA Veeske Kvat. ammoniak A
Theracide Plus Wipes USA Afterringsklud Kvat. ammoniak A
Tor USA Vaeske Kvat. ammoniak A
Transeptic USA Rengarings- Alkohol N
middel
Tristel Storbritannien ~ Veeske Chlordioxid A
Tristel Wipes Storbritannien  Aftarringsklud Chlordioxid N
T-Spray USA Spray Kvat. ammoniak A
T-Spray Il USA Spray Alkyl/chlorid A
Vesphene llse USA Vaeske Natrium/o-fenylfenat A
Virex Il 256 USA Vaeske Ammoniumchlorid A
Virex TB USA Vaeske Kvat. ammoniak A
Virox 5 CAN Afterringsklud Hydrogenperoxid A
Virufen Frankrig Vaeske Alkylammoniumchlorid A
Wavicide -01 USA Vaeske Glutaraldehyd N
Wavicide -06 USA Vaeske Glutaraldehyd A
Wex-Cide USA Vaeske O-phenylphenol A

A = Acceptabelt

N = Nej, ikke acceptabelt (ma ikke anvendes)
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Introduksjon 3
Z
Dette tillegget til brukerhdndboken inneholder opplysninger om falgende tilfayelser til *
ultralydsystemet MicroMaxx®:
. (C8e/8-5 MHz (C8e) transducer
« Vaskulzer undersgkelsestype pa C11e/8-5 MHz (C11e) transducer m
Mer informasjon om sikkerhet og tiltenkt bruk samt om klargjering, bruk og vedlikehold av :;
ultralydsystemet finnes i brukerhdndboken for ultralydsystemet. ;
a.
Avbildning
<
Transducer, undersgkelsestype og avbildningsmodus 3
| denne tabellen forklares transducerens undersgkelsestype og avbildningsmodus. s
Tabell 1: Transducer, undersgkelsestype og avbildningsmodus
Avbildningsmodus -
c:
Under- 3
2D 2D 2D TDI o
Transducer sokelses- M -modus THI MB S CPD Farge PW PW cw
type
C8e Gyn X — X X X X X — —
=
OB X — X X X X X - — =
|
Prostata X — X X X X X - - xt
Cl1e Vaskulaer X — X X X X X — —

Kl



Malinger og beregninger

Beregninger
Denne tabellen viser de beregninger som finnes for hver undersgkelsestype.

Tabell 2: Beregninger for C8e-transduceren

Undersgokelsestype Beregninger
Gyn Gyn
Harsekk
OB OB
Prostata Volum

Tabell 3: Beregninger for C11e-transduceren

Undersgokelsestype Beregninger

Vaskulaer Reduksjon i prosent
Vaskulaer
Volumstrgm
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Sikkerhet

Retningslinjer for a redusere Ml og Tl

Felgende er generelle retningslinjer for 8 redusere Ml eller Tl. Dersom det er gitt flere parametere,
kan de beste resultatene oppnas ved at disse parameterne minimeres samtidig. | noen modi har det
ingen innvirkning pa Ml eller Tl om disse parametrene endres. Endringer med andre parametrer kan
0gsa fore til reduksjoner av Ml og Tl. Vaer oppmerksom pa ‘Ml eller ‘TI" utskriften pa hayre side

av LCD-skjermen.

Tabell 4: Ml
£
Transducer Dybde g
wn
=
C8e T o
Clle T
0 Senkinnstilling av parameter for & redusere Ml eller TI. m
T Hevinnstilling av parameter for & redusere Ml eller TI. =
5
<
Tabell 5: TI (TIS, TIC, TIB) g‘
ol\::::_tflél)l:ng:;forler PW-innstillinger
Transducer P gedopp
3
Boksdybde. PRF Dybde fc;
=
=
C8e T 2 T — =
Clle T l T ! (Dybde)
1 Senkinnstilling av parameter for & redusere Ml eller TI.
T Hev innstilling av parameter for & redusere Ml eller Tl. E‘
— Data er ikke relevante. =
Q
®
=}
B
B
xt
4
fiis
+H
xt



@kning i transducerens overflatetemperatur

Tabell 6 angir den malte gkningen i overflatetemperatur fra omgivelsestemperaturen (23 °C + 3 °C)
for transducere brukt pa ultralydsystemet. Temperaturen ble malt i henhold til EN 60601-2-37,

del 42 der kontroller og innstillinger ble plassert for & gi maksimumstemperatur.

Test 1: Test av transducerens overflatetemperatur pa vevimiterende materiale (TMM) er basert pa
folgende standard: 42.3(a) 1, Testmetode B (IEC 60601-2-37, endring 1) Grensen er en gkning pa
10 °C fra omgivelsestemperatur, som malt pa TMM, for C11e og en gkning pa 6° fra
omgivelsestemperatur for C8e.

Test 2: Testen av transducerens overflatetemperatur i luft er basert pa felgende standard:

42.3(a) 2 (IEC 60601-2-37, endring 1). Grensen er 27 °C stigning fra omgivelsestemperaturen.

Tabell 6: @ning i transducerens overflatetemperatur IEC 60601-2-37

Test C8e (intern bruk) C11e (ekstern bruk)
1 5,7 °C 9,2°C
2 14 °C 19,7 °C
Utdatavisning

Tabell 7: Modi der den termiske eller mekaniske indeksen er>1.0

2D/ CPD/

Transducer Indeks M modus Farge PW-doppler
C8e Ml Ja Ja Ja

TIC, TIB eller TIS Nei Ja Ja
Cl1e Mi Nei Nei Nei

TIC, TIB, eller TIS Nei Nei Ja



Tabell over akustiske utdata

Tabell 8: Tabell 2 Transducermodell C8e Driftsmodus: 2D
Tis Tlb
Indeksmerke M.l. |Skanning| lkke-skanning Ikke.- Tic
skanning
I'\aprt—'I I'\aprt>'I
Global maksimum indeksverdi 1,2 (@) — — — (b)
Pr3 (MPa)| 2,66
Wo (mW) # — — #
min. av (mW) —
45 [W.321) a3y
é % z4 (cm) —
g E Zpp (cm) —
£° e | -
= eq\&sp:
Fe (MHz)| 4,92 # — — —
Dimav Ayt X (cm) — — —
Y (cm) # — — — #
PD (usec)f 0,413
PRF (Hz)] 7368
.6\ Pr@Pllnaks (MPa)] 3,147
g é @ hmas (cm) —
<o Fokal lengde FLy (cm) — —
= FLy (cm) — —
Ipp 3@MI ks (W/ecm?)| 256,3
% _ Kontroll 1: Undersgkelsestype Alle
g g -r% Kontroll 2: Optimalisering Pen
% § 5 |Kontroll 3:Dybde 4,2
E * F [Kontroll 4: MB Av

—
QU
-

Denne indeksen er ikke pakrevd for denne driftsmodusen. Verdien er <1.

Denne transduceren er ikke beregnet pa a brukes transkranialt eller for neonatale hoder.

Det er ikke rapportert noen data for denne brukstilstanden, siden den globale maksimale indeksverdien
ikke er rapportert av nevnte grunn. (Se linjen Global maksimal indeksverdi.)

— Data gjelder ikke for denne transduceren/modusen.

rT
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Tabell 9: Tabell 3 Transducermodell C8e Driftsmodus: Farge/CPD

Tis Tib
Indeksmerke M.I. Skanning | lkke-skanning Ikke.- Tic
skanning
Aaprt£1 Aaprt>1
Global maksimum indeksverdi 1,5 1,1 — — — (b)
Pr3 (MPa) 3,26
W (mW) 51,10 — — #
min. av (mW) —
3 [W.3Z1) lta321))]
% % z; (cm) —
5 § Zpp (cm) —
=
= eq\~sp
Fe (MHz)] 4,79 4,81 — — — ¥
Dim av Aaprt X (cm) 0,32 — — —
Y (cm) 04 — — —
PD (usec)] 0,766
PRF (Hz)] 2439
.E‘ Pr@Pllmaks (MPa)] 3,92
g é deq@lmars (cm) —
< O |Fokal lengde FLy (cm) 1,24 — —
= FLy (cm) 2,5 — —
Ipp 3@Ml aks (W/cm?)| 543,2
Kontroll 1: Alle Alle
- Undersokelsestype
g 52 Kontroll 2: Fargealt. Lav Med
L EeL Kontroll 3: Dybde 4,2 2,5
£ 2 EKontroll 4: PRF <839 | 2500
o Kontroll 5: Farge- Topp/hey | Bonn/def.
boksposisjon/-starrelse ogbred | bredde

*8E

Denne indeksen er ikke pakrevd for denne driftsmodusen. Verdien er <1.

Denne transduceren er ikke beregnet pa a brukes transkranialt eller for neonatale hoder.

Det er ikke rapportert noen data for denne brukstilstanden, siden den globale maksimale indeksverdien
ikke er rapportert av nevnte grunn. (Se linjen Global maksimal indeksverdi.)

— Data gjelder ikke for denne transduceren/modusen.



Tabell 10: Tabell 4 Transducermodell C8e

Driftsmodus: M-Modus

Tls Tib
Indeksmerke M.I. Skanning | lkke-skanning Ikke.- Tlc
skanning
AapﬂS1 Aap">1
Global maksimum indeksverdi 1,4 — — — () (@) & (b)
Pr3 (MPa)| 3,09
Wy (mW) — — # #
min. av (mW) —
> [W.321),lra 3]
-é % z4 (cm) —
g § Zyp (cm) —
E & ZSp (cm) 11 #
= deq(Zsp) (cm) #
Fe (MHz)] 5,05 — — — #
Dimav Ayt X (cm) — — — # #
Y (cm) — — — # #
PD (usec)] 0,425
PRF (Hz)] 800
C é Pr@Pllmaks (MPa)] 3,75
gg deq@Pllmaks (cm) #
< © |Fokallengde FLy (cm) — — —
£ FLy (cm) — — —
Ipa 3@Ml aks (W/cm?)| 4325
o Kontroll 1: Pro og
g S 2 |Undersgkelsestype Gyn
:% %‘g Kontroll 2: Optimalisering Pen
E X F1Kontroll 3: Dybde 4,2

*TE

Denne indeksen er ikke pakrevd for denne driftsmodusen. Verdien er <1.
Denne transduceren er ikke beregnet pa a brukes transkranialt eller for neonatale hoder.
Det er ikke rapportert noen data for denne brukstilstanden, siden den globale maksimale indeksverdien

ikke er rapportert av nevnte grunn. (Se linjen Global maksimal indeksverdi.)
— Data gjelder ikke for denne transduceren/modusen.
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Tabell 11: Tabell 5 Transducermodell C8e Driftsmodus: Pulsbglgedoppler

Tis Tib
Indeksmerke M.l. | Skanning | lkke-skanning Ikke.- Tlc
skanning
Aaprt51 Aaprt>1
Global maksimum indeksverdi 1,3 — (a) — 2,0 (b)
Pr3 (MPa)} 2,12
W, (mW) — # 33,80 #
min. av (mW) —
%5 W3z, lta3@n)]
é % z4 (cm) —
:;':; £ Zyp (cm) —
T
'—g B jsp(z ) EZB - 012,22
= eq\ssp ’
Fc (MHZ)] 4,79 — # — 4,80
Dim av Aaprt X (cm) — # — 1,12
Y (cm) — # — 04 #
PD (usec)} 1,13
PRF (Hz)] 1008
S  |Pr@Pllmaks (MPa)| 2,505
g g deq@Pllmars (cm) 0,241
< o Fokal lengde FLy (cm) — —
= FLy (cm) — —
Ipa.3@Ml ks (W/cm?)] 185,2
Kontroll 1: Alle Alle
o '% Undersokelsestype
_g -g Kontroll 2: Prevevolum 1T mm 3 mm
X! “=; Kontroll 3: PRF 1008 Hz 10417 Hz
= = Kontroll 4: Posisjon for Sone 4 Sone 4
O 2 |prevevolum

—
[<Y]
fiy

Denne indeksen er ikke pakrevd for denne driftsmodusen. Verdien er <1.

Denne transduceren er ikke beregnet pa a brukes transkranialt eller for neonatale hoder.

Det er ikke rapportert noen data for denne brukstilstanden, siden den globale maksimale indeksverdien
ikke er rapportert av nevnte grunn. (Se linjen Global maksimal indeksverdi.)

— Data gjelder ikke for denne transduceren/modusen.

T
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Tabell 12: Tabell 1 Transducermodell C11e Driftsmodus: Pulsbglgedoppler
Tis Tib
Indeksmerk M.l |Skanning| Ikke-skannin lkke- 1 o)
ndeksmerke Ao g g skanning C
Aaprt£1 Aaprt>1
Global maksimum indeksverdi (a) — (a) — 1,8 (b)
Pr3 (MPa) #
W (mW) — # 26,29 # P
min. av (mW) — c
3 [W.3Z1), lta3@y)] 3
53 |zy (cm) —
X
:“:5 § pr (cm) —
:"é\ & ZSp (cm) # 1,1 E
= deq(Zsp) (cm) 0,236 3
Fe (MHz) # — # — 4,36 ‘:';
Dim av Aaprt X (cm) — # — 0,28
Y (cm) — # — 0,5 #
PD (usec) # o
PRF (Hz) # 'S
&  |Pr@Pllnaks (MPa)] # %’
c o= «
2 £ [deq@Plimaks (cm) 0,226 =
< g Fokal lengde FLy (cm) — —
FLy (cm) — —
lpA 3@MImaks Wiem?)l  # =
Kontroll 1: Alle «tf;r
-3 Undersokelsestype
= E Kontroll 2: Prgvevolum 2mm
S % Kontroll 3: PRF 3906 Hz
wv
= = Kontroll 4: Posisjon for Sone 1 o
Q 2 |prevevolum E=
B
xt
(@) Denne indeksen er ikke pakrevd for denne driftsmodusen. Verdien er <1.
(b) Denne transduceren er ikke beregnet pa a brukes transkranialt eller for neonatale hoder.
# Det erikke rapportert noen data for denne brukstilstanden, siden den globale maksimale indeksverdien
ikke er rapportert av nevnte grunn. (Se linjen Global maksimal indeksverdi.) 4
— Data gjelder ikke for denne transduceren/modusen. E
xt



Feilsoking og vedlikehold

Rengjgring og desinfisering av transducere

Bruk nedsenkingsmetoden eller tarkemetoden for & desinfisere transduceren. Du kan bruke
nedsenkingsmetoden bare dersom desinfeksjonsmiddelet er forenlig med den. Kontroller
produktmerkingen.

Mer informasjon om vask og desinfisering av C8e-transduceren finnes i brukerhdndboken for
ultralydsystemet.

| felgende tabell er en oversikt over desinfeksjonsmidlene som er testet av SonoSite. G3 til SonoSites
webomrade for oppdatert informasjon om rengjering og desinfisering:
www.sonosite.com/documentation.

Tabell 13 har ikke falgende lovinformasjon for desinfeksjonsmidler:

« EPA-registrering

« FDA 510(k) clearance (flytende steriliseringsmiddel, desinfeksjonsmiddel av hoyt
niva)

« EF-godkjenning

Bekreft for bruk at desinfeksjonsmiddelets lovmessige status er som den skal veere i
den aktuelle rettskretsen og til den relevante bruken.

Tabell 13: Desinfeksjonsmidlers forenlighet med system og transducere

5::;2::’:;::35- °9 I:;:::liuksjons- Type Aktiv ingrediens C8e
AbcoCide 14 USA Vaeske Gluteraldehyd A
Accel Plus Canada Serviett Hydrogenperoksid N
Accel TB Canada Serviett Hydrogenperoksid N
Accel Wipes Canada Serviett Hydrogenperoksid A
Aidal Plus Australia Vaeske Gluteraldehyd A
Alkacide Frankrike Vaeske Gluteraldehyd A
Alkazyme Frankrike Vaeske Kvaterne ammoniakk A
Anioxyde 1000 Frankrike Vaeske Peroksyeddiksyre N
Anioxy-Twin Frankrike Vaeske Peroksyeddiksyre N
Aquatabs (1000) Irland Tablett Natriumdiklorisocyanat A

10



Tabell 13: Desinfeksjonsmidlers forenlighet med system og transducere (Fortsettes)

5::;2::’:;:::5- °9 I:;:::liuksjons- Type Aktiv ingrediens C8e
Aquatabs (2000) Irland Tablett Natriumdiklorisocyanat A
Aquatabs (5000) Irland Tablett Natriumdiklorisocyanat N
Ascend USA Vaeske Kvaterne ammoniakk A
Asepti-HB USA Vaeske Kvaterne ammoniakk A
Asepti-Steryl USA Spray Etanol A
Asepti-Wipes USA Serviett Propanol A
(Isopropylalkohol)
Bacillocid rasant Tyskland Vaeske Glutaminbasert/kvaterne A
ammoniakk
Banicide USA Vaeske Gluteraldehyd A
Blekemiddel USA Vaeske NaCl-hypokloritt A
Cavicide USA Vaeske Isopropyl A
CaviWipes USA Servietter Isopropanol A
ChlorClean Storbritannia Vaeske Natriumdiklorisocyanat A
og Nord-Irland

Cidalkan Wipes Frankrike Servietter Etylalkohol A
Cidex 14 USA Vaeske Gluteraldehyd A
Cidex OPA USA Vaeske Ortoftalaldehyd A
Cidex Plus USA Vaeske Gluteraldehyd A
Cleanisept Wipes Tyskland Servietter Alkylammoniumklorid A
Clorox Disinfecting USA Serviett Isopropanol A
Wipes

Control llI USA Vaeske Kvaterne ammoniakk A
Dekkespray USA Spray Kvaterne ammoniakk A
Denaturert alkohol USA Vaeske Etanol N
DentaSept Frankrike Vaeske Kvaterne ammoniakk N

1
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Tabell 13: Desinfeksjonsmidlers forenlighet med system og transducere (Fortsettes)

3::;2:::;:::5- °9 Il’;:juksjons- Type Aktiv ingrediens C8e
DisCide Wipes USA Serviett Isopropylalkohol A
DisOPA Japan Vaeske Ortoftalaldehyd A
Dispatch USA Spray NaCl-hypokloritt A
Dynacid PA Frankrike Vaeske Peroksyeddiksyre A
End-Bacll USA Vaeske Kvaterne ammoniakk A
Endozime AW Plus Frankrike Vaeske Propanol A
Envirocid USA Vaeske Isopropyl A
Enzol USA Rengjerings-  Etylenglykol A
middel
Expose USA Vaeske Isopropyl A
Gigasept AF Tyskland Vaeske Kvaterne ammoniakk A
Gigasept FF Tyskland Vaeske Bersteinsyre N
Gluteraldehyd SDS USA Vaeske Gluteraldehyd A
Heksanios Frankrike Vaeske Polyheksanid/Kvaterne A
ammoniakk
Hi Tor Plus USA Vaeske Klorid
Hibiclens USA Rengjerings-  Klorhexidin
middel
Hydrogenperoksid USA Vaeske Hydrogenperoksid A
Isopropanolalkohol - Vaeske Alkohol N
Kodan Tuicher Tyskland Spray Propanol/alkohol A
Kohrsolin ff Tyskland Vaeske Gluteraldehyd A
Korsolex basic Tyskland Vaeske Gluteraldehyd N
Korsolex extra Tyskland Vaeske Etanol/Propanol A
Lem-O-Quat USA Vaeske Alkyl/Klorid N
LpHse USA Vaeske O-fenylfenol A
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Tabell 13: Desinfeksjonsmidlers forenlighet med system og transducere (Fortsettes)

5::;2::’:;:::5- °9 I:;:::liuksjons- Type Aktiv ingrediens C8e

Lysol USA Spray Etanol N

Lysol IC USA Vaeske O-fenylfenol A

Madacide 1 USA Vaeske Alkylammoniumklorid A

Matar USA Vaeske O-fenylfenol A

MetriCide 14 USA Vaeske Gluteraldehyd A %

MetriCide 28 USA Vaeske Gluteraldehyd A %

MetriZyme USA Rengjerings-  Propylenglykol A

middel

Mikrobak forte Tyskland Vaeske Ammoniumklorid A m

Mikrozid Tyskland Serviett Etanol/Propanol A %

Nuclean Frankrike Spray Alkohol/Biguanid A &

Precise USA Spray O-fenylfenol N

Prevention Canada Vaeske Hydrogenperoksid N 2

Ruthless USA Spray Kvaterne ammoniakk A g

Sagrosept Tyskland Serviett Proponal A =

Salvanios pH 7 Frankrike Vaeske Kvaterne ammoniakk A

Sani-Cloth HB USA Serviett Kvaterne ammoniakk A =

Sani-Cloth Plus USA Serviett Kvaterne ammoniakk A “;?

Sekusept Tyskland Vaeske Gluteraldehyd A

Sklar (4) USA Vaeske Isopropanol A

Sporicidin USA Serviett Fenol A g

Sporicidin USA Vaeske Fenol A g

Staphene USA Spray Etanol A

Steranios Frankrike Vaeske Gluteraldehyd A

Super Sani-Cloth USA Serviett Isopropylalkohol N g
%

13



Tabell 13: Desinfeksjonsmidlers forenlighet med system og transducere (Fortsettes)

3::;2:::;:::5- °9 Il’;:juksjons- Type Aktiv ingrediens C8e
Task 105 USA Spray Kvaterne ammoniakk A
TBQ USA Vaeske Alkyl A
Theracide Plus USA Vaeske Kvaterne ammoniakk A
Theracide Plus Wipes USA Serviett Kvaterne ammoniakk A
Tor USA Vaeske Kvaterne ammoniakk A
Transeptic USA Rengjarings-  Alkohol N
middel
Tristel Storbritannia Vaeske Klordioksid A
og Nord-Irland
Tristel Wipes Storbritannia Serviett Klordioksid N
og Nord-Irland
T-Spray USA Spray Kvaterne ammoniakk A
T-Spray |l USA Spray Alkyl/Klorid A
Vesphene llse USA Vaeske Natrium/o-Fenylfenat A
Virex Il 256 USA Vaeske Ammoniumklorid A
Virex TB USA Vaeske Kvaterne ammoniakk A
Virox 5 CAN Serviett Hydrogenperoksid A
Virufen Frankrike Vaeske Alkylammoniumklorid A
Wavicide -01 USA Vaeske Gluteraldehyd N
Wavicide -06 USA Vaeske Gluteraldehyd A
Wex-Cide USA Vaeske O-fenylfenol A

A = Akseptabel

N = Ikke akseptabel (Ikke bruk)
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Inledning
Bildatergivning
Matningar och berakningar
Sédkerhet
Felsdkning och underhall 1

O W N = =

Inledning

Detta tilligg till anvindarhandboken ger information om féljande nya tillbehér till MicroMaxx®
ultraljudssystem:

. (C8e/8-5 MHz (C8e) transduktor

« Undersokningstypen Karl for transduktorn C11e/8-5 MHz (C11e)

Se ultraljudssystemets anvandarhandbok fér mer information om sékerhet, avsedd anvéndning,
forberedelse, anvdndning och underhadll av ultraljudssystemet.

Bildatergivning

Transduktor, undersokningstyp och bildatergivningsfunktion
| foljande tabell beskrivs transduktorns undersokningstyp och bildatergivningsfunktion.

Tabell 1: Transduktor, undersokningstyp och bildatergivningsfunktion

Bildatergivningsfunktion

Under-
Transduktor séktr;,i:gs- M rfllc))de THI l\2l|DB 2SD CPD  Firg PW ':;3; ow
C8e Gyn X — X X X X X - —
Obstetrisk X — X X X X X _
Prostata X — X X X X X _
Clle Karl X — X X X X X .
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Matningar och berakningar

Berakningar
Foljande tabeller visar vilka berdkningar som finns tillgangliga for olika undersdkningstyper.

Tabell 2: Berdkningar for C8e-transduktor

Undersokningstyp Berakningar
Gyn Gyn

Follikel
Obstetrisk Obstetrisk
Prostata Volym

Tabell 3: Berdkningar for C11e-transduktor

Undersokningstyp Berakningar

Karl Procentuell reduktion
Karl
Volymflode
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Sakerhet

Riktlinjer for reduktion av Ml och Ti

Foljande utgor allménna riktlinjer for reduktion av Ml och TI. Om det finns flera givna parametrar far
du bést resultat genom att minimera dessa parametrar samtidigt. | vissa lagen paverkas inte Ml eller
Tlav en dndring av dessa parametrar. Andringar av andra parametrar kan ocksd medféra att Ml och Tl
reduceras. Ligg marke till vardena for “MI” eller "Tl” pa LCD-skdarmens hogerkant.

ySION

Tabell 4: MI
Transduktor Djup
C8e T
Clle T

1l Minska eller sinka parameterinstallningen for att reducera Ml eller Tl.
T Hoja eller 6ka parameterinstéliningen for att reducera Ml eller TI.

m
<
Tabell 5: TI (TIS, TIC, TIB) =
o
Installningar for fargdoppler, Installningar for
CPD pulsad doppler,

Transduktor PW
<
Rutans djup PRF Djup g
=
C8e 7 l 7 — =

Clle T l T ! (Djup)

1l Minska eller sinka parameterinstallningen for att reducera Ml eller Tl.
T Hoja eller 6ka parameterinstillningen for att reducera M eller T. E‘
— Data ej tillampliga. =
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Hojning av yttemperaturer hos transduktorer

Tabell 6 anger uppmatt héjning av ultraljudstransduktorns yttemperatur fran rumstemperatur

(23 °C £ 3 °C). Temperaturerna har uppmatts i enlighet med foreskrifterna i EN 60601-2-37 avsnitt 42
dar reglage och instéllningar positionerades for att ge maximala temperaturer.

Test 1: Testet av transduktorns yttemperatur pa vavnadssimulerande material (TMM) baseras pa
foljande standard: 42.3(a) 1, testmetod B (IEC 60601-2-37, tillagg 1). Gransvardet ar en hojning pa
10 °C fran rumstemperatur i enlighet med TMM, for C11e och en 6° hojning fran rumstemperatur for
C8e.

Test 2: Testet av transduktorns yttemperatur i luft ar baserat pa féljande standard:

42.3(a) 2 (IEC 60601-2-37, tilldagg 1). Gransvardet dr en hojning pa 27 °C jamfért med
rumstemperaturen.

Tabell 6: Hojning av transduktorns yttemperatur IEC 60601-2-37

Test C8e Clle
(for invdndig anvandning) (for utvandig anvdandning)
1 5,7°C 9,2°C
2 14 °C 19,7 °C
Visning av uteffekt
Tabell 7: Ldgen da antingen det termiska eller mekaniska indexet ar>1,0
Transduktor Index 2D/M mode Fé(':rgg/c::r:)r;::r, do:::::,dPW
C8e Mi Ja Ja Ja
TIC, TIB eller TIS Nej Ja Ja
Cl1e Ml Nej Nej Nej
TIC,TIB eller TIS Nej Nej Ja



Tabell 6ver akustisk uteffekt

Tabell 8: Tabell 2 Transduktormodell C8e Anvandningsfunktion: 2D
Tis Tib
Indexbeteckning M.I. | Scan Non-scan Non- |
scan
Aaprt<1 | Agpre>1
Globalt maximalt indexvéarde 1,2 (a) — — — (b)
Pr3 (MPa)l 2,66
Wo (mW) # — _ #
min av (mW) —
g [W.321) a3y
ER-RNE? (cm) —
T @
K § Zpyp (cm) —
'§ S |Zsp emf 1,2 —
3 deg(Zsp) (cm) —
Fe (MHZ)| 4,92 # — — —
Dim av A pre X (cm) _ — —
Y (cm) # — — — ¥
PD (usek)] 0,413
PRF (Hz)| 7368
§  |Pr@Plinay (MPa)| 3,147
g g deq@P”max (cm) —
O Fokallangd FLy (cm) — —
= FLy (cm) — _
lpa 3@MImay (W/ecm?)] 256,3
Reglage 1: Undersokningstyp Valfri
d‘;’:‘ %é Reglage 2: Optimering Pen
5 E»E Reglage 3: Djup 4,2
= |Reglage 4: MB AV

—
[<Y]
-

Detta index behdvs inte for det har funktionslaget. Vardet ar <1.

b) Denna transduktor ar inte avsedd for anvandning transkranialt eller pa huvudet pa nyfédda.

Det finns inga data for denna anvandningsfunktion eftersom det globala maximala indexvardet inte finns
rapporterat for angiven orsak. (Referensrad for globalt maximalt indexvérde.)

— Data ej tillampliga fér denna transduktor/denna bildatergivningsfunktion.
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Tabell 9: Tabell 3 Transduktormodell C8e

Anvandningsfunktion: Farg/CPD

Tls Tib
Indexbeteckning M.l Scan Non-scan Non-scan| Tic
Aaprt£1 Aaprt>1
Globalt maximalt indexvarde 1,5 1,1 — — — (b)
Pr3 (MPa) 3,26
W, (mW) 51,10 — — #
min av (mW) —
g [W.3Z1) ra321)]
é E z; (cm) —
-é % Zpp (cm) —
.§ s Zsp (cm) 1,1 —
ﬁ deq(Zsp) (cm) —
Fe (MHz)] 479 4,81 — — —
Dim av Aaprt X (cm) 0,32 — — —
Y (cm) 04 — — —
PD (usek)] 0,766
PRF (Hz)| 2439
'5 Pr@PIl ax (MPa)] 3,92
2 E  |deq@Pllmax (cm) —
o :§ Fokallangd FLy (cm) 1,24 — —
= FLy (cm) 2,5 — —
Ipp 3@Ml i ax (W/cm?)| 543,2
Reglage 1: Valfri Valfri
Undersdkningstyp
. |Reglage 2: Fargval Lag Med
d"n__, %E Reglage 3: Djup 4,2 2,5
& 9 S|Reglage 4: PRF <839 2500
~  [Reglage 5: Fargrutans Overst/ | Botten/
lage/storlek ldng och def
bred bredd

*8E

Detta index behdvs inte for det har funktionslaget. Vardet ar <1.
Denna transduktor ar inte avsedd for anvdandning transkranialt eller pa huvudet pa nyfodda.
Det finns inga data for denna anvandningsfunktion eftersom det globala maximala indexvérdet inte finns

rapporterat for angiven orsak. (Referensrad for globalt maximalt indexvérde.)
— Data ej tillampliga for denna transduktor/denna bildatergivningsfunktion.
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Tabell 10: Tabell 4 Transduktormodell C8e Anvdndningsfunktion: M-mode
Tis Tib
Indexbeteckning M.l Scan Non-scan Non-scan| Tic
AaprtS1 Aaprt>1 §
Globalt maximalt indexvarde 1,4 — — — (a) (a) & (b) ~
Pr3 (MPa) 3,09
Wo (mW) — — # #
min av (mW) —
é [W.3Z), lta3@n)]
é E Z (cm) —
T O
o % pr (cm) —
.g g Z, (cm) 1,1 #
ﬁ deq(Zsp) (cm) # E
Fe (MHz) 5,05 — — — # 3
Dim av A, X (cm) — — — # # a
Y (cm) — — — # #
PD (usek)] 0,425
PRF (Hz) 800 -
S |Pr@Pllnay (MPa)l 3,75 ~§
28 |deq@Plimax (cm) # s
O é Fokallangd FLy (cm) — — _
= FLy (cm) — — —
Ipa.3@MI 2 (W/ecm?)] 4325
. Reglage 1: Pro och '._=,|
d«.'n: % E Undersokningstyp gyn «g
5 E“ = Reglage 2: Optimering Pen
= |Reglage 3: Djup 4,2
(a) Detta index behdvs inte for det har funktionslaget. Vardet &r <1. T
(b) Denna transduktor dr inte avsedd for anvdandning transkranialt eller pd huvudet pa nyfédda. =
# Detfinns inga data for denna anvandningsfunktion eftersom det globala maximala indexvardet inte finns 5
rapporterat for angiven orsak. (Referensrad for globalt maximalt indexvérde.) xt

— Data ej tillampliga for denna transduktor/denna bildatergivningsfunktion.
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Tabell 11: Tabell 5 Transduktormodell C8e

Anvédndningsfunktion: pulsad doppler, PW

Tls Tib
Indexbeteckning M.l Scan Non-scan Non-scan | Tic
Aap,t£1 Aaprt>1
Globalt maximalt indexvéarde 1,3 — (a) — 2,0 (b)
Pr3 (MPa) 2,12
Wo (mW) — # 33,80 #
min av (mW) —
g [W.3Z), lta3@n)]
2 E Z (cm) —
T O
8 § pr (cm) —
.§ . ZSp (cm) 1,0 1,0
2 deq(Zsp) (cm) 0,272
Fe (MHz)] 4,79 — # — 4,80
Dim av Aaprt X (cm) — # — 1,12 #
Y (cm) — # — 0,4 #
PD (usek) 1,13
PRF (Hz)] 1008
S |pr@Pll .,y (MPa)] 2,505
g‘é eq@Pllmax (cm) 0,241
o é Fokallangd FLy (cm) — — #
= FLy (cm) — —
Ipa.3@MI 2 (W/cm?)] 185,2
Reglage 1: Valfri Valfri
5 Undersokningstyp
. = |Reglage 2: Samplingvolym 1 mm 3mm
3;; & [Reglage 3: PRF 1008 Hz 10417 Hz
© .
g E:ﬂgﬁig\./olymens position cond cond

—
[<Y]
-

*T

Detta index behdvs inte for det har funktionslaget. Vardet ar <1.
Denna transduktor dr inte avsedd for anvdandning transkranialt eller pa huvudet pa nyfoédda.
Det finns inga data for denna anvandningsfunktion eftersom det globala maximala indexvardet inte finns

rapporterat for angiven orsak. (Referensrad fér globalt maximalt indexvérde.)
— Data ej tillampliga for denna transduktor/denna bildatergivningsfunktion.
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Tabell 12: Tabell 1 Transduktormodell C11e Anviandningsfunktion: Pulsad doppler
Tis Tib
Indexbeteckning M.l Scan Non-scan Non-scan Tic
2
AspresT | Agprel g
a
Globalt maximalt indexvarde (@) — (a) — 1,8 (b)
Pr3 (MPa) #
Wo (mW) — # 26,29 #
min av (mW) —
4
0 (W3, lta3@n)]
wv
2 E Z (cm) —
T O
8 § pr (cm) —
.§ S |Zyp (cm) # 1,1
ﬁ deq(Zsp) (cm) 0,236 E
Fe (MHz) # — # — 4,36 3
Dim av A, X (cm) — # — 028 4
Y (cm) — # — 0,5 #
PD (usek) #
PRF (Hz) # -
S |Pr@Pllyay (MPa)]  # ~§
o B =
g g8 deq@Pllnax (cm) 0,226 s
o g Fokallangd FLy (cm) — # —
FLy (cm) — # —
lpa 3@Mlpax (Wiecm2)]  # »
Reglage 1: Valfri c
5 Undersokningstyp «tf;r
. = |Reglage 2: Provvolym 2mm
o=
& g Reglage 3: PRF 3906 Hz
N ®© .
o |Reglage 4: Provvolymens Zon 1
L |position o
=
a
(a) Detta index behovs inte for det har funktionslaget. Vardet ar <1.
(b) Denna transduktor dr inte avsedd for anvdandning transkranialt eller pa huvudet pa nyfédda.
# Detfinns inga data fér denna anvandningsfunktion eftersom det globala maximala indexvérdet inte finns
rapporterat for angiven orsak. (Referensrad fér globalt maximalt indexvérde.)
— Data ej tillampliga fér denna transduktor/denna bildatergivningsfunktion. g
B
x



Felsokning och underhall

Rengora och desinficera transduktorer

Anvand nedsdankningsmetoden eller avtorkningsmetoden for att desinficera transduktorn. Du far
endast anvdanda nedsdankningsmetoden om desinfektionsmedlet dr kompatibelt med metoden.

Se produktmarkningen.

Mer information om rengéring och desinficering av C8e-transduktorn finns i anvandarhandboken till
ultraljudssystemet.

Foljande tabell anger vilka desinfektionsmedel som testats av SonoSite. Se SonoSites webbsida for
uppdaterad information om rengéring och desinfektionsmedel:
www.sonosite.com/documentation.

Tabell 13 efterlever inte féljande regelverk for desinfektionsmedel:

« EPA-registrering

- FDA 510(k) clearance (steriliseringsvatska, hognivadesinfektionsmedel)
« CE-maérkning

Bekrafta, fore anvandning, att desinfektionsmedlets giltighet ar lampligt for
andamalet.

Tabell 13: Desinfektionsmedels kompatibilitet med system och transduktorer

:?eens:;f::;';::‘?:: Il;r::rungs- Typ Aktiv bestandsdel C8e
AbcoCide 14 USA Vatska Glutaraldehyd A
Accel Plus Kanada Duk Vateperoxid N
Accel TB Kanada Duk Vateperoxid N
Accel Wipes Kanada Duk Vateperoxid A
Aidal Plus Australien Vatska Glutaraldehyd A
Alkacid Frankrike Vatska Glutaraldehyd A
Alkazyme Frankrike Vatska Kvartar ammoniak A
Anioxyde 1000 Frankrike Vatska Perattiksyra N
Anioxy-Twin Frankrike Vatska Perattiksyra N
Aquatabs (1000) Irland Tablett Natriumdikloroisocyanurat A
Aquatabs (2000) Irland Tablett Natriumdikloroisocyanurat A

10



Tabell 13: Desinfektionsmedels kompatibilitet med system och transduktorer (Fortsettes)

:?eens:;f::;';::‘?:: Il;r::rungs- Typ Aktiv bestandsdel C8e
Aquatabs (5000) Irland Tablett Natriumdikloroisocyanurat N
Ascend USA Vatska Kvartar ammoniak A
Asepti-HB USA Vatska Kvartar ammoniak A
Asepti-Steryl USA Spray Etanol A
Asepti-Wipes USA Duk Propanol A
(isopropylalkohol)

Bacillocid rasant Tyskland Vatska Glut./kvartar ammoniak A
Banicide USA Vatska Glutaraldehyd A
Blekmedel USA Vatska NaCl-hypoklorit A
Cavicide USA Vatska Isopropyl A
CaviWipes USA Dukar Isopropanol A
Chlor-Clean Storbritannien  Vatska Natriumdikloroisocyanurat A
Cidalkan Lingettes Frankrike Dukar Etylakohol A
Cidex 14 USA Vatska Glutaraldehyd A
Cidex OPA USA Vatska Orto-ftalaldehyd A
Cidex Plus USA Vatska Glutaraldehyd A
Cleanisept Wipes Tyskland Dukar Alkylammoniumklorid A
Clorox Disinfecting USA Duk Isopropanol A
Wipes

Control Il USA Vatska Kvartar ammoniak A
Coverage Spray USA Spray Kvartar ammoniak A
Denaturerad alkohol USA Vatska Etanol N
DentaSept Frankrike Vatska Kvartar ammoniak N
DisCide Wipes USA Duk Isopropylalkohol A
DisOPA Japan Vatska Orto-ftalaldehyd A
Dispatch USA Spray NaCl-hypoklorit A

1
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Tabell 13: Desinfektionsmedels kompatibilitet med system och transduktorer (Fortsettes)

?eens:;f::;;::‘?:; Il;r::rungs- Typ Aktiv bestandsdel C8e
Dynacide PA Frankrike Vétska Perattiksyra A
End-Bacll USA Vatska Kvartar ammoniak A
Endozime AW Plus Frankrike Vatska Propanol A
Envirocide USA Vatska Isopropyl A
Enzol USA Rengdrings-  Etylenglykol A
medel
Expose USA Vatska Isopropyl A
Gigasept AF Tyskland Vatska Kvartar ammoniak A
Gigasept FF Tyskland Vatska Barnstenssyra N
Gluteraldehyde SDS USA Vatska Glutaraldehyd A
Hexanios Frankrike Vatska Polyhexanid/kvartar A
ammoniak
Hi Tor Plus USA Vatska Klorid A
Hibiclens USA Rengdrings-  Klorhexidin A
medel
Isopropanolalkohol Ej tillampligt Vatska Alkohol N
Kodan Tiicher Tyskland Spray Propanol/alkohol A
Kohrsolin ff Tyskland Vatska Glutaraldehyd A
Korsolex basic Tyskland Vatska Glutaraldehyd N
Korsolex extra Tyskland Vitska Etanol/propanol A
Lem-O-Quat USA Vatska Alkyl/klorid N
LpHse USA Vatska O-fenylfenol A
Lysol USA Spray Etanol N
Lysol IC USA Vatska O-fenylfenol A
Madacide 1 USA Vatska Alkylammoniumklorid A
Matar USA Vétska O-fenylfenol A
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Tabell 13: Desinfektionsmedels kompatibilitet med system och transduktorer (Fortsettes)

:?eens:;f::;';::‘?:: Il;r::rungs- Typ Aktiv bestandsdel C8e

MetriCide 14 USA Vétska Glutaraldehyd A >

MetriCide 28 USA Vétska Glutaraldehyd v'li

MetriZyme USA Rengdrings-  Propylenglykol

medel

Mikrobak forte Tyskland Vatska Ammoniumklorid A

Mikrozid Tyskland Duk Etanol/propanol A

Nuclean Frankrike Spray Alkohol/biguanid A

Precise USA Spray O-fenylfenol N

Prevention Kanada Vitska Vateperoxid N E

Ruthless USA Spray Kvartar ammoniak A ?

Sagrosept Tyskland Duk Proponal A &

Salvanios pH 7 Frankrike Vatska Kvartar ammoniak A

Sani-Cloth HB USA Duk Kvartdar ammoniak A 2

Sani-Cloth Plus USA Duk Kvartdar ammoniak A g

Sekusept Tyskland Vatska Glutaraldehyd A =

Sklar (4) USA Vatska Isopropanol A

Sporicidin USA Duk Fenol A =

Sporicidin USA Vitska Fenol A “;?

Staphene USA Spray Etanol A

Steranios Frankrike Vatska Glutaraldehyd A

Super Sani-Cloth USA Duk Isopropylalkohol N g

Task 105 USA Spray Kvartar ammoniak A g

TBQ USA Vatska Alkyl A

Theracide Plus USA Vatska Kvartar ammoniak A

Theracide Plus Wipes USA Duk Kvartar ammoniak A g
%

13
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Tabell 13: Desinfektionsmedels kompatibilitet med system och transduktorer (Fortsettes)

?eens:;f::;;::‘?:; Il;r::rungs- Typ Aktiv bestandsdel C8e
Tor USA Vatska Kvartdar ammoniak A
Transeptic USA Rengorings-  Alkohol N
medel

Tristel Storbritannien  Vatska Klordioxid A
Tristel Wipes Storbritannien  Duk Klordioxid N
T-Spray USA Spray Kvartdr ammoniak A
T-Spray |l USA Spray Alkyl/klorid A
Vateperoxid USA Vatska Vateperoxid A
Vesphene llse USA Vatska Natrium/o-fenylfenat A
Virex Il 256 USA Vatska Ammoniumklorid A
Virex TB USA Vatska Kvartdar ammoniak A
Virox 5 Kanada Duk Vateperoxid A
Virufen Frankrike Vatska Alkylammoniumklorid A
Wavicide -06 USA Vatska Glutaraldehyd A
Wavicide-01 USA Vétska Glutaraldehyd N
Wex-Cide USA Vatska O-fenylfenol A
A = Godkand

N = Inte godkand (far inte anvandas)
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2uoTtnua utrepnxwv MicroMaxx
2ZUMTTARPpWHA 3 TOU 0dNnyou XpRnong

=T o (V700 1Y/ o PP PPPPPRTPPPPPPIR: 1

F N 1 £ 10 Y] T2 o S SP 1

METPAOEIG KO UTTOAOYIOON w.vuieiieeeeeeeeeeeeeeee e et e eeeeeeeeee ettt s e s e e e e e e e e e e e aaeeeeeeeeeees 2

Y0016 7,4 To SRS 3

AVTIHETWTTION TTPOBANUATWY KO GUVTAPNOT] «eeeeeeeiiiiiiiiiieeeeaaaeeeeeeeeeeeeeeeeeeaaens 10
Eicaywyn

AUTS TO CUPTTAPWUA TOU 08NYyoU XProNG TTAPEXEI TTANPOYOPIEG OXETIKA UE TIG TTAPAKATW
TTPOCOAKES TOU CUCTAUATOS UTTEPAXWY MicroMaxx®:

* Mop@oTtpotréag C8e/8-5 MHz (C8e)

» TOmog ayyelakng e&étaong oe poppotpotréa C11e/8-5 MHz (C11e)

AvaTpé€Te oTOV 00NYO XPONG TOU CUCTAUATOG UTTEPHXWY YIa TTPOCBETEG TTANPOPOPIEG OXETIKA
ME TNV ao@AAEIa Kal yIa TIG XPHOEIG YIa TIG OTTOIEG TTpoOopifeTal, KOBWG Kal yia TNV TTPOEToINATia,
TN XPrion Kai Tn OuvTrPNoN TOU GUCTAUATOG UTTEPHXWV.

ATTEIKOVION

Mop@oTtpoTtréag, TUTTOG £EETAONG KAl TPOTTOG ATTEIKOVIONG
O akbéAoubog TTivakag Trepypd@el ToV TUTTO £££TACNG HOPPOTPOTTEQ KAI TOV TPOTTO ATTEIKOVIONG.

Mivakag 1: Mop@oTtpoTréag, TUTTOG £EETAONG KAl TPOTTOG ATTEIKOVIONG

Tpo1rog ameikoviong

roomtas  cééraons  MMede M wp Z0S CPD Evxpwwo PW oy CW
C8e Muv. X — X X X X X - -
Mai. X — X X X X X - =
MpooTdTng X — X X X X X — —
C11e Ayyelokn X — X X X X X — —

)|SION jjsueq
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MeTpro€Ig Kal UTTOAOYIOHOI

Y1roAoyiopoi
O1 TapakdTw Trivakeg deixvouv Toug UTToAoyiopoUG TTou gival dlaBéaipol avd TUTTo £¢€Taong.

Mivakag 2: YroAoyiopoi yia 1o pop@orpotréa C8e

Tomrog e§éraong YtroAoyiopoi
Muv. MNuv.

OuAdkio
Mai. Mai.
MpooTdTtng Oykog

Mivakag 3: YmroAoyiopoi yia 1o popgotpotréa C11e

Tomrog egéraong YtroAoyiopoi
Ayyelakn MooooTiaia peiwon
Ayyelakn

Por 6ykou
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Ac@dalAsia

KaTteuBuvTiipieg odnyieg yia tn peiwon Twv Ml ko Tl

AkoAouBouv yevikég 0dnyieg yia Tn peiwan Twv MI A Tl. Eav divovTal TTOAATTAEG TTAPAUETPOI,
Ta KOAUTEPQ ATTOTEAETUATA EVOEXETAI VA ETTITEUXOOUV PE TNV TAUTOX POV EAAXIOTOTTOINGN QUTWV
TWV TTOPAPETPWY. Z€ HEPIKOUG TPOTTOUG AEITOUPYIAG, N HETABOAN QUTWY TWV TTAPAPETPWY OEV
Ba etmnpedoel To Ml 10 Tl. O1 peTaBOAEG O€ AANEG TTAPAPETPOUG EVOEXETAI ETTIONG VO
odnyfoouv og peiwon Twv Ml kai TI. NMpooégte 6T eppavidetal n évdeign "MI" ) "TI" oTtn de€id
TAcupd TG 086vng LCD.

ySION

Mivakag 4: Mi

Mop@otpoTrréag BdaBog

e)SUIAS

C8e T
C1le T

L Meiwon A xaunAdtepn pUBUIoN TS TTaPAPETPOU yia TN ueiwan Tou MI A Tou TI.
T AUGEnon i uwnAdTepn PUBUION TNS TTAPAUETPOU Yia TN peiwan Tou MI A Tou TI.

DIIAUYYT

=

ivakag 5: Tl (TIS, TIC, TIB)

Pupioeig EyXpwhou PuBpicesig PW
SuvauikoU Doppler -
Mop@otpoTtréag fc;
Bdbog . =
mAaiciou PRF Bdog =
C8e T 2 T —
Clle T 2 T 1 (B&Bog) 5
c:
! Meiwon /R xaunAdtepn puBUION TNG TTAPAUETPOU yia TN peiwan Tou MI A Tou TI. :7,?
T AUGEnon f upnAdTepn PUBUICN TNG TTAPAUETPOU Yia TN peiwon Tou MI f Tou TI. ©
— Ta dedopéva dev I0XUOUV.
=}
=
B
xt
i
fiis
+H
x



AUgnon Tng OEpUOKPATIAG TNG ETTIPAVEING TOU HOPPOTPOTTEN

O MNivakag 6 TTapabéTel Tn peTpnBeica augnon Tng Bepuokpaaciag NG MMEAVEING TWV
HOPQOTPOTTEWYV TTOU XPNOIYOTTOIoUVTal OTO GUCTNUA UTTEPXWYV O€ aX£on PE Tn Bepuokpaaia
mepIBAAAovTOG (23° C £ 3° C). O1 Bepuokpaacicg petTpriOnkav cup@wva pe 1o TTpéTuTro EN
60601-2-37, evotnta 42, 61T0U T KOUUTTIA EAEYXOU Kal o1 puBpicelg TOTTOBETHBNKAV £T01 WOTE
va ETTITUYXAVOVTAI Ol PEYIOTEG TINEG BEPUOKPOTIOG.

‘EAeyxog 1: O £éAeyxog TnG BepUOKPATiag TNG ETTIPAVEIOG TOU HOPPOTPOTTER GE UAIKO
Tpocopoiwang 1oTou (TMM) Baailetal oto akdAouBo TTpdTuTro: 42.3(a) 1, MéB0dOG eAéyxou B
(IEC 60601-2-37, Tpotrotroinan 1). To 6plio cival augnon kata 10° C atd 1 Bepuokpagia
TEPIBAAAOVTOG, OTTWG PeTpATal aTo TMM, yia To popotpotréa C11e kal augnon katd 6° atrd
TN Bepuokpaacia TepIBAAAOVTOG yia To opoTtpoTréa C8e.

"EAgyxog 2: O £Aeyxog TNG BeppoKpaTiag TNG ETTIPAVEIOG TOU HOPPOTPOTTEQ OTOV aépa
Baaoicetal oto akéAouBo TrpoTuTro: 42.3(a) 2 (IEC 60601-2-37, Tpotrotroinan 1). To 6pio €ivai
auénon katda 27° C amd 1n Bepuokpacia TePIBAAAOVTOG.

Mivakag 6: AdEnon Tng BepUOKPATIag TNG ETTIPAVEING TOU HOPPOTPOTTEN
IEC 60601-2-37

‘EA£VYO C8e C11e
yxos (ecwrepikn xpnon) (eSwTepikn XpNon)
1 57°C 9,2°C
2 14° C 19,7°C

MpoBoAn e§6d0u

Mivakag 7: TpéTrol AeIToupyiag OTOUG OTTOioUG €iTE 0 BEPMIKOG €iTE O PNXAVIKOG BEIKTNG

giva1 >1,0
Mop@otpoTtréag AgikTng 2D/M Mode CPD/Eyxpwpo PW
Doppler
C8e MI Nai Nai Nai
TIC, TIBATIS Oxi Nai Nai
Ctie MI Oxi Oxi Oxi
TIC,TIBATIS Oxi Oxi Nai



Mivakag akouoTIKAG £§660uU

Mivakag 8: Nivakag 2 Mopg@oTtpotréag povrédo C8e TpoT1rog Aeitoupyiag: 2D
Tis Tib
ETikéTO SEiKTN M.l. |Zdpwon| Xwpig ocdpwon c)é(:(f)'én Tic
A aprts1 | Agpr>1
KaBoAikA pEyIoTN TIuA O€iKTN 1,2 (a) — — — (b)
Pr3 (MPa)| 2,66
W (mW) # — — # ‘
§ eNayX. TOU (mW) —
ij,'ur [W.3z1) lta3Z1)]
g‘g ;1 (cm) —
c % pr (cm) _
g % sp (cm)] 1,2
& |de@sp) (cm) —
.% Fe (MHz)] 4,92 # — — — #
A16oT. Tou Ayt X (cm) # — — — #
Y (cm) # — — — #
PD (usec)] 0,413
" PRF (Hz)] 7368
£ |Pr@Pllmax (MPa)] 3,147
£8  [deq@Plies (cm) E
< % EoTiak6 PAKOC FL, (cm) # — — #
F FL, (cm) # — — #
Ipa 3@MI ax (W/cm?)] 256,3
- ‘EAeyxog 1: Tutrog e&étaong |OTtoi00-
‘:.‘," 3 g dnmote
;]g g %—:E)\syxog 2: Ba’ATloTOTToir]on Algiod.
2 S E EAeyxog 3: Bdbog 4,2
< [EAeyxoc 4: MB Off

(a) Autdg o BeiKTNG eV ATTAITEITAI VIO TO CUYKEKPIPEVO TPOTTO AciToupyiag. H Tiun ivar <1.

(B) Autdg 0 HopoTPOTTENG BEV TTPOOPICETAI YIa SIOKPAVIAKES | VEOYVIKEG KEPAAIKEG XPMOEIG.

# Aegv avagépovTtal dedopéva yia auTth Tn ouvenikn Asitoupyiag, KaBwg n KaBoAIKA YEyiaTn T &€ikTn
Oev ava@épeTal yia To Adyo Trou TrapartifeTal. (Mpapuh ava@opdg KaBoAIKAG PEYIOTNG TIUAG OEIKTN.)

— Ta dedopéva dev I0XUOUV YIO AUTOV TO HOPPOTPOTTEQ/TPOTTO AEITOUPYIAG.

SION ysueq

e)SUIAS

DIIAUYYT

WUND9Ad

Xohyyle adyinL

Kl



Nivakag 9: NMivakag 3 MopgoTtpotréag povréAo C8e

Tpomog AsiToupyiag:

‘Eyxpwpo/CPD
Tis Tlb
. L Xwpi
ETikéta deikTn M..  |Zdpwon | Xwpig odpwan cd(::)'gn Tic
Aaprt51 Aaprt>1
KaBoAIKA MEYIOTN TIUN OEIKTN 1,5 1,1 — — — (b)
Pr3 (MPa)] 3,26
" W (mW) 51,10 — — # ‘
8 ehay. Tou (mW) —
P
S [W.321),lta.3Z1)]
3¢ |z (cm) —
o = >
E —
-3 bp (cm)
22 |Zsp (cm)l 1.1 —
35
> deq(Zsp) (cm) —
) Fe (MHz)| 4,79 4,87 - — — r
& AiGoT. ToU Agpr X (cm) 0,32 — — — #
Y (cm) 0,4 — — — #
PD (usec)l 0,766
» |PRF (Hz)] 2439
u\fé_’ Pr@PIlhax (MPa)] 3,92
o
2 8 [deq@Plimax (cm) —
<C % EoTiaké pAkog L, (cm) 1,24 — — #
[S FLy (cm) 2,5 — — #
Ipa 3@Mlpay (W/cm )| 5432
‘EAeyxog 1: Tutrog egetaong | Omroloo- | O1roI00-
OATToTE | ONTTOTE
o g:E)\syxog 2: E1:r|)\. xpwpatog | XaunAd | Meoaio
@ 3 =[EAeyxog 3: Babog 4,2 2,5
“qg g %"E)\ayxog 4: PRF <839 2500
N S 5|EAeyxog 5: ©éon/péyebog Avw/ Katw
<|éyxpwuou TTAaigiou uynAo | pépog/
Kal eupU | TTPOETTIA.
TTAATOG

(a) Autdg o BeiKTNG eV ATTAITEITAI VIO TO CUYKEKPIPEVO TPOTTO AgiToupyiag. H Tiun ivar <1.
(B) AuTtdg o HopoTpoTTéag dev TTpoopICeTal yia SIAKPAVIAKES I VEOYVIKEG KEQAAIKEG XPOEIG.
# Aev avagépovTal dedopéva yia auTth Tn ouvenikn Asitoupyiag, KaBwg n KaBoAIKA YéyiaTn T O€ikTn
Oev ava@épeTal yia To Adyo TTou TrapaTtifeTal. (MFpapuh ava@opdg KaBoAIKAG PEYIOTNG TIUAG OEiKTN.)
— Ta dedopéva dev 1I0XUOUV YIa QUTOV TO JOPPOTPOTTEQ/TPOTTO AEITOUPYIaG.



ysueq

Mivakag 10: Mivakag 4 Mop@oTpotréag poviéAo C8e  Tpomog Asitoupyiag: M-Mode

Tis Tib
. . . f Xwpig
ETikéTa SeikTn M.I. | Zdpwon | Xwpig odpwon ohpwon Tic z
A i< | Agpre>1 =
KaBoAIkA péyioTn TiuA O€ikTn 1,4 — — — (a) (a) &
(b)
Pr.3 (MPa)[ 3,09
W, mw) — — i | H
v - 2
g eNaX. TOU (mW) — z
& [W.31), lta.321))
g
S S |# (cm) —
= —_
-3 Zyp (cm) m
g g Zgp (cm)] 1,1 # z
o) g
= deq(zsp) (cm) # =
% Fe (MHZ)[ 5,05 — — — 7 7 =
Aigot. Tou Ayt | X (cm) — — — # #
Y (cm) — — — # #
PD (usec)| 0,425 >
o PRF (Hz)] 800 ‘,s':’
g P @Pmax (MPa)] 3,75 S
g o
% 4 deq@Pllmax (cm) #
< <% Eotioko pnikog | FL, (cm) — — — #
= FL, (cm) — — — # =
IpA 3@MI o (Wicm?)| 432,5 %r
@ g | EAeyxog 1: Tutrog Pro kai
w = -
X9z ggéTaong Muv.
%’ E‘ § ‘EAeyxog 2: BeAtioTomroinon| Aiciod.
W “ g |'EAeyxog 3: Babog 4,2 B
=
(a) Autdg o BeiKTNG BeV ATTAITEITAI VIO TO CUYKEKPIPEVO TPOTTO AgiToupyiag. H Tiun ivar <1. +
(B) Autdg o popgoTpoTTéag dev TTpoopileTal yia SIOKPAVIAKEG i VEOYVIKEG KEQANIKEG XPrOEIG. &
# Aev avagépovTtal dedopéva yia auTh Tn ouvenkn Asitoupyiag, KaBwg n KOBOAIKA YEyIoTn Tiur OeikTn
Oev ava@épeTal yia To Adyo TTou TrapaTtifeTal. (MFpapuh avag@opdg KaBoAIKAG PEYIOTNG TIUAG OEiKTN.)
— Ta dedopéva dev I0XUOUV YIa QUTOV TO JOPPOTPOTTEQ/TPOTTO AEITOUPYIaG.
i
fiis
B
x



Mivakag 11: Mivakag 5 Mop@otpotréag poviého C8e  Tpotog Asitoupyiag: MaApikod
Doppler (Pulse Wave)

Tis Tib
i . . . Xwpig
ETikéta deikTn M.l. |[Zdpwon| Xwpig cdpwon ohpwon Tic
A aprtS1 Aaprt>1
KaBoAIkA péyioTn TIuA O€ikTn 1,3 — (a) — 2,0 (b)
Pr3 (MPa)] 2,12
W (mW) — # 33,80 # ‘
§ eNAX. TOU (mW) —
5 [W.3z1) lta3Z1)]
g v
S g & (cm) —
Eb —
< g Znp (cm)
Q¥ Zgp (cm) 1,0 1,0
> deq(Zsp) (cm) 0,272
=
»% Fe (MHZ)l 4,79 — # — 4,80 #
AiGoT. ToU Agprt X (cm) — # — 1,12 #
Y (cm) — # — 04 #
PD (usec)] 1,13
" PRF (Hz)] 1008
w% Pr@PH max (MPa)] 2,505
2 8’ deq@P”max (cm) 0,241
<
< % EoTIOKO PAKOG FL, (cm) — # — #
F FL, (cm) — # — #
Ipa 3@MI ax (W/cm?)] 185,2
‘EAeyxog 1: Tutrog e¢étaong | Otroloo- OTr0100-
o onrorte onToTe
g 3 .g ‘EAeyxog 2: Oykog dciypatog | 1 mm 3 mm
‘q>§ %5 %'E)\ayxog 3: PRF 1008 Hz 10417 Hz
2 S 5|EAeyxog 4: ©¢on 6ykou Zwvn 4 Zwvn 4
< |deiypaTog

(a) Autdg 0 BeiKTnNG eV ATTAITEITAI VIO TO CUYKEKPIPEVO TPOTTO AciToupyiag. H Tiun ivar <1.
(B) Autdg 0 HoppoTPOTTENG BEV TTPOOPICETAI YIa SIOKPAVIAKEG | VEOYVIKEG KEPAAIKEG XPMOEIG.
# Aev avagépovTtal dedopéva yia auTth Tn ouvenikn Asitoupyiag, KaBwg n KaBoAIKA YEyiaTn T &€ikTn
Oev ava@épeTal yia To Adyo Trou TrapartifeTal. (Mpapuh ava@opdg KaBoAIKAG PEYIOTNG TIUAG OEIKTN.)
— Ta dedopéva dev I0XUOUV YIO AUTOV TO HOPPOTPOTTEQ/TPOTTO AEITOUPYIAG.
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Mivakag 12: Mivakag 1 Mop@otpotréag povrého C11e Tpoétrog Asitoupyiag: MaApikd
Doppler (Pulse Wave)

Tls Tib
, , . o Xwpig z
ETikéTa BeikTn M.l. |Zdpwon| Xwpig odpwon ohpwon Tlc '_2
A aprtS1 Aaprt>1
KaBoAIKA hEYIOTN TIUN OEIKTN (a) — (a) — 1,8 (b)
Pr.3 (MPa)l  #
" Wy (mW) — # 26,29 # ‘ v
'c9> €AGY. Tou (mW) — 3
ol
8 [W.3Z1) l7a.3(Z1)] ]
\8_ E Z4q (Cm) _
8 E
E —_
c g Zpp (cm)
g Zg, (cm)] # 1,1 u
N deq(Zsp) (cm) 0,236 =
5 [F MH)[ # — 7 - 7,36 # g
™ [MGoT. 10U Agr | X (cm) = 4 — 0,28 7
Y (cm) — # — 0,5 #
PD (usec)] #
o PRF (Hz)] # .'<:
o & |Pr@Pllmax (MPa)l  # o
2 § Jeq@PTmax (cm) 0,226 s
< % Eomiako pAkog | FL, (cm) — # — #
[S FLy (cm) — # — #
lPA 3@MImax (Wiem2)|  # 4
"EAEYXOG 1: TUTTIOC OT0I00- 5
3 ggétaong drmoTe e
§ \g ‘EAeyxog 2: Oykog 2 mm
S g |deiyparog
¢ 3 [EAeyxog 3: PRF 3906 Hz
S § ‘EAgyxog 4: ©¢éon dykou Zwvn 1 oy
3 deiypartog =
N |
xt
(a) AuTog 0 BeikTNG BEV OTTAITEITAI VIO TO CUYKEKPIPEVO TPOTTO Asimoupyiag. H Tipn eivar <1.
(B) Autdg o popgoTpoTTéag dev TTPoopiCeTal yia SIOKPAVIAKEG A VEOYVIKEG KEQANIKEG XPrOEIG.
# Aev avagépovTtal dedopéva yia auTh Tn ouvenkn Asitoupyiag, KaBwg N KABOAIKA PéyioTn Tiur BEiKTN
Oev avagépeTtal yia To Adyo Trou Trapatiferal. (Mpauur avagopds kaBoAIKAG PEYIOTNG TIUNAG OEiKTN.) -
— Ta dedopéva dev I0XUOUV YIa QUTOV TO JOPPOTPOTTEQ/TPOTTO AEITOUPYIaG. B
B
x



AVTIJETWTTION TTPORBANMATWY KOl CUVTAPNON

KaBapiopog kail atroAUpavon HOp@OTPOTTEWYV

10

MNa va atroAUpPdVvETE TO JOPPOTPOTTED, XPNOIMOTTIOINOTE HEB0BO euPRATITIONG i HEBODBO pE

pavtnAdki. Mtropeite va xpnoipoTtroinoeTe Tn p€Bodo euBATITIONG POVO OTNV TTEPITITWON TTOU TO

atmmoAupavTiké oag gival cupBato e auTr). EAEyETE Tnv emofiuavaon Tou TTPoiévTog.
Ma TePIcoOTEPES TTANPOPOPIEG OXETIKA PE TOV KABAPIOUO Kal TNV aTrToAUPavoTn Tou

popgotpotréa C8e, avaTpéfte aTov 00NYO XProNG TOU GUOTAHATOG UTTEPAXWV.
2TOV TTAPAKATW TTIVOKA TTOPATIBEVTAI Ta ATTOAUMAVTIKG TTOU €X0uv eAeyXBei atrd 1n SonoSite.
AvaTpEETE OTO BIKTUAKO TOTTO TNG SonoSite yia evnUEPWHEVEG TTANPOPOPIEG OXETIKA UE TOV

KaBapioud kal TNV atmroAUuavon: www.sonosite.com/documentation.

emTTESOU)
» ‘Eykpion CE

O Mivakag 13 dev TepIAAPPBAVEl TA TTAPAKATW OTOIXEIQ OXETIKA HE TIG
KQVOVIOTIKEG OIOTAEEIG VIO TO ATTOAUUAVTIKA:

* Eyypaogn otnv EPA
* ‘Eykpion 510(k) até tov FDA (uypo atTooTEIPWTIKG, ATTOAUNAVTIKO uynAou

Mpiv a11é TN XPRon, EMPBERAILOTE OTI TO KAVOVIOTIKO KABEGTWG TTOU I0XUEI YIA TO
atmmoAupavTiké appodel otn dIkA oag dIKaIodoaia Kal Xpran.

Mivakag 13: ZupBaToTNTA ATTOAUHAVTIKWY ME TO CUCTNHA KOI TOUG HOPQOTPOTTEIG

AidAupa X000
ammoAUpavong Kai pe Tomrog Evepyd ocuoTartiké C8e
8 mpoéAEuong

Kafapiouou

AbcoCide 14 H.IM.A. Yypo "AouTtapaAdeiion A

Accel Plus Kavaddg MavTtnAdki Ymrepo&eidio Tou M
udpoyodvou

Accel TB Kavaddg MavTnAdki Ymrepo&eidio Tou M
udpoyodvou

Accel Wipes Kavaddg MavTtnAdki Ymrepo&eidio Tou A
udpoyodvou

Aidal Plus AucTpahia Yypo "AouTtapaAdelion A

Alkacide "aAAia Yypo "AouTtapaAdelion A

Alkazyme "aAAia Yypo TeTapTtoTayng aupwvia A

Anioxyde 1000 aAAia Yypod Y1repogIkd oEu M

Anioxy-Twin aAAia Yypod Y1repogIkd oEu M



Mivakag 13: ZupBaToTNTA ATTOAUHAVTIKWY ME TO CUCTNHA KOl TOUG HOPQOTPOTTEIG

AidAupa XGopa
ammoAUpavong Kai pe TUmrog Evepyo cuoTaTtiko C8e
. POoEAEUONG

Ka@apiouoU

Aquatabs (1000) IpAavdia Aiokio AxAwpoicoKuavoupIKod A
VATPIO

Aquatabs (2000) IpAavdia Aiokio ArxAwpoicoKuavoupIKod A
VATpIO

Aquatabs (5000) IpAavdia Aiokio AxAwpoicoKuavoupIKod M
VATPIO

Ascend H.IM.A. Yypo TeTapToTayfg aupwvia A

Asepti-HB H.IM.A. Yypo TeTapTtoTayfg aypwvia A

Asepti-Steryl H.M.A. ZTpél AiBavoAn A

Asepti-Wipes H.IM.A. MavTtnAdki MpoTtravoAn A
(looTrpoTTUAIKA aAKOOAN)

Bacillocid rasant epuavia Yypo "AoutapaAdelion/ A
TeTapTtoTayng aupwvia

Banicide H.IM.A. Yypo "AouTtapaAdelidn A

Cavicide H.IM.A. Yypo lootrpoTTUAIO A

CaviWipes H.IM.A. MavTtnAdki looTTpoTTavOAn A

Chlor-Clean Hvwpuévo Yypo AixAwpoicoKuavoupIKo A

BagiAeio VATPIO

Cidalkan Lingettes "aAAia MavTnAdki AIBUAIKA aAKOOAN A

Cidex 14 H.IM.A. Yypo "AouTtapaAdelidn A

Cidex OPA H.M.A. Yypo OpBoPBaAdEeldN A

Cidex Plus H.M.A. Yypo "AouTaopOASETdN A

Cleanisept Wipes epuavia MavTtnAdki AAKUAO XAwpiouxo A
AUPWVIO

Clorox Disinfecting H.M.A. MavTnAdki lootTpotTavoAn A

Wipes

Control 1l H.M.A. Yypo TeTapTtoTayrg aypwvia A

Coverage Spray H.M.A. 21pél TeTapTtoTayfg aypwvia A

DentaSept aAAia Yypo TeTapTtoTayfg aypwvia M

DisCide Wipes H.MN.A. MavTtnAdki [oOTTPOTTUAIKF) 0AKOGAN A

1

SION ysueq

e)SUIAS

DIIAUYYT

WUND9Ad

Xohyyle adyinL

Kl
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Mivakag 13: ZupBaToTNTA ATTOAUHAVTIKWY ME TO CUCTNHA KOl TOUG HOPQOTPOTTEIG

AI('!)\U’}JG Xcopa ] ] )
ano)\upavo’ng Kal POEAEUTTC Totrog Evepyb ocuoTaTiko C8e
Ka@apiouoU
DisOPA laTTwvia Yypd OpBoPBaAdelidn A
Dispatch H.IM.A. 2TTPEl YmoxAwpiwdeg NaCl A
Dynacide PA aAAia Yypod Y1repogIkd oEu A
End-Bac Il H.IM.A. Yypo TeTaproTayfg aypwvia A
Endozime AW Plus "aAAia Yypo MpoTtravoAn A
Envirocide H.IM.A. Yypo lootrpoTTUAIO A
Enzol H.IM.A. KaBapioTikd  AIBUAevoyAUKOAN A
Expose H.IM.A. Yypo lootrpoTTUAIO A
Gigasept AF eppavia Yypo TeTapToTOYNAG APPWYIA A
Gigasept FF eppavia Yypo Bersteinsaure M
Gluteraldehyde SDS H.M.A. Yypod "AouTtapaAdeiion A
Hexanios aAAia Yypod MoAueavidio/ A
TeTapTOoTAYAG APPWYIA
Hi Tor Plus H.IM.A. Yypo XAwpidio A
Hibiclens H.M.A. KaBapioTikd  XAwpe€Idivn A
Kodan Tlcher eppavia 2TTPéEl MpotravoAn/AAk6oAn A
Kohrsolin ff epuavia Yypod "AouTtapaAdelion A
Korsolex basic eppavia Yypo "AouTtapaAdelion M
Korsolex extra eppavia Yypo Ai1BavoAn/TpotravoAn A
Lem-O-Quat H.M.A. Yypo AAKUAMIO/XAwpidlo M
LpHse H.M.A. Yypo O-paivuh@aivoAn A
Lysol H.M.A. 2Tpél AiIBavoAn M
Lysol IC H.M.A. Yypod O-paivuh@aivoAn A
Madacide 1 H.M.A. Yypod AAKUAO-xAwpIoUxo- A
QUPWVIO
Matar H.M.A. Yypo O-paivuh@aivoAn A
MetriCide 14 H.M.A. Yypd "AouTtapaAdeiion A
MetriCide 28 H.M.A. Yypd "AouTtapaAdeiion A



Mivakag 13: ZupBaToTNTA ATTOAUHAVTIKWY ME TO CUCTNHA KOl TOUG HOPQOTPOTTEIG

AidAupa

ano)\ﬁpavo’ng Kol ﬁ?gg)\suong Totrog Evepy6 ouoTtariké C8e
Ka@apiouoU

MetriZyme H.IM.A. KaBapioTikd  MpoTruAevoyAUKOAN A
Mikrobak forte eppavia Yypo XAwpPIoUXO auuwWVIO A
Mikrozid epuavia MavTnAdki AiBavoAn/TpotravoAn A
Nuclean MaAAia 2TTPEl AAkoOAn/Biguanide A
Precise H.IM.A. 2TTPEl O-paivuA@aivoAn M
Prevention Kavaddag Yypo YTrepogeidio Tou M

udpoydvou
Ruthless H.IM.A. 2TTPEI TeTaproTayng aupwvia A
Sagrosept eppavia MavTnAdki MpotrovdaAn A
Salvanios pH 7 "aAAia Yypo TeTapToTayng aupwvia A
Sani-Cloth HB H.MN.A. MavTnAdki TeTapTOoTAYAG AUUWYVIO A
Sani-Cloth Plus H.IM.A. MavTnAdki TeTapTtoTayng aupwvia A
Sekusept epuavia Yypod "AouTtapaAdelion A
Sklar (4) H.M.A. Yypod lootTpoTTavoAn A
Sporicidin H.MN.A. MavTnAdki daivoAin A
Sporicidin H.M.A. Yypd daivoAin A
Staphene H.M.A. ZTpEl AiBavoAn A
Steranios aAAia Yypod "AouTtapaAdelion A
Super Sani-Cloth H.M.A. MavTtnAdki [oOTTPOTTUAIKF) dAKOOAN M
Task 105 H.M.A. 21pél TeTapTtoTayrg aypwvia A
TBQ H.M.A. Yypo AAKUAIO A
Theracide Plus Wipes  H.IM.A. MavTtnAdki TeTapTtoTayfg aypwvia A
Thericide Plus H.IM.A. Yypo TeTapTtoTayfg aypwvia A
Tor H.IM.A. Yypo TeTapTtoTayrfg aypwvia A
Transeptic H.M.A. KaBapioTikd  AAkoOAn M
Tristel Hvwpuévo Yypo Aloggidlo Tou xAwpiou A
Baoaileio

13
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Mivakag 13: ZupBaToTNTA ATTOAUHAVTIKWY ME TO CUCTNHA KOl TOUG HOPQOTPOTTEIG

AidAupa

; Xwpa , , .
ano)\upavo’ng Kal POEAEUTTC Totrog Evepyb ocuoTaTiko C8e
Ka@apiouoU
Tristel Wipes Hvwpévo MavTtnAdki Al10&eidIo Tou xAwpiou M

BaaiAelo

T-Spray H.IM.A. 2TTpEl TetapToTayng appwvia A

T-Spray Il H.IN.A. ZTpél AAKUAIO/XAwpidIo A

Vesphene llse H.M.A. Yypd NAaTpI0/0-@aIVUAPAIVIKO A
o&u

Virex Il 256 H.IM.A. Yypo XAwpIoUXo auuwVvIo A

Virex TB H.IM.A. Yypo TeTapTtoTayfg aypwvia A

Virox 5 Kavaddg MavTnAdki Ymrepo&eidio Tou A
udpoydvou

Virufen "aAAia Yypo AAKUAO-xAwpIOUXO- A
APPWVIO

Wavicide -01 H.IM.A. Yypo "AouTtapaAdelion M

Wavicide -06 H.IM.A. Yypo "AouTtapaAdeiion A

Wex-Cide H.M.A. Yypd O-@paivuA@aivoAn A

looTTPOTTaVOAN pn dloBéoiyo  Yypo AAKOOAN M

XAwpivn H.IM.A. Yypo YmoxAwpiwdeg NaCl A

Ymrepoteidio Tou H.M.A. Yypod Ymrepo&eidio Tou A

udpoyodvou udpoyodvou

MeTouaiwpévn H.M.A. Yypoé AiBavoAn M

QaAKOOAN

A = ATToOeKTO

M = Mn a1modekTd (UNV TO XPNOIUOTIOIEITE)
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YneTpassyKoBada cuctema MicroMaxx
ononHeHue 3 K pPyKOBOACTBY Nosb3oBaTenAa

BBEAEGHME . 1

BUBYAIUBALIMA .o 1

MBMEPEHUA N PACHETDB «eeieeiiieeeeiiieeeeeetteeee e e sttt ee e e e sntte e e e e snbee e e e e snte e e e e ennnreeeeeennnes 2

Y =T o SN o 1o o]y - Lol o o3 1 TR 3

YcTpaHeHue HenonazioK U TEXHUYECKOE OOCTYIKUBAHUE .......cceeueereeeeereeenneanennn. 10
BeeneHue

B HacToAwlem A0NoNHEHWN K PYKOBOACTBY NMoNnb3oBarend U3jioXxxeHa VIH(])OpMaLWIFI [0}
cneAyrownx AONOJIHUTENbHBIX KOMMOHEHTaX yﬂpraSByKOBOﬁ CUCTEMBbI MicroMaxx®:

« [Hatunk C8e/8-5 MIL (C8e)

» WUccnepnosaHune cocynos ¢ nomollbo garunka C11e/8-5 Mlu (Clle)
ﬂOI‘IOJ‘IHMTeﬂbHyPO VIHC])OpMaU,VIPO 0 Mepax 6e3OI'IaCHOCTM, BapuaHTax NnpumMmeHeHuA,
noAarotoBke, UCNOJIb3OBAHUU U TEXHNYECKOM OéCJ‘Iy)KVIBaHVIVI yﬂpraSByKOBOﬁ CUCTEMbI
CM. B pyKOBOZCTBE NnoJib3oBarend yﬂpraSByKOBOVI CUCTEMbI.

Busyanusauua

JatuuK, TN UccnegoBaHUA U pexum susyanusauuun

CJ'IGLIYPOLLIaH Tabnuua COAEPXUT AaHHbIE NO TUMY UccneaoBaHnAa U pexumy smsyanusaunm
AaTyunka.

Tabn. 1: AdaTuuk, TN UccneaoBaHUA U pexum Busyanusayguu

Pexum Bu3yanusauuu

Tun 2D 2D TDI
JAaTtumK uccnenosawms M Mode THI MB 2DS CPD Color PW PW cw
C8e Gyn X — X X X X X - —
(TMHexonorwuaA)
OB X — X X X X X - —
(AKyLlepcTBO)
Prostate X — X X X X X — -
(Mpocrata)
Ctie Vascular X — X X X X X — —
(Cocyabl)

)SION ysueq

B)SUaAS

m
<
i)
<
=
a.

Xohyyle adyinL

Kl



U3mepeHUs U pacuéThbl

PacuéTnl

B cnefyrownx Tabnuuax npuBeaeHbl 40CTYyMNHbIE BUAbI paCL-IéTOB, crpynnupoBaHHbIe Mo TUny
nccneaoBaHuA.

Tabn. 2: PacuéTbl ana gatumMKa C8e

Tun uccnepoBaHuA PacuéTnl
Gyn ([MHekonoruA) lMHekonorua
donnunkynbl
OB (AkyLLepcTBO) AKyLLepcTBO
Prostate ([MpocTara) O6béMm

Tabn. 3: Pacuétbl Ana aatumka Clie

Tun uccnegosaHuA Pacuétbl
Vascular (Cocyabl) MpoueHTHoEe yMeHbLLeHne
Cocyabl

OG6BEMHBIV KPOBOTOK



ysueq

Mepbl 6e3onacHOCTH

YKa3aHuA no cHUXeHuro 3HaueHun Ml (mexaHnuekun nHgexc) u Tl
(TennoBon UHAEKC)

o =z
Huxke n3noxeHbl 06LUMe yKasaHUs Mo CHUKeHUto 3HadeHuid Ml v T1. Mpu Hanuuum HECKONbKUX ]
napamMeTpoB HauyyLLUX pesynsTatoB MOXKHO AOCTUYb OAHOBPEMEHHON MUHUMU3ALUEHR ITUX %
napameTpoB. B HEKOTOPLIX peXxnMax U3MeHeHne 3TUX napameTpoB He ByAeT okasblBaThb
BAMAHUA Ha 3HadeHna Ml u Tl. UsmeHeHne apyrvx napamMmeTpoB TaKXKe MOXKET Bbi3biBaTb
CHWXeHue 3HaueHuit Ml u Tl. Obpatute BHUMaHWe Ha oTobpaykeHue 3HadeHun ‘M1’ v ‘TI' B
npason yactn XXK-akpaHa. o
<
Tabn. 4: Mi g
=
Y
Jatumk my6unHa
C8e T
Ctte T T
:
1l YMeHbLIMTE UnK CHU3LTE 3HaYeHMe napameTpa And CHUXeHUA 3HadeHna Ml uan TI. ;
a.

T YBenuubTe WM NOBLICLTE 3HAYEHWE napamerpa ana CHWxeHua 3HadeHna Ml vnm TI.
Tabn. 5: TI (TIS, TIC, TIB)

3HaueHWs NnapamMeTpoB B

MapameTpsl
AOonJIepoBCKOM pex1ume LLBeTHOro
pexuma PW
3HepreTUyecKoro KapTupoBaHua
Jdatumk
my6uHa
v PRF rmy6una
OKHa
C8e T l T — =
=
L3
Clle T 2 T 1 (Mhy6una) ?
1 YMeHbLuMTE MnK cHM3bTe 3HaueHue napamertpa ana CHWXeHuA 3Hadenma Ml vnu TI.
T VBenuusTe U NOBLICKTE 3HAYEHWE NapaMeTpa ANnA CHKeHUA sHadeHna Ml uam TI.
— JlaHHble HeENpUMEHUMBI.
T}
k=
|
xt
b
i
|
xt



MNMoBbilLeHUe TeMmnepartypbl NOBEepXHOCTU AaTUUKa

Tabn. 6 cOAePIKUT pesynbTaTbl USBMEPEHUI NOBLILLEHWA TEMNEPATYPLI NOBEPXHOCTHU JATUMKOB,
UCMONb3yEMbIX B YNbTPA3BYKOBOM CUCTEME, MO CPABHEHUIO C OKPY>KatOLLEN TeMnepaTypom
(23°C % 3°C). YKazaHHble TeMnepatypbl ObinM M3MepeHbl B COOTBETCTBUM C TpeBoBaHUAMM
cranaapta EN 60601-2-37, pasgen 42, npu 9TOM 3NeMeHThI YpaBieHna U 3HaYeHna
napamMeTpoB HACTPOWKK BbiNM YCTAHOBNEHbI TaKUM 00pas3oM, YToObI 06ecneynTs Harpes 4o
MaKCUMMasbHbIX TEeMNeparyp.

TecT 1. [TpoBepka TemnepaTypbl NOBEPXHOCTM AaTuMKa HA TKAHESKBUBANIEHTHOM Martepuane
(TMM) ocHoBbIBaeTCA Ha cneayrowlem ctaHgapte: 42.3(a) 1, meToa Tectuposanua B

(IEC 60601-2-37, Amendment 1) lMpeaen coctasnAeT noBbiWeHWe Temneparypbl Ha 10°C
MO CPaBHEHMWIO C OKpY»Karowlen npu nameperun Ha TMM ana gatunka C11e n Ha 6° anA
Aatunka C8e.

TecT 2. [MpoBepka Temnepartypbl NOBEPXHOCTU AaTyMKa OCHOBbLIBAETCA Ha CreayoLemM
ctaHaapTe: 42.3(a) 2 (IEC 60601-2-37, Amendment 1). lpeaen coctaBnaeT NoOBbILLIEHWE
Temneparypbl Ha 27 °C N0 CPaBHEHUIO C OKPYXKaOLLIEN.

Tab6n. 6: MoBbiLeHUe TeMnepaTypbl NOBEPXHOCTH AaTUMKa COrNacHO CTaHAapTy
IEC 60601-2-37

C8e Cile
Tect (BHYTpeHHee (HapyMHoOe
npuMeHeHue) npuMeHeHue)
1 5,7°C 9,2°C
2 14°C 19,7°C

OTobpareHne ypoBHA BbLIXOAHOrO CUrHana

Tabn. 7: Perumbl, B KOTOPbIX TENIOBOW MU MEeXaHUUECKUM UHAEKC > 1,0

Hatumnk Wnnexc M?\:I)o/de gzlg/r DOFI,)VI;I"?r

C8e Mi Ha Ha Ha
TIC, TIB unu TIS Het Ha Ha

C1ile MI Her Her Hert
TIC, TIB unn TIS Hert Hert Ha



Tabnuua akycTUUECKOM MOLLUHOCTH

Ta6n. 8: Tabn. 2 Moaenb gaTumka C8e Pa6ouuit perum: 2D (2-XMepHBIit)
Tis Tib
Non-
MeTKa UHAEKca M.I. | Scan Non-scan scan | Tle
A aprtS1 Aaprt>1
3Ha4yeHne nHaeKca rnodanbLHoro 1,2 (a) — — — (b)
MaKcumyma
Pr3 (MMa)] 2,66
Wy (mBT) # — — # |
< MWH. 13 (MBT) —
Sos  |Wa@i) sz
% x % Z4 (cm) —
5 T 2(Zp (cm) —
[
38 & Zsp emy| 1.2 —
9 ® |deq(Zsp) (cm) —
© Fe M| 492 | # — — — 7
Pa3M.Aap“ X (cm) # — — — #
Y (cm) # — — — #
PD (mkcek)| 0,413
PRF (Tw)| 7368
g P @PIlhax (MNa)j 3,147
§ T [deq@Plinay (cm) —
&2 [PokycHoe FL, (cM) # — — #
S S |paccronne
= FL, (cm) # — — #
[pp 3@MI oy (Bt/em?)] 256,3
JOnemMeHT ynpasneHua 1: Jlrobown
© o & Tun uccneaoBaHua
T £ I |OnemeHT ynpasnenua 2: Pen
§ ¢ = |OnTUMM3aums
Q 2 & BnemeHT ynpasneHun 3: 42
O © S |Mmy6una
OnemeHT ynpasnexuna 4: MB | Beikn.

(a) SToT UHAEeKC He TpebyeTcH Ans AaHHOTO paboyero peXkuma; sHaueHue paBHo <1.

(b) 3TOT AaTUMK HE NpeAHa3HaYeH AnA TPaHCKPaHWanbHOMO MK HEOHATANIbHOMO KPaHUasibHOro
NPUMEHEHHA.

# ,D,J'Iﬂ 3TOro pexxmMma paéOTbI HET OTYETHbIX AaHHbIX, MOCKOJIbKY 3Ha4YeHWe nHaeKkca rno6anbHoro
MaKCUMMyMa OTCYTCTBYET MO yKa3aHHOM npuunHe. (CM. CTPOKY CO 3HaueHUeM uHAeKca rnobanbHoro
MaKkcumyma.)

— [JlaHHble HENPUMEHUMBI K 3TOMY AATUYMKY/PEXUMY.
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Tabn. 9: Taén. 3 Mogenb aatunka C8e

Pa6ouui peum: Color/CPD

Tis Tib
Non-
MeTKa MHAEKca M.L. Scan Non-scan scan | TI6
AaprtS1 Aaprt>1
3HaYeHne nHaekca rnooanbHoro 1,9 1,1 — — — (b)
MaKkcumMmyma
Pr3 (MlTa) 3,26
o W (mBT) 51,10 — — # |
px & [MUH. 13 (mBT) —
3§ |[Weaze) lras@s)]
%2 Z4 (cm) —
§’§ Zquury watch (cm) —
lgl-_g § Zgp (cm) 1,1 —
8 = deq(Zsp) (cm) —
O :>:, Fe (M) 4,79 4,81 — — — #
© Pasm. Ayt X (cm) 0,32 — — — #
Y (cm) 0,4 — — — #
PD (mrcek)] 0,766
PRF ()] 2439
% P@PIlax (MMTa) 3,92
& T [deq@PThmax (cm) —
& S [PokycHoe FL, (cm) 1,24 — — #
H & |paccrosHue
= FL, (cm) 25 — — #
IPA.S@MImax (BT/CMz) 543,2
SNeMeHT ynpasneHua 1: Bua JTroboun JTroboun
% MCCneA0BaHMs
o ONeMeHT ynpaBneHusa 2: Low Med
2 @ |Color Opt (Huskuit) | (CpeaHui)
& 2 [GnemenT ynpasnenua 3: 4,2 2,5
g = |My6uHa
8 T [GnemeHnt ynpasnexus 4: PRF <839 2500
“g’ OnemMeHT ynpasneHua 5: Beepxy/ Bruay/
2 |MonoxkeHune/pasmep Bbicokoe n Onp.
® |uBetoBoro okHa LUMPOKOE | LUMpHHA

(a) SToT UHAEKC He TpebyeTcH Ans AaHHOTO pabouyero peXkuma; sHaueHue paBHo <1.
(b) 3TOT AaTUMK HE NnpeAHa3HaYeH AnA TPaHCKPaHWanbHOMo MK HEOHATANIbHOMO KPaHUasibHOro

NPpUMeHeHuA.

# ,El]'lﬂ 9TOro pexmMma paéoTbI HET OTYETHbIX AaHHBbIX, NOCKOJIbKY 3Ha4YeHne nHAeKca rno6ansHoro

MaKCMMyMa OTCYTCTBYET NO yKaSaHHOVI NpUYnHe. (CM CTPOKY CO 3Ha4YeHneM UHAEeKca rnobanbHoro

MaKkcumyma.)

— JlaHHble HENMPUMEHWUMBI K STOMY AaTUUKY/PEXKUMY.
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Ta6n. 10: Tabn. 4 Mogenb natunka C8e Pa6ouuii pexxum: M-Mode (M-pexum)
Tis Tib
MeTKa MHAEK M.I Scan Non-scan Non- | o)
eTHa UHAeKca L scan c
)
AaprtS" Aaprt>1 =
-~
3HaueHWe MHAeKca rnodanbHoro 1,4 — — — (a) (a) &
MaKcumyma (b)
Pr3 (MMa)] 3,09
W (MBT) — — # # ‘ ®
MWH. 13 (mBT) — W
= >
Sox [W.321) lta.3(Z1)] x
Q 2 2z, (cm) —
252
§ % g Zyp (cm) —
lg!g % © Zsp (cm) 11 # E
8% |deal@sp) (om) # E
Fe (Mru)l 5,05 — — — # # z
Pasm. Agprt X (cm) — — — # #
Y (cm) — — — # #
PD (mkcek)| 0,425
PRF (fw)] 800
o
. Pr@PIl 1 ax (MMa)] 3,75
c ©
2 deq@Pllnay (cm) #
TS |Pok _ — —
& yCHOEe Ly (cm) #
T |paccroAHue L, (cw) — — — #
lpa 3@MI oy (BT/CM2 432,5 =
AnemeHT ynpasnexua 1: Pro u «:;r
0w < |Bua uccnegosanus Gyn
I
T & &|OnemMeHT ynpaenenus 2: Pen
£ 2 S|Onmmusauns
33 g OnemeHT ynpaenexna 3: 4,2 5
Mmy6uHa B
|
(a) OToT MHAEKE He TpebyeTcA anA faHHOro paboyero pexxuma; 3HauyeH1e paBHo <1. ®
(b) OTOT AaTUMK HE NpeaHa3HAYeH AnA TPaHCKPaHWanbHOMo MK HEOHATANIbHOMO KpaHUanbHOro
npuMeHeHunA.
# ﬂ]‘lﬂ 9TOro pexmMma paéOTbI HET OTYETHbIX AaHHbIX, MOCKOJIbKY 3Ha4YeHWe nHaeKca rno6anbHoro
MaKCUMyMa OTCYTCTBYET N0 yKasaHHoW npuumHe. (CM. CTPOKY CO 3HAYEHWEM UHAEKcA robansHOro w
MaKcumyma. ) fiis
— [JlaHHble HEMPUMEHWUMBI K 3TOMY AaTUYUKY/PEXMUMY. E



Ta6n. 11: Tabn. 5 Mogenb aaTumMka C8e Pa6ouwii pexum: Pulse Wave Doppler
(MMNYNbCHO-BONHOBOW AONIEPOBCKUI PEHUM)

Tls Tlb
Non-sca
MeTKa MHAEKca M.l Scan Non-scan n Tlc

A aprtS" Aaprt>1

3HayeHne nHaeKca rnodanbHoro 1,3 — (@) — 2,0 (b)
MaKkcumMmyma
s [Pr3 (Mha)l 212
é Wy (MBT) — # 33,80 #
Z MWH. 13 (mBT) —
S [[W.azi),ltas@i)]
s 5 [z (cm) -
% § Zop (cm) —
g © ZSp (cm) 1,0 1,0
g deq(Zsp) (cm) 0,272
'g [ (Mru)] 4,79 — # — 4,80 #
'é Pasm. Agprt X (cm) — # — 1,12 #
O Y (cm) — # — 0,4 #
PD (mkcek)] 1,13
« |PRF (ru)] 1008
z S |Pr@Pllimay (MMa)| 2,505
% 2 deq@Pllyax (cm) 0,241
< & [PokycHoe FL, (cm) — # — #
L |paccTofaHune FL, (cm) —_ # —_ #
Ipa 3@MI 0y (Bt/cm?)] 185,2
onemeHT ynpasnenua 1: Bua | Jliobou Jlrobom
“ccnenoBaHunA
Q g |OnemeHT ynpasneHua 2: 1 MM 3 MM
[ -
£ T |KoHTponbHbIN 06beM
g 2 |OnemeHt ynpaenenus 3: PRF| 1008 'y 10417 Tu
3 & |OnemeHT ynpasneHus 4: Zone 4 Zone 4
Mo3unumnA KOHTPONBLHOIO (BoHa 4) (BoHa 4)
obbema

(a) SToT UHAEeKE He TpebyeTcA Ans AaHHOTO paboyero peXkuma; sHaueHue paBHo <1.

(b) 3TOT AaTUMK HE npeAHa3HaYeH AnA TPaHCKPaHWanbHOMO MK HEOHATANbHOMO KPaHUasibHOro
NPUMEHEHHUA.

# ,D,J'Iﬂ 9TOro pexmMma paéOTbI HET OTYETHbIX AaHHbIX, MOCKOJIbKY 3Ha4YeHWe nHaeKkca rno6anbHoro
MaKCUMMyMa OTCYTCTBYET MO yKa3aHHOM npuumHe. (CM. CTPOKY CO 3HaueHUeM UHAeKca rnobanbHoro
MaKkcumyma.)

— [JlaHHble HENPUMEHUMBI K 3TOMY AATUYMKY/PEXUMY.
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Tabn. 12: Tabn. 1 Mogenb gaTumka Clle Pa6ouun pexunm: Pulse Wave Doppler
(MMNYNbCHO-BOIHOBOMW JOMNNIEPOBCKUN PEHUM
Tis Tib
MeTKa uHaeKca M.l. | Scan Non-scan Non-scan | Tic
=z
A apl’tS1 Aapl’t>1 3
3HayeHne nHaekca rnobanbHoOro (a) — (@) — 1,8 (b) =
Makcumyma
L (MMa)|  #
5 Wy (mBT) — # 26,29 # |
) ()]
Z MWH. 13 (MBT) —_ 5
S [[W.32zq) ltazy)] 2
o A
® B |21 (cm) — )
I
3 § Zyp (cm) —
g S |Zgp (em)] # 1,1
E deq(Zsp) (cm) 0,236 E
E? Fe (MIu)] # — # — 4,36 # 3
5 [Pasm. Agpn X (cm) — # — 0,28 # z
@] Y (cm) — # — 0,5 #
PD (MKcek)] #
« |PRF (Twy #
= % P@Plax (MMa)] #
@
% = deq@Pllmax (cm) 0,226
< & |PorycHoe FL, (cm) — # — #
L |paccTofHue FL, (cw) —_ # —_ #
lpa 3@Mlp oy (Briem?)| #
© OneMeHT ynpasnenua 1: Bug Jlrobou =
3 nccneaoBaHuA ';Er
a§> % OnemMeHT ynpasneHus 2: 2 MM B
& c KoHTponbHbIA 06bEM
2 3 OnemeHt ynpaenenus 3: PRF 3906 I'u
% 2 [3nemeHT ynpasnenus 4: Zone 1
5 > IMo31uUMA KOHTPONBHOTO (BoHa 1) B
3 |ob6bema =
|
(a) O10T MHAeKe He TpebyeTca Ana AaHHOro PaBoyero pex1MmMa; 3HauYeHne pasHo <1. xt
(b) OTOT AaTUMK HE NpeAHa3HaYeH AnA TPaHCKPaHWanbHOMO MK HEOHATANbHOMO KpaHUaibHOro
NPpUMeHeHuA.
# [na atoro pexxuma paboTbl HET OTUYETHBIX AaHHbIX, MOCKOMbKY 3HAYEHWE WHAEKCA rNoBanbHOro
MaKCUMMyMa OTCYTCTBYET MO yKa3aHHOM npuunHe. (CM. CTPOKY CO 3HaueHUMeM UHAeKca rnodanbHoro '
MaKkcumyma.) o=
— [JlaHHble HeNPUMEHUMBI K 3TOMY AaTUUKY/pexumy. B
xt
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Jns aesaMHpeKUMn AaTUMKOB UCTIONb3YITE METOA NOrPYXEHUs Uiu NpoTupanua. Meton
MOrPY»KeHUA MOXHO MCMOMb30BaTh TOMLKO B Criyyae, ecnu Ae3vH(EKTaHT A0MYyCKaeT ero
npumMeHeHue. MpoBepbTe MAPKUPOBKY Ha U3AENUM.

JononHuTtenbHble cBeAeHUA 0 YUUCTKe W Ae3uHpeKUMn fdaTunka C8e cM. B pyKOBOACTBE
nonb3oBaTens ynsTpasByKOBOM CUCTEMBI.

B cneaytowei Tabnvue nepedncneHbl 4e3MHPEKTAHTLI, IPOTECTUPOBAHHbLIE KOMMaHWEN
SonoSite. O6HoBRAEMYO MHGOPMALMIO MO BLINOMHEHUKO YUCTKM U UCMONB30BAHUIO
Ze3MHPEKTAHTOB CM. Ha Beb-caitTe komnaHuu SonoSite no aapecy:
www.sonosite.com/documentation.

Tabn. 13 He COAEPXKMT CneayroLLyo HOPMAaTUBHYH MHGOPMALMIO O
Je3nHPpeKTaHTax:

+ Peructpauuna B YnpasneHun no oxpaHe okpyxarowen cpeabl CLLA (EPA)

» Ceptudwmrar cootsetcteua FDA 510(k) (»knakui ctepunusatop, Ae3MHPEKTaHT
BbICOKOIO YPOBHA)

» PaspeweHnne Coseta Esponbl (CE)

Mepea Hayanom ucnonb3oBaHWsa yéeauTech B TOM, YTO HOPMATUBHO-NPABOBOWM

cTaTyc Ae3nHpEeKTaHTa COOTBETCTBYET TpeboBaHUAM, AEMCTBYHOLLMM B

topucankummn Baliero npebbiBaHus, U XapaKTepy ero UCrnosib3oBaHus.

Ta6n. 13: COBMeCTUMOCTb e3MHPEKTAHTOB C CUCTEMOW U AaTUMKaMK

CpenctBo ansa CtpaHa

Ae3uHpeKUUn n npoucxom- Tun AKTUBHBIN UHITPEAUEHT C8e

UUCTKH AeHuna

AbcoCide 14 CLIA Xunakoctb MmioTapanbaerna A

Accel Plus Kanana Cpeacteo ana  [Nepekucb Bogopoaa N
npoTUpaHua

Accel TB KaHana Cpeactso ana  [epekncb Boaopoaa N
npoTUpaHua

Accel Wipes KaHana Cpeacteo ana  [Nepekucb Bogopoaa A
npoTUpaHua

Aidal Plus ABsctpanua  XXuakoctb Mmrotapanbaerna A

Alkacide ®paHuuma unakoctb Mmrotapanbaerna A

Alkazyme ®paHuumna unakoctb YeTtB. amMMOHHEBOE A

coeanHeHune



Ta6n. 13: COBMeCTUMOCTb fe3MHPEKTAHTOB C CUCTEMOW U AaTUUKaMK

CpeactBo aAnA CtpaHa
Ae3nHdpeKunu 1 npoucxom- Tun AKTUBHbIA UHrpeaneHT  C8e
UMCTKH AeHud
Anioxyde 1000 ®paHuuma unakoctb MepykcycHana kucnota N
Anioxy-Twin ®paHuuma Xunakoctb MepykcycHana kucnota N
Aquatabs (1000) UpnaHauna TabneTka Junxnopusounanypat A
HaTpuA
Aquatabs (2000) UpnaHauna TabneTka Junxnopusounarypar A
HaTpuA
Aquatabs (5000) UpnaHauna TabneTka Junxnopusounanypat N
HaTpuA
Ascend CLLA uakoctb YetBepTuuHoe A
aMMOHMeBOEe
coeavHeHune
Asepti-HB CLLA unakoctb YeTBepTuuHoe A
aMMOHHeBOE
coeavHeHune
Asepti-Steryl CLA A3sposonb OTtaHon A
Asepti-Wipes CLLA Cpeacteo ana  [Nponaxon A
npoTUpaHua (M3onponunoBbIk CAMPT)
Bacillocid rasant lepmanun unakoctb Mmtot./ Yets. A
amMMOHHeBOEe
coeavHeHune
Banicide CLLA Xunakoctb Mmrotapanbaerna A
Bleach CLLA XXunakocTtb MMnoxnoput NaCl A
Cavicide CLLA XXunakocTtb Msonponun A
CaviWipes CLLA Candetkn ana  MsonponaHon A
npoTUpaHua
Chlor-Clean Benwuko- XXunakocTtb Juxnopusounanypat A
6puTaHun HaTpuA
Cidalkan Lingettes ®paHuuma Candetkn ana OTUNOBbLIM CNMPT A
npoTUpaHua
Cidex 14 CLLA XunakocTtb [moTapanbaerna A
Cidex OPA CLLA XXuakoctb OpTtogTaneBbii A
anbaerna

)SION ysueq

B)SUaAS

m
s
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a.

Xohyyle adyinL

Kl
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Ta6n. 13: COBMeCTUMOCTb e3MHPEKTAHTOB C CUCTEMOW U AaTUMKaMK

CpeactBo aAnA CtpaHa
Ae3UuHPEeKUUU U npoucxom- Tun AKTUBHBIA UHTPEAUEHT
UUCTKH AeHuA
Cidex Plus CLLA unakoctb Mmrotapanbaerva
Cleanisept Wipes lepmanuna Candetkn ana  Xnopua ankMnamMmmoHMsA
npoTUpaHua
Clorox Disinfecting CLLA Cpeactso ana  MsonponaHon
Wipes npoTMpaHua
Control IlI CLLA HKunakoctb YeTtB. amMMOHKMEBOE
coeavHeHune
Coverage Spray CLIA A3po3sonb YeTB. aMMOHWEBOE
coeavHeHune
DentaSept ®paHuuma unakoctb YeTtB. aMMOHHEBOE
coeavHeHune
DisCide Wipes CLLA Cpeactso ana  Mzonponunoseli cnivpT
npoTUpaHua
DisOPA AnoHua HKunakoctb OpTtodTanesbii
anbaerna
Dispatch CLA A3po3sonb Mmnoxnoput NaCl
Dynacide PA PpaHumA Xuakoctb MepykcycHana kucnota
End-Bac Il CLLA uakoctb YeTtB. aMMOHMEBOE
coeavHeHune
Endozime AW Plus ®paHuua XunakocTtb MponaHon
Envirocide CLLA XXunakocTtb Msonponun
Enzol CLIA Uucrawee OTUNEHINMKONb
CpeacTso
Expose CLLA XXunakocTtb Msonponun
Gigasept AF lepmaHua XXunakocTtb YeTB. aMMOHHEBOE
coeavHeHue
Gigasept FF lepmaHua XXunakocTtb Bersteinsaure
Gluteraldehyde SDS CLLA Xunakoctb Mmrotapanbaerna
Hexanios dpaHumAa XuakocTtb Monurekcanna/Yets.
aMMOHHEBOE
coeavHeHue



Ta6n. 13: COBMeCTUMOCTb fe3MHPEKTAHTOB C CUCTEMOW U AaTUUKaMK

CpeactBo aAnA CtpaHa

Ae3nHdpeKunu 1 npoucxom- Tun AKTUBHbIA UHrpeaneHT  C8e

UMCTKH AeHud

Hi Tor Plus CLLA Xunakoctb Xnopua A

Hibiclens CLLA Yucrawee XnoprexkcnavH A
CpeacTso

Kodan Tucher lepmanuna A3posonb MponaHon/Cnunpt A

Kohrsolin ff lepmanus unakoctb Mmrotapanbaerna A

Korsolex basic lepmanun unakoctb Mmrotapanbaerna N

(cTaHAapTHLIN)

Korsolex extra lepmanun uakoctb Otaxon/MMponaHon A

(aKcTpa)

Lem-O-Quat CLLA Xunakoctb Ankun/xnopua N

LpHse CLLA unakoctb O-deHnndeHon A

Lysol CLA A3po3sonb OT1aHon N

Lysol IC CLLA Xunakoctb O-dpennndperon A

Madacide 1 CLLA uakoctb Xnopua ankvnammoHuma A

Matar CLLA unakoctb O-deHnnderon A

MetriCide 14 CLLA Kunakoctb MmioTapanbaerna A

MetriCide 28 CLUA HKunakoctb MmioTapanbaerna A

MetriZyme CLLA Yuncrawee MponuneHrnukonb A
CpeacTso

Mikrobak forte lepmaHua XXunakocTtb Xnopua aMMOH#MS A

Mikrozid lepmanun Cpeactso ana  OtaHon/lponaHon A
npoTUpaHua

Nuclean ®paHuwma Asposonb CnupT/6uryanung A

Precise CLLA Asposonb O-deHnndeHon N

Prevention KaHana XXunakocTtb Mepekucb Boaopoaa N

Ruthless CLLA A3p0o30sb UeTB. aMMOHUEBOE A

coeavHeHue
Sagrosept lepmanun Cpeacteo ana  [ponaHon A

npoTMpaHua

13

)SION ysueq

B)SUaAS
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Ta6n. 13: COBMeCTUMOCTb e3MHPEKTAHTOB C CUCTEMOW U AaTUMKaMK

CpeactBo aAnA CtpaHa
Ae3UuHPEeKUUU U npoucxom- Tun AKTUBHbIA UHTpeaueHT  C8e
UUCTKH AeHuA
Salvanios pH 7 ®dpaHuma Xuakoctb YeTB. aMMOHKEBOE A
coeavHeHune
Sani-Cloth HB CLLA Cpeactso ana  YeTtB. aMMOHWEBOE A
npoTUpaHua coeavHeHune
Sani-Cloth Plus CLIA Cpeacteo anAa  YerB. amMMOHWEBOE A
npoTUpaHua coeavHeHue
Sekusept lepmanumn Xunakoctb MmioTapanbaerng A
Sklar (4) CLIA Xuakoctb M3onponaHon A
Sporicidin CLLA Cpeactso ana  ®eHon A
npoTUpaHua
Sporicidin CLA Xunakoctb deHon A
Staphene CLA A3spo3sonb OtaHon A
Steranios ®paHuuma Xunakoctb Mmrotapanbaerna A
Super Sani-Cloth CLLA Cpeactso and  Mzonponunoseli civpT N
npoTUpaHua
Task 105 CLA A3sposonb YeTB. aMMOHMEBOE A
coeavHeHune
TBQ CLLA XuakocTtb Ankun A
Theracide Plus Wipes  CLLA Cpeactso ana YertB. aMMOHWEBOE A
npoTUpaHua coeavHeHune
Theracide Plus CLLA Xuakoctb UeTB. aMMOHUEBOE A
coeavHeHue
Tor CLLA Xuakoctb YeTB. aMMOHUEBOE A
coeavHeHue
Transeptic CLLA YuncTawee Cnupt N
CpeacTso
Tristel Benwuko- XXunakocTtb Junokcuna xnopa A
6puTaHua
Tristel Wipes Benwuko- Cpeactso ana  [vokcua xnopa N
6putaHun npoTUpaHua



ysueq

Ta6n. 13: COBMeCTUMOCTb fe3MHPEKTAHTOB C CUCTEMOW U AaTUUKaMK

CpeactBo aAnA CtpaHa

Ae3UuHPEeKUUU U npoucxom- Tun AKTUBHbIK UHTPpeaueHT  C8e

UMCTKH AeHud

T-Spray CLLA A3posonb YeTB. aMMoOHUeBOE A =

coeavHeHune a;

T-Spray I CLLA A3posonb Ankun/xnopua A

Vesphene llse CLLA Kunakoctb Harpwit/o-peHnndenar A

Virex |l 256 CLLIA XunakocTb Xnopva ammoHuA A »
<

Virex TB CLLA Xunakoctb YeTtB. aMMOHWEBOE A %

coeavHeHune 3
Virox 5 Kanaaa Cpeactso ana  [Nepekuncb Bogopoaa A
npoTUpaHua

Virufen ®paHuuma uakoctb Xnopua ankunammMoHua A E

Wavicide -01 CLUA YXnakocTb Miotapansbaerva N =

Wavicide -06 CLUA unakoctb MmroTapanbaerna A g

Wex-Cide CLLA Kunakoctb O-deHnndeHron A

JeHatyprpoBaHHbIi CLA Xunakoctb OTtaHon N

cnupT

Mepekncb Bogopoga  CLUA unakoctb Mepekncb BOAOPOAA A

M3onponunnoBbii HeT AaHHbIX  YKuaKocTb Crnmpt N

cnupT

A = npuroaeH

N = HenpuroaeH (He ncnonb3oBaThb) p=
;
®
=
=
|
xt
i
fiis
B
x
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MicroMaxx Ultrason Sistemi
Kullanici Kilavuzu Eki 3

LG 1 SO PPRFPPRO 1 >
(Lo (U1 (¥1=Y 24 = OO 1 s
Olglimler ve HeSaplamalar ............cccccoveveeueueeeeeeeeeeeeeeeeeees e en e 2 =
GUVENTK et e ettt e e e sttt e e e e ab et e e e e et e e e e eanbeeeeeeane 3
Sorun giderme Ve BakIm ... 10
. . £
Girig g
Z
Bu kullanici kilavuzu eki asagidaki MicroMaxx® ultrason sistemi ekleri hakkinda bilgi ®
vermektedir.
+ (C8e/8-5 MHz (C8¢) dénustiricu
+ C11e/8-5 MHz (C11e) dénlstlrici Gzerinde vaskiler muayene tlrl m
Ultrason sisteminin gavenlik, kullanim amaglari, hazirlik, kullanim ve bakimi ile ilgili ek bilgi igin, :;
[0tfen ultrason sistemi kullanici kilavuzuna bakin. ;
a.
Goruntileme
3
Donustirici, Muayene Tiri ve Gorlintileme Modu 8
Asagidaki tabloda, déniistirictinin muayene tiri ve gérintileme modu aciklanmistir. =)

Tablo 1: Doniistliriici, Muayene Tliri ve Gériintiileme Modu

Goruntileme Modu

Muayene 2B 2B TDI

Doéndtstirici Tiri M Modu THI MB 2BS CPD Renkli PW PW cw
C8e Gyn X — X X X X X —_ -
OB X — X X X X X —_- - B
Prostat X — X X X X X — — ﬁ
xt
C1le Vaskdler X — X X X X X —- -
4
fils
B
xt



Olciimler ve Hesaplamalar

Hesaplamalar
Asagidaki tablolarda muayene tiriine gére kullanilabilen hesaplamalar gésterilmektedir.

Tablo 2: C8e Dénustiiriicii icin Hesaplamalar

Muayene Tiiri Hesaplamalar
Gyn Gyn

Follicle (Follikiil)
OB OB
Prostat Hacim

Tablo 3: C11e Déniistiriicti icin Hesaplamalar

Muayene Tiiri Hesaplamalar
Vaskdler Yuzde Azaltma
Vaskdler

Hacim Akis
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Guvenlik

MI ve Tl degerini Azaltma ilkeleri

MI veya Tl degerinin azaltiimasi igin genel ilkeler sunlardir. Goklu parametreler verildiyse,

bu parametreleri es zamanl olarak en az diizeye indirerek en iyi sonuglar elde edilebilir. =
Bazi modlarda bu parametrelerin degistiriimesi M| ve Tl degerlerini etkilemeyecektir. Diger 4
parametrelerde yapilan degisiklikler de ayni sekilde Ml ve Tl de@erinin azalmasina neden
olabilir. Litfen “MI” veya “TI” deg@erlerinin LCD ekraninin sag kdsesinde okunduguna dikkat
edin.
Tablo 4: MI v
(]
Donustiricu Derinlik %
C8e T
Cile T
m
1 Ml veya Tl degerini azaltmak igin parametre ayarini azaltin veya diisirin. =
T Ml veya Tl degerini azaltmak igin parametre ayarini yiikseltin veya artirin. 2
A
Tablo 5: Tl (TIS, TIC, TIB) =
Renkli Giiglii Doppler PW Ayarlari
Ayarlan -
Donlistiriici 3
Kutu - =
Derinligi PRF Derinlik =
C8e T \2 T —
Cile T 2 T ! (Derinlik)

1 Ml veya Tl degerini azaltmak icin parametre ayarini azaltin veya diisiiriin.
T Ml veya Tl degerini azaltmak igin parametre ayarini yiikseltin veya artirin.
— Veriler uygulanabilir degil.

B
B
+
X

Kl



Donustiurici Yuzey Sicakligr Yukselisi

Tablo 6 ultrason sistemi Gzerinde kullanilan déndsturicilerin ortam sicakligindan
(23°C + 3°C) yiikselen o6lcllmus ylizey sicakligini listeler. Sicakliklar, kumandalarin ve
ayarlarin maksimum sicaklik degerlerini verecek sekilde konumlandinidigi EN 60601-2-37

bolim 42 ile uyumlu olarak élgtimastdir.

Test 1: Doku taklidi malzeme (TMM) Gzerindeki ddnistiricu ylzey sicaklidi testi asagidaki
standarda dayanmaktadir: 42.3(a) 1, Test Metodu B (IEC 60601-2-37, Degisiklik 1). Limit, C11e
icin TMM Gzerinde 6l¢ilen ortam sicakligindan 10°C’lik, C8e igin ise 6°’lik bir ylikselmedir.
Test 2: D6nlstlricl yUzey sicakhd testi asagidaki standarda dayanmaktadir:

42.3(a) 2 (IEC 60601-2-37, Degisiklik 1). Limit, ortam sicakligindan 27°C’lik bir ylikselmedir.

Tablo 6: Dénustiricu Yiuzey Sicakligr Yikselisi IEC 60601-2-37

C8e C1le
Test (Dahili Kullanim)  (Harici Kullanim)
1 5,7°C 9,2°C
2 14°C 19,7°C

Cikt1 Gostergesi

Tablo 7: Termal veya Mekanik bir indeksin > 1,0 oldugu modlar

Dénistirici indeks My D Doivg’ler

C8e MI Evet Evet Evet
TIC, TIB veya TIS Hayir Evet Evet

Ctle MI Hayir Hayr Hayir
TIC, TIB veya TIS Hayir Hayir Evet
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Akustik Cikti Tablosu

Tablo 8: Tablo 2 Dénistiiriicii Model C8e isletim Modu: 2B
Tis Tib
; - Tara-
Indeks Etiketi M.l. |Tarama Taramasiz masiz | T¢ z
A apn<1 | Agpre>1 =
Global Maksimum Indeks Degeri 1,2 (a) — — — (b)
Pr3 (MPa)] 2,66
W (mW) # — — # | “
minimum (mW) — §
< [W.3z1) lta.31)] 3
g2 |z (cm) —
< g Zop (cm) —
_03 S s (cm)] 1.2 — -
= deq(Zsp) (cm) — E
= (MHz) 492 | # — — — | # 3
a.
Agprt boyutlari X (cm) # — — — #
Y (cm) # — — — #
PD (usaniye)| 0,413
PRF (Hz)| 7368 >
_ |P@PTl ks (MPa)| 3,147 2
)%%, deq@P”maks (cm) - =
O @ |Fokal Uzunluk L, (cm) # — — #
Ly (cm) # — — #
lpa 3@MImaks ( /em?)] 256,3
Kumanda 1: Muayene Tur(l Her-
© - hangi
EES biri
% g 2» Kumanda 2: Optimizasyon Pen
¥ X |Kumanda 3: Derinlik 42 5
Kumanda 4: MBI Kapali B
|
(a) Bu indeks bu isletim modu i¢in gerekli degildir; deger <1'dir. o
(b) Bu dénustiriicl kafa ici veya neonatal sefalik kullanim amagl degildir.
# Asagida listeli nedenle global maksimum indeks degeri raporlanmamis oldugundan bu igletim kosulu
icin herhangi bir veri raporlanmamistir. (Referans Global Maksimum Indeks Deger gizgisi.)
— Veriler bu dénUstiriici/mod igin uygulanabilir degildir. e |
fils
B
x



Tablo 9: Tablo 3 Déniistiiriicii Model C8e

isletim Modu: Renkli/CPD

TIs Tib
indeks Etiketi M.l. | Tarama | Taramasiz n:aag; Tlc
Aaprt51 Aaprt>1
Global Maksimum Indeks Degeri 1,5 1,1 — — — (b)
Pr3 (MPa)] 3,26
W, (mW) 51,10 — — # |
minimum (mW) —
=, [ZW-3(Z1),|TA.3(Z1)] - _
= g Z1 (cm) —
< s |Te
% S Zgp, (cm) 1,1 —
= deq(Zsp) (cm) —
Fe (MHz) 4,79 4,81 — — — #
Agprt boyutlari X (cm) 0,32 — — — #
Y (cm) 0,4 — — — #
PD (usaniye] 0,766
)
PRF (Hz)] 2439
5 8 Pr@PIlaks (MPa)] 8,92
g% deq@Pllnaks (cm) -
Fokal Uzunluk FLX (cm) 1,24 — — #
Ly (cm) 2,5 — — #
|PA.3@M|maks (W/Cm ) 543,2
Kumanda 1: Muayene Turu] Herhangi | Herhangi
biri biri
o _[Kumanda 2: Renk Disik Med
£ g S| Segenegi
% g @Kumanda 3: Derinlik 42 2,5
2 *|Kumanda 4: PRF <839 2500
Kumanda 5:Renkli Kutu Ust/Uzun | Alt/Def
Konumu/Boyutu ve Genis | genislik

(a) Bu indeks bu igletim modu icin gerekli degildir; deger <1'dir.

(b) Bu dénustlriicl kafa ici veya neonatal sefalik kullanim amagl degildir.
Asagida listeli nedenle global maksimum indeks degeri raporlanmamis oldugundan bu igletim kosulu

#

icin herhangi bir veri raporlanmamistir. (Referans Global Maksimum indeks Deger cizgisi.)

Veriler bu dénustlrici/mod igin uygulanabilir degildir.



Tablo 10: Tablo 4 Doénistiriicii Model C8e

isletim Modu: M-Modu

ysueq

Tis Tib
; I Tara-
Indeks Etiketi M.l. |Tarama| Taramasiz masiz | TIC z
@
Aaprt£1 Aapn>1 =
Global Maksimum Indeks Degeri 1,4 — — — (a) (a) ve
(b
Pr3 (MPa)] 3,09
w
W (mW) — — # # §
minimum (mW) — :':f
o [W.31) lta.3(Z1)]
g2 |= (cm) —
i: g Zyp (cm) — m
2 8 |Zsp (cm) 1,1 # :;
= deq(zsp) (cm) # ‘,5;
Fe (MHz)] 5,05 — — — # #
Agprt boyutlari X (cm) — — — # #
Y (cm) —_ — —_ # #
PD (usaniye)| 0,425 >
PRF (Hz)] 800 2
_ P@Pl ks (MPa)] 3,75 =
3 % Jeq@Pllinaks (cm) #
O @ [Fokal Uzuniuk | FL, (cm) — — — #
FLy (cm) — — — #
Ipa 3@MI ks (W/ecm?)| 432,5
» _ |Kumanda 1: Muayene Tur] Pro ve
EDS Gyn
o g Z» Kumanda 2: Optimizasyon | Pen
~ 2 ¥ |Kumanda 3: Derinlik 4,2 5
=
(a) Bu indeks bu isletim modu i¢in gerekli degildir; deger <1'dir. H
(b) Bu dénustiricl kafa ici veya neonatal sefalik kullanim amagli degildir. ®
# Asagida listeli nedenle global maksimum indeks degeri raporlanmamig oldugundan bu igletim kosulu
icin herhangi bir veri raporlanmamistir. (Referans Global Maksimum Indeks Deger gizgisi.)
— Veriler bu dénUstirici/mod igin uygulanabilir degildir.
i
fiis
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Tablo 11: Tablo 5 Déniistiiriicii Model C8e isletim Modu: Darbeli Dalga Doppleri

Tis Tib
indeks Etiketi M. |Tarama| Taramasiz .:era.z Tic
A aprtS1 Aaprt>1
Global Maksimum Indeks Degeri 1,3 — (a) — 2,0 (b)
Pr3 (MPa)] 2,12
W, (mW) — # 33,80 #
minimum (mW) —
< [W.3Z1) lta321)]
é g Z4 (cm)
< s Zyp (cm) —
'__%ccf Zgy (cm) 1,0 1,0
= deq(Zsp) (cm) 0,272
Fe (MHz)] 4,79 — # — 4,80 #
Agprt boyutlari X (cm) — # — 1,12 #
Y (cm) — # — 0,4 #
PD (usaniye)] 1,13
PRF (Hz)] 1008
. |Pf@Pllpaks (MPa)| 2,505
SE  [deq@Plmas (cm) 0,241
Q& [FokalUzunluk | FL, (cm) — # — #
FLy (cm) — # — #
Ipa.3@MI ks (W/cm?)] 185,2
_ |Kumanda 1: Muayene TurujHerhangi Herhangi
3 biri biri
2. |Kumanda 2: Ornekleme 1 mm 3 mm
£ S |Hacmi
%g Kumanda 3: PRF 1008 Hz 10417 Hz
— & |Kumanda 4: Ornekleme Bolge 4 Bolge 4
€  |Hacim Konumu
<

(a) Bu indeks bu isletim modu igin gerekli degildir; deger <1'dir.

(b) Bu dénustlriiclt kafa i¢i veya neonatal sefalik kullanim amagl degildir.

# Asagida listeli nedenle global maksimum indeks degeri raporlanmamis oldugundan bu isletim kosulu
igin herhangi bir veri raporlanmamistir. (Referans Global Maksimum indeks Deger ¢izgisi.)

— Veriler bu dénlstirici/mod igin uygulanabilir degildir.
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Tablo 12: Tablo 1 Dénistirici Model Ci1e isletim Modu: Darbeli Dalga Doppleri
Tis Tib
indeks Etiketi M.l. | Tarama Taramasiz Taramasiz| Tic
2
A aprt£1 Aaprt>1 g
a
Global Maksimum Indeks Degeri (@) — (a) — 1,8 (b)
Pr3 (MPa)l  #
Wy (mW) — # 26,29 # ‘
minimum (mW) — A
o |[Weazi)as@s)] s
B 2 |z (cm) — 3
20
;( g Zyp (cm) —
:_03 S (Zsp (cm)] # 1,1
= deq(Zsp) (cm) 0,236 E
Fe (MHz)] # — # — 4,36 # 2
Aqprt bOyUtTar X (cm) — # — 0,28 # A
Y (cm) — # — 0,5 #
PD (usaniye)| #
PRF (H2)] # -
_ |Pr@Pllnaks (MPa)|  # ?;
,g,% deq@Pllnaks (cm) 0,226 s
O @ [Fokal Uzunluk | FL, (cm) — # — #
FLy (cm) — # — #
lpa 3@MInaks Wiemy)|  #
Kumanda 1: Muayene T0r0 Herhangi
2 biri
2 _ [Kumanda 2: Ornekleme 2 mm
g 8 |Hacmi
< 2 [Kumanda 3: PRF 3906 Hz
£ X |Kumanda 4: Ornekleme Bélge 1 o
2 |Hacim Konumu B
= |
xt
(a) Bu indeks bu isletim modu igin gerekli degildir; deger <1'dir.
(b) Bu dénustiriicl kafa ici veya neonatal sefalik kullanim amagl degildir.
# Asagida listeli nedenle global maksimum indeks degeri raporlanmamis oldugundan bu igletim kogulu
icin herhangi bir veri raporlanmamistir. (Referans Global Maksimum Indeks Deger gizgisi.) -
— Veriler bu dénustiricid/mod igin uygulanabilir degildir. -
B
x



Sorun giderme ve Bakim

Donustiricilerin Temizlenmesi ve Dezenfekte Edilmesi

Donusturlcuyt dezenfekte etmek igin, batirma metodunu veya silme metodunu kullanin.
Batirma metodunu kullanabilmeniz igin dezenfektaninizin uyumlu olmasi gerekir. Uriin etiketini
kontrol edin.

C8e donUstiirlictstni temizleme ve dezenfekte etme konusunda daha fazla bilgi igin, ultrason
sistemi kullanici kilavuzuna bagvurun.

Asagidaki tabloda SonoSite tarafindan test edilmis dezenfektanlar listelenmektedir.

Glncellenmis temizleme ve dezenfekte etme bilgileri icin SonoSite web sitesine bakin:
www.sonosite.com/documentation.

Tablo 13 dezenfektanlar icin asagidaki yasal bilgileri icermez:
+ EPA Kayd

» FDA 510 (k) izni (sivi sterilant, ylksek seviyeli dezenfektan)
+ CE onayi

Kullanmadan énce, dezenfektanin yasal durumunun bulundudunuz bélgeye ve
kullanim amaciniza uygun oldugundan emin olun.

Tablo 13: Dezenfektanlarin Sistem ve Doniistiricdiler ile Uyumlulugu

Dezenfeksiyon ve Mense

Temizleme e P Tiri icindeki Aktif Madde Cs8e
Soliisyonu Ulkesi

AbcoCide 14 ABD Sivi Gluteraldehit A
Accel Plus Kanada Bez Hidrojen Peroksit N
Accel TB Kanada Bez Hidrojen Peroksit N
Accel Wipes Kanada Bez Hidrojen Peroksit A
Aidal Plus Avustralya Sivi Gluteraldehit A
Alkacide Fransa Sivi Gluteraldehit A
Alkazyme Fransa Sivi Kuat. Amonyak A
Anioksit 100 Fransa Sivi Parasetik Asit N
Anioxy-Twin Fransa Sivi Parasetik Asit N
Aquatabs (1000) irlanda Tablet Sodyum Dikloroizosiyanirat A

10
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Tablo 13: Dezenfektanlarin Sistem ve Doniistiiriiciiler ile Uyumlulugu (Devam)

Dezenfeksiyon ve

Temizleme Menge Tiirii igindeki Aktif Madde Cse
Soliisyonu Ulkesi

Aquatabs (2000) irlanda Tablet Sodyum Dikloroizosiyaniirat A §
Aquatabs (5000) irlanda Tablet Sodyum Dikloroizosiyanirat N g
Ascend ABD Sivi Kuat Amonyak A

Asepti-HB ABD Sivi Kuat Amonyak A "
Asepti-Steryl ABD Sprey Etanol A §
Asepti-Wipes ABD Bez Propanol (izopropil Alkol) A o
Bacillocid rasant Almanya Sivi Glut./Kuat. Amonyak A

Banicide ABD Sivi Gluteraldehit A m
Bleach (Agartma ABD Sivi NaCl Hipoklorit A %
Maddesi) a
Cavicide ABD Sivi izopropil A

CaviWipes ABD Bez izopropanol A o
Chlor-Clean ingiltere Sivi Sodyum Dikloroizosiyanirat A é
Cidalkan Lingettes FRA Bez Etil Alkol A =
Cidex 14 ABD Sivi Gluteraldehit A

Cidex OPA ABD Sivi Orto-ftaldehit A

Cidex Plus ABD Sivi Gluteraldehit A

Cleanisept Wipes Almanya Bez Alkil Amonyum Klortr A

Clorox Disinfecting ABD Bez izopropanol A

Wipes

Control Il ABD Sivi Kuat. Amonyak A g
Coverage Spray ABD Sprey Kuat. Amonyak A g
Denatured Alcohol ABD Sivi Etanol N

DentaSept Fransa Sivi Kuat. Amonyak N

DisCide Bez ABD Bez izopropil Alkol A

b
[
B
x

1
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Dezenfeksiyon ve

Tablo 13: Dezenfektanlarin Sistem ve Doniistiiriiciiler ile Uyumlulugu (Devam)

Temizleme Mense  rirg igindeki Aktif Madde Cse
Sollisyonu Ulkesi

DisOPA Japonya Sivi Orto-ftaldehit A
Dispatch ABD Sprey NaCl Hipoklorit A
Dynacide PA FRA Sivi Parasetik Asit A
End-Bac Il ABD Sivi Kuat. Amonyak A
Endozime AW Plus Fransa Sivi Propanol A
Envirocide ABD Sivi izopropil A
Enzol ABD Temizleyici  Etilen Glikol A
Expose ABD Sivi izopropil A
Gigasept AF Almanya Sivi Kuat. Amonyak A
Gigasept FF Almanya Sivi Bersteinsaure N
Gluteraldehyde SDS ABD Sivi Gluteraldehit A
Hexanios Fransa Sivi Poliheksanit/Kuat. Amonyak A
Hi Tor Plus ABD Sivi Klortr A
Hibiclens ABD Temizleyici  Klorheksidin A
Hidrojen peroksit ABD Sivi Hidrojen Peroksit A
izopropanol alkol yok Sivi Alkol N
Kodan Tucher Almanya Sprey Propanol/Alkol A
Kohrsolin ff Almanya Sivi Gluteraldehit A
Korsolex basic Almanya Sivi Gluteraldehit N
Korsolex extra Almanya Sivi Etanol/Propanol A
Lem-O-Quat ABD Sivi Alkil/Klorar N
LpHse ABD Sivi O-fenilfenol A
Lysol ABD Sprey Etanol N
Lysol IC ABD Sivi O-fenilfenol A
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Tablo 13: Dezenfektanlarin Sistem ve Doniistiiriiciiler ile Uyumlulugu (Devam)

Dezenfeksiyon ve

Temizleme Mense  rirg igindeki Aktif Madde Cse

Sollisyonu Ulkesi

Madacide 1 ABD Sivi Alkil Amonyum Klordr A §

Matar ABD S O-fenilfenol A =

MetriCide 14 ABD Sivi Gluteraldehit A

MetriCide 28 ABD Sivi Gluteraldehit A "

MetriZyme ABD Temizleyici  Propilen Glikol A §

Mikrobak forte Almanya Sivi Amonyum Klorr A o

Mikrozid Almanya Bez Etanol/Propanol A

Nuclean Fransa Sprey Alkol/Biguanid A m

Precise ABD Sprey O-fenilfenol N %

Prevention Kanada Sivi Hidrojen Peroksit N &

Ruthless ABD Sprey Kuat. Amonyak A

Sagrosept Almanya Bez Proponal A 3

Salvanios pH 7 Fransa Sivi Kuat. Amonyak A g

Sani-Cloth HB ABD Bez Kuat. Amonyak A =

Sani-Cloth Plus ABD Bez Kuat. Amonyak A

Sekusept ALM Sivi Gluteraldehit A

Sklar (4) ABD Sivi izopropanol A

Sporicidin ABD Bez Fenol A

Sporicidin ABD Sivi Fenol A

Staphene ABD Sprey Etanol A g

Steranios Fransa Sivi Gluteraldehit A g

Super Sani-Cloth ABD Bez izopropil Alkol N

Task 105 ABD Sprey Kuat. Amonyak A

TBQ ABD Sivi Alkil A g
%

13
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Tablo 13: Dezenfektanlarin Sistem ve Doniistiiriiciiler ile Uyumlulugu (Devam)

Dezenfeksiyon ve

Temizleme Mense  rirg igindeki Aktif Madde Cse
Sollisyonu Ulkesi

Theracide Plus Wipes  ABD Bez Kuat. Amonyak A
Thericide Plus ABD Sivi Kuat. Amonyak A
Tor ABD Sivi Kuat. Amonyak A
Transeptic ABD Temizleyici  Alkol N
Tristel ingiltere Sivi Klorin Dioksit A
Tristel Wipes ingiltere Bez Klorin Dioksit N
T-Spray ABD Sprey Kuat. Amonyak A
T-Spray I ABD Sprey Alkil/Klorar A
Vesphene llse ABD Sivi Sodyum/o-Fenilfenat A
Virex Il 256 ABD Sivi Amonyum KlorQr A
Virex TB ABD Sivi Kuat. Amonyak A
Virox 5 KAN Bez Hidrojen Peroksit A
Virufen Fransa Sivi Alkil Amonyum Klorir A
Wavicide-01 ABD Sivi Gluteraldehit N
Wavicide -06 ABD Sivi Gluteraldehit A
Wex-Cide ABD Sivi O-fenilfenol A

A = Kabul edilebilir

N = Kabul edilemez (Kullanmayin)
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MicroMaxx #BEIN
ARiEE# iR 3

fﬁﬁ 1 g
534 1 g
MEFTE 2
ze 3
B P HERR FnLE$p 10
2
.
& T 3
A PER AN I BIREE T MicroMaxx® BEMN T HIM a5 8 :
C8e/8-5 MHz (C8e) #h&E
C11e/8-5 MHz (C11e) #gE S MM B H T 2 HY
BxLzel. "itAgURBEES. ERNEPHHE—FIESIHE, E2RBENRPER. 2
2
)
15 =
thEERR . IBEXEBHMRGER
TRIGPBREEFNRERB IR G .;:
R 1:ReERE. REXRDMMRGER ‘§’
=¢
RGN
" BE 2D 2D 2D DI
RpERR SR M Mode THI MB S CPD Color PW PW cw E‘
C8e Gyn X — X X X X X — — 8
(13%})
OB X — X X X X X — —
(F=#)
Prostate X — X X X X X — —
(ATZUAR)
Clle Vascular X — X X X X X — —
(M%)

b
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MEMTE

it
TRIIH FOERA AitE.
R 2:C8e MAERMIATAITH

BEER itE
Gyn (H3#) pEEE:

=i}
OB (7=#) =
Prostate (BUZIAR) B

& 3:Cle REERBITATTE

mEER iE

Vascular (M%) WggzE
ik
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e

R ML TI B935S E N
MTREE/N ML TI — i8S EN. MREZNMNATESH, NENEXLESERABRS/NMEESHES

BEAR, EREMAT, EULESHFRATN W % T, MEXRCSHBAELFELAM AT | 2
MR, EEE, MT & T ERRE LCD BRAEMN. 2
Fam
A R
C8e T 2
2
Cl1te T )
U 8RN IRSEIR B RUR/N MI S TI
T {5 XSRESHIZE LU/ M Tl
#5:TI (TIS. TIC. TIB) 2
=)
<
= . PW B =
HERESEVRE (Fr S aw 2
i
AWRE PR RE
C8e T l T "<:
o
Clle T - T el i :
U 8RN IRSEIR B RUR/N MI S Tl
T feXSRESHIZE LU/ M Tl
— HEER.
-
E:
2

b
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e RAEBEHS
o NHTHERMNLFTARESNER/IN (BETRERE 23°C+3°C) XEEREASE. REER
& EN 60601-2-37 trAESE 42 it fTE, EFEHEMEERTAEHNRKNEE
MK 1 EHAEALHR (TMM) ER#BeESRRERENKET A TIRE: 423() 1, MiX7AZEB
(IEC 60601-2-37 #r/AE, B 1) o Clle #BESRMRREAMNREREABSRBIT 10°C, C8e HrpEEA
T 6°, U5 ARALRBE ERNEIEE A,
Wik 2: EESHNBRERKIEENLETUTIRE: 423(@)2 (IEC60601-2-37 #RifE, B4 1) .
WIREAMNREREFA SRR 27°C,

R 6 HIGERMAEHS IEC60601-2-37

ik C8e (MA) Cl1e (4+A)
1 5.7°C 9.2°C
2 14°C 19.7°C
T
xR 7: RARHEEIESR > 1.0 9IRS
2D/ CPD/
HEE SR Fi=E M Mode Color PW Doppler
C8e M 2 = =
TIC. TIB g TIS & = =
Clle Mi = ES ES
TIC. TIB g TIS & & =
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AR
x 8 XK 2KEEHREE C8e BIEEK: 2D ()
Tls Tib
BHRE M.l =t E| 2t JEHH | Tic
Aapr<1 | Agpre>1 g
ERRAIEHE 1.2 (a) — — — (b) =
Pr3 (MPa)] 2.66
Wo (mW) # — _ #
[W'3(Z'I),ITA.3(Z'I)] (mW) — z‘
=/ME 3
z; (cm) — :':’r
ﬁ?\;\ Zpp (cm) —
& ZSp (cm)] 1.2 —
deq(Zsp) (cm) — -
Fe (MHz)| 4.92 # — — — :;
Dim of Aaprt X (cm) — — — ‘,S;‘
Y (cm) # — — — i
PD (usec)f 0.413
PRF (Hz)| 7368
P@PIl (MPa)| 3.147 >
L@ [deq@Pllyay (cm) — 2
i :
b ££if FLy (cm) _ —_ =
FLy (cm) — —_
Ipa.3@MI 2% (W/cm?)} 256.3
2480 1: Exam Type (#&Z&) | Any E"
(fE4a) ug’;*
#_[_ —J _b'_ /'-‘;' . . . . N
%ﬁ&(\i—v B 2: Optlmlzatuon (k) Pen
#41 3: Depth (GFE) 4.2
2% 4: MB Off (%)

@) WREEIFERIZER; E <.

(b) it#aERR AR AFEMEH A LM A,

# HBTRREERERXEHE (BFRIER) , BLRBLBEFGHREHE. (SE2BRXEHET.)
— HIETERTUIBREER /#Ko

b
[
B
x



x 9: % 3 REERES C8e BMEE: Color (REZTEE) /ICPD (RBEEZTH)
Tis Tib
EREAERE M.l A 2] ERHE | Tic
A aprt=1 | Agpre>1
EREXEHE 1.5 1.1 — — — (b)
Pr3 (MPa)] 3.26
Wy (mW) 51.10 — — #
[W.321)ta321)] (mw) —
=/ME
7 (cm) —
i&ﬁé pr (cm) —
< Zg, (cm) 1.1 —
deq(zsp) (cm) —
Fe (MHZ)| 479 481 — — —
Dim oanprt X (cm) 0.32 — — — #
Y (cm) 0.4 — — — #
PD (usec)] 0.766
PRF (Hz)] 2439
P@Pll o (MPa)|  3.92
1{]-]\13(11& deq@Pllmax (cm) —
p=3i FLy (cm) 1.24 — — #
FLy (cm) 2.5 — —
Ipa 3@MI 2y (W/ecm?)| 543.2
=5l 1: Exam Type Any Any
(HErKA) ({£4m) (f£4m)
2%l 2: Color Opt Low |Med ()
(BFIEI) (1K)
& 454 3: Depth (RE) 4.2 2.5
Lk
B = =%l 4: PRF <839 2500
[ |34 5: Color Box Top/Tall | Bottom/
Position/Size and Wide |Def (JE&B/
(BREEME / R~ (m&Ep /= | BR)
EMEE) width
(35 %)

(@) HBREEXRERIZER E <.
(b teaERIFIER I BT R E LA

# HBTRREERERAEHE (BFRIERER) , BELRALREFGFHOREEE.

— HIETERT IR /850,

(BEERREARHETT. )
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F10: R 4 REERR S C8e I2{EHEX: M-Mode (M &)
Tis Tib
EHRE M.l i ERHE ERHE Tic
A pre=T | Agpre>1 §
EREAEHE 4 — 1 — — @ | @&D) =
Pr3 (MPa) 3.09
W (mW) — — # #
[W'3(Z'I),ITA.3(Z'I)] (mW) — z‘
=/ME g
Z (cm) — %
i&ﬁ\é pr (cm) —
= Z, (cm) 1.1 #
deqg(Zsp) (cm) # m
Fe (MHz)[  5.05 — — — m %
Dim of Azprt X (cm) — — — # # ,—’_§,
Y (cm) — — — # #
PD (usec)] 0.425
PRF (Hz) 800 -
Pr@Pllyax (MPa) 3.75 <
(2]
1{]-]\13( illﬁ deq@Pllnax (cm) # El
=26 FL, (cm) _ _ —
FLy (cm) — — —_
Ipa.3@MI 2% (W/cm?)] 4325
=4l 1: Exam Type Pro E"
(feEA) (AT5UA%) «c’f
* 5 Gyn
s (3%
& |#4%/2: Optimization Pen
(fft)
#41 3: Depth (GFE) 4.2

(@) HBREBXTERZEL; E<1.

(b) it#aERR AR AT &M LGN R A,

# BTRREEZREAERE (BAJIERE), HlxatERtmmEsiE. (SE2RsXEHET.)
— BIETERTIHREER o

b
[
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T11: R 5 BREERR S C8e $2{E#EX: Pulse Wave Doppler (BkihZ ZEh)

Tis Tlb
EHRE M.l =t ERE ERE Tic
A aprt=1 Aaprt>1
£ RREXIEHE 1.3 — (@) — 2.0 (b)
Pr3 (MPa)] 2.12
W, (mW) — # 33.80 #
[W'3(Z'|),ITA.3(Z'I)] (mW) —_
R/ME
7 (cm) —
1A, 5
i ?\;\ Zop (cm) —
< Z, | 10 10
deq(Zsp) (cm) 0.272
Fe (MHz) 4.79 — # — 4.80
Dim of Aaprt X (cm) — # — 1.12 #
Y (cm) — # — 0.4 #
PD (usec)} 1.13
PRF (Hz)] 1008
Pr@Pllmax (MPa)|  2.505
EJ( fﬁ deq@Pllnax (cm) 0.241
y i FLy (cm) — — m
FLy (cm) — —
Ipa.3@MI 2% (W/cm?)] 185.2
28] 1: Exam Type (#&EZ | Any Any
&) (f£4m) (f£4m)
“ 24l 2: Sample Volume 1 mm 3mm
L (BEARER
BKFE |#&=H 3: PRF 1008 Hz 10417 Hz
TH
= |#&4l] 4: Sample Volume Zone 4 Zone 4
Position (HAZMLE) (4 ®) (4 X)

@) WREEITERIZES; & <.

(b) itiaERR AR AFEMEH A LM A,

# HBTRRESERAEHE (BFRIER) , HALRALBEFGHREEE. (SE2RRAEHET.)
— HIBETERTIHREER /#Ko
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R12:F 1 BER[YS C11e $2{E#E5X: Pulse Wave Doppler (BkihZL8h)
Tis Tib
BHERE M. | 133 E[ 28 28 Tic
=
A aprtS1 Aaprt>1 g
"3
EREXEHE @) — (a) — 1.8 (b)
pr'3 (MPa) #
W, (mW) - # 26.29 ¥
[W.3Z1), a3 (mW) — v
R/ME g
7 (cm) — £
1, 5
&% Zyp (cm) —
= Zp cm)| # 11
deq(Zsp) (cm) 0.236 m
Fe (MHz) # — # — 4.36 i;
Dim of Ayt X (cm) — # — 0.28 z
Y (cm) — # — 0.5 #
PD (usec)] #
PRF (Hz) # o
p,@PIl__ MPa)| # 3
Eii fﬂlj deq@Pllnax (cm) 0.226 E
=i FL, (cm) — # —
FLy (cm) — # —
lpa 3@Mlpax (Wiecm2)]  # .
24 1: Exam Type (8% Any c
%*7) (f£f) 8
¢ 24 2: Sample Volume 2mm
® | aEEr
& &%l 3: PRF 3906 Hz
u
P =4l 4: Sample Volume Zone 1
Position (HABMMLE) (1 X)

(@) WREEXTERIZEL; E <.

(b te#aER IR BT R LR

# HBTRREEZBEARRE (BEAJIRE) , HizEHREFGNRERE. (3EERRXIEHET.)
— HREAERTILseER / EX.

b
[
B
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A PR HERR FR4E 1

WikEERAITEEHES
TIHRASHTEE, BEARNERER . UCHESH SHRESERN, ATEEENE. B8
%) 7= R %
BRI CBe HEER/HAITHBTVEEZNIFE, BSRNBENAFEE.
TRIE TE2T SonoSite MIXAIHFR. BXBFEFESFINEHELR, EIAIE SonoSite Mk :
www.sonosite.com/documentation.

F 13 HRIHEFSFNTIEERS:

. ZEEIRRBINIE (EPA Registration)

- XERRMAYERER FDA510(k) #EMNREREFNRSRESEN
« RRB CE JAIE (CE approval)

ERZE, BERESTNEERSHEEREMFRIAAEER S

R 13 EENRERDETEER

HETMEERR FFE i) BHAS C8e
AbcoCide 14 £H Ttk Jprgum A
Accel Plus mEx BRA  gEAS N
Accel TB mEx BR7 HEHE N
Accel Wipes mEx BRA  gELE A
Aidal Plus BRI B p A
Alkacide EE TN g A
Alkazyme RE Ll M = A
Anioxyde 1000 *E TN HEZE N
Anioxy-Twin *E SN U=l N
Aquatabs (1000) EIRZ gl BB A
Aquatabs (2000) BR= il EX:08 A
Aquatabs (5000) BR= gl 0k N
Ascend £E TN k=) A
Asepti-HB EJES LI Mg A

10
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R 13 BENARERBTESH  (8)

HETMFERR FrE - i) B C8e

Asepti-Steryl EJE| M 51 Z 8 A

Asepti-Wipes £ BEK  wE (RAER) A g

Bacillocid rasant =E LN A J It - A 5

Banicide EJE| b RN K A

Bleach =E SRS /tiog A "
<

Cavicide EJE| LN FAE A 3

CaviWipes ESES| By RRE A 5

Chlor-Clean B [E SN ERERIN A

Cidalkan Lingettes RE BREA CRECE A m

Cidex 14 £E LS Jprdmt A 2;

Cidex OPA EqEd LS PR FEE A S

Cidex Plus EJEd R R=EE A

Cleanisept Wipes EE BRA @ REEtE A 2

Clorox Disinfecting EJE| R 7 2Rk A é

Wipes S

Control Ill EJE| S M4 & A

Coverage Spray EJE 8] M = A

Denatured Alcohol £H TN s N E’,"

DentaSept SEE PR Mk & N ®
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