FUJFILM

Value from Innovation

M-Turbo Ultrasound System

User Guide Errata P20052-03 S 0 n 0 S I te

The following content was not included in the system user guide; it will be added to the next update.

Guidance and manufacturer’s declaration

Table 1: Manufacturer’s Declaration - Electromagnetic Environment

Emissions Test Compliance Electromagnetic Environment
RF emissions Group 1 The SonoSite ultrasound system uses RF energy only for
CISPR 11 its internal function. Therefore, its RF emissions are very

low and are not likely to cause any interference in nearby
electronic equipment.

RF emissions Class A The SonoSite ultrasound system is suitable for use in all

CISPR 11 establishments other than domestic and those directly
connected to the public low-voltage power supply
network which supplies buildings used for domestic

purposes.
Harmonic emissions Class A
IEC 61000-3-2
Voltage fluctuations/ Complies
flicker emissions
IEC 61000-3-3

Recommended disinfectants
Table 2: Disinfectant Compatibility with System and Transducers

Disinfection and

Cleaning Solutions L38xi

Nanosonics Trophon v
EPR**

v’ = Acceptable for use.

* = For information and guidance on
disinfection effectiveness and
appropriate clinical use, see the
manufacturer’s user manual.

* = Not approved for use in Canada.

Table 3: Disinfectant Compatibility with System and Transducers

Disinfection and Cleaning

Solutions L38xi

Accel TB Wipes O



Table 3: Disinfectant Compatibility with System and Transducers

Disinfection and Cleaning

Solutions L38xi

Accel Intervention Wipes
Aikem A-33

Alcohol, Ethanol
Alcohol, Isopropyl
Anios Wipes
Aniosyme DD1-5%
Anioxide 1000
Asepti-HB
Asepti-Steryl
Asepti-Wipe Il
Baxedin Pre-Op
Carpe Diem TB Wipes
Caviwipes

Cidex

Cidex OPA

Cidex Plus

NN NN N0 N0l o N N0 o 8 NO

Clinell Universal Sanitising
Wipes

<\

Clorox Germicidal Wipes

Clorox Hydrogen Peroxide O
Wipes

Coverage Germicidal Surface v
Wipes

Coverage Plus Germicidal v
Surface Wipes

Coverage Spray
Coverage Spray TB
Dynacide PA

Echo Clean Lingettes

End-Bac I

SNSEN-UER NI NN

Endosporine



Table 3: Disinfectant Compatibility with System and Transducers

Disinfection and Cleaning

Solutions L38xi

Envirocide

Gluco Chlor Wipes
Hydrogen Peroxide 3%
Incidin Plus 1%
Incidin Plus 3%
Madacide 1

Medzyme

Metricide OPA Plus
Metrisponge
Mikrobac Forte 2%
Mikrobac Tissues

NU - Cidex

Oxivir TB Wipes
Percept RTU Wipes
Protex Spray

Protex Wipes
Rely+On Perasafe
Revital-Ox Resert HLD
Sanicloth AF
Sanicloth AF3
Sanicloth Bleach Wipes
Sanicloth HB
Sanicloth Plus
Sporicidin

Staphene

Steranios 2%
Steranios 20%

Super Sanicloth

Trigene Advance Wipes

NN Q0 00 N0 0 0 NN N0 0o o0 NN N o 8NN N RN N NN RN s s

Tristel Solo



Table 3: Disinfectant Compatibility with System and Transducers

Disinfection and Cleaning

Solutions L38xi

Tristel Wipes
T-Spray

T-Spray |l

Virex Il 256

Virex TB

Virox 5 RTU Wipes

Wet Task Wipes

D N N N N N N N %)

Wipes Plus Disinfecting Wipes

V= Acceptable

® = Unacceptable. Do not use

Chapter 8: Specifications

The following content has been corrected.

Electromechanical safety standards

IEC 60601-1:2005, Medical electrical equipment - Part 1: General requirements for basic safety and essential
performance (3rd Edition including corrigendum 1 and 2).
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Value from Innovation

Echographe M-Turbo

Errata au guide d’utilisation P20052-03 S 0 n 0 S I te

Le contenu ci-dessous n’a pas été inclus dans le guide d’utilisation de I'échographe ; il y sera ajouté lors de
la prochaine mise a jour.

Conseils et déclaration du fabricant

Tableau 1 : Déclaration du fabricant - Environnement électromagnétique

Tests d’émission Conformité Environnement électromagnétique

Emissions Groupe 1 Léchographe SonoSite utilise I'énergie radioélectrique
radioélectriques uniquement pour ses fonctions internes. Ainsi, ses

CISPR 11 émissions radioélectriques sont tres faibles et ne sont pas

susceptibles de provoquer des interférences dans le
matériel électronique avoisinant.

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

radioélectriques établissements autres qu'a usage d’habitation ou

CISPR 11 directement connectés au réseau d'alimentation
électrique basse tension qui alimente les immeubles
d’habitation.

Emissions harmoniques Classe A

CEI 61000-3-2

Fluctuations de tension/ Conforme
émissions de
scintillement

CEl 61000-3-3

Désinfectants recommandés

Tableau 2 : Compatibilité des désinfectants avec 'échographe et les sondes

Solutions de désinfection

et de nettoyage L38xi
Nanosonics Trophon v
EPR**

v/ = Utilisation acceptable.

* = Pour obtenir des informations et des
conseils sur l'efficacité de la
désinfection et sur I'usage clinique
approprié, consultez le manuel
d’utilisation du fabricant.

# = Utilisation non approuvée au Canada.



Tableau 3 : Compatibilité des désinfectants avec I'échographe et les sondes

Solutions de désinfection et de

nettoyage L38xi

Lingettes Accel TB
Lingettes Accel Intervention
Airkem A-33

Alcool, éthanol

Alcool isopropylique
Lingettes Anios
Aniosyme DD1-5 %
Anioxide 1000
Asepti-HB

Asepti-Steryl
Asepti-Wipe Il

Baxedin Pre-Op
Lingettes Carpe Diem TB
Caviwipes

Cidex

Cidex OPA

Cidex Plus

NN NN N0 N 0o N0 N0 o0 NN 0o

Lingettes assainissantes
Clinell Universal

<

Lingettes germicides Clorox

Lingettes au péroxyde O
d’hydrogéne Clorox

Lingettes de surface v
germicides Coverage

Lingettes de surface v
germicides Coverage Plus

Spray Coverage
Spray Coverage TB
Dynacide PA

(2 N NE AN

Lingettes Echo Clean



Tableau 3 : Compatibilité des désinfectants avec I'échographe et les sondes

Solutions de désinfection et de

nettoyage L38xi

End-Bac Il
Endosporine
Envirocide

Lingettes Gluco Chlor
Peroxyde d'hydrogéne 3 %
Incidine Plus 1 %
Incidine Plus 3 %
Madacide 1

Medzyme

Metricide OPA Plus
Metrisponge
Mikrobac Forte 2 %
Chiffons Mikrobac

NU - Cidex

Lingettes Oxivir TB
Lingettes Percept RTU
Spray Protex
Lingettes Protex
Rely+On Perasafe
Revital-Ox Resert HLD
Sanicloth AF
Sanicloth AF3
Lingettes javel Sanicloth
Sanicloth HB
Sanicloth Plus
Sporicidin

Staphene

Steranios 2 %

Steranios 20 %

Q0 N0 0 0 NN N0 00 NN N O NN NN NNy o

Super Sanicloth



Tableau 3 : Compatibilité des désinfectants avec I'échographe et les sondes

Solutions de désinfection et de

nettoyage L38xi

Lingettes Trigene Advance
Tristel Solo

Lingettes Tristel

T-Spray

T-Spray |l

Virex I 256

Virex TB

Lingettes Virox 5 RTU

Lingettes Wet Task

N N N N N % R NN

Lingettes désinfectantes
Wipes Plus

4 = Acceptable
O =Inacceptable. Ne pas utiliser

Chapitre 8 : Caractéristiques techniques

Le contenu suivant a été corrigé.

Normes de sécurité électromécanique

CEI 60601-1:2005, Appareils électromédicaux — Partie 1 : Exigences générales pour la sécurité de base et les
performances essentielles (3e édition plus rectificatif 1 et rectificatif 2).
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Value from Innovation

M-Turbo-Ultraschallsystem

Benutzerhandbuch Errata P20052-03 S 0 n 0 S I te

Der folgende Inhalt ist nicht im Benutzerhandbuch fiir das System enthalten; der Inhalt wird bei der
nachsten Aktualisierung hinzugefiigt.

Leitlinien und Herstellererklarung

Tabelle 1: Herstellererklarung - Elektromagnetische Umgebung

Emissionspriifung Einhaltung Elektromagnetische Umgebung
HF-Emissionen Gruppe 1 Das SonoSite-Ultraschallsystem nutzt
CISPR 11 Hochfrequenzenergie nur fiir interne Funktionen. Daher

sind die HF-Emissionen sehr gering und sollten keine
Storungen bei in der Nahe befindlichen elektronischen
Geraten verursachen.

HF-Emissionen Klasse A Das SonoSite-Ultraschallsystem eignet sich fiir den

CISPR 11 Einsatz in allen Einrichtungen, ausgenommen
Privathaushalten und anderen Einrichtungen, die direkt
an das offentliche Niederspannungs-Stromnetz
angeschlossen sind, das Wohngebaude versorgt.

Harmonische Klasse A
Schwingungen

IEC 61000-3-2

Spannungsschwankungen/  Erfillt die
Flackern Anforderungen
IEC 61000-3-3

Empfohlene Desinfektionsmittel

Tabelle 2: Kompatibilitit der Desinfektionsmittel mit dem System und den Schallkdpfen

Desinfektions- und

- .. L38xi
Reinigungslosungen

Nanosonics Trophon v
EPR**

V= zugelassen zur Verwendung.

* = Informationen und Hinweise zu
Desinfektionswirkung und geeigneten
klinischen Verwendungszwecken sind dem
Benutzerhandbuch des Herstellers zu
entnehmen.

* = nicht fiir die Verwendung in Kanada
zugelassen.



Tabelle 3: Kompatibilitit der Desinfektionsmittel mit dem System und den Schallképfen

Desinfektions- und

.. " L38xi
Reinigungslésungen

Accel TB Wischtlicher N

@

Accel Intervention
Wischtlicher

Aikem A-33
Alkohol, Ethanol
Alkohol, Isopropyl
Anios Wischtuicher
Aniosyme DD1-5 %
Anioxide 1000
Asepti-HB
Asepti-Steryl
Asepti-Wipe Il
Baxedin Pre-Op
Carpe Diem TB Wischtiicher
Caviwipes

Cidex

Cidex OPA

Cidex Plus

KN NN N0 N o N0 N0 0 8

Clinell Universal
Reinigungstiicher

<

Clorox Bakterizide Tuicher

Clorox O
Wasserstoffperoxidtiicher

Coverage Bakterizide Tlicher v
fur Oberflachen

Coverage Plus Bakterizide v
Tucher fiir Oberflachen

Coverage Spray
Coverage Spray TB
Dynacide PA

(2 N NE N

Echo Clean kleine Wischtlicher
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Tabelle 3: Kompatibilitdt der Desinfektionsmittel mit dem System und den Schallképfen

Desinfektions- und
Reinigungslésungen

L38xi

End-Bac Il

Endosporine
Envirocide

Gluco Chlor Wischtiicher
Wasserstoffperoxid 3 %
Incidin Plus 1 %

Incidin Plus 3 %
Madacide 1

Medzyme

Metricide OPA Plus
Metrisponge

Mikrobac Forte 2 %
Mikrobac Papiertlicher
NU - Cidex

Oxivir TB Wischtlicher
Percept RTU Wischtlicher
Protex Spray

Protex Wischtlicher
Rely+On Perasafe
Revital-Ox Resert HLD
Sanicloth AF

Sanicloth AF3
Sanicloth Bleichtlicher
Sanicloth HB

Sanicloth Plus
Sporicidin

Staphene

Steranios 2 %
Steranios 20 %

Super Sanicloth

Q0 N0 0 0 NN N0 00 NN N O NN NNV NNy o
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Tabelle 3: Kompatibilitdt der Desinfektionsmittel mit dem System und den Schallk6pfen

Desinfektions- und

.. " L38xi
Reinigungslésungen

Trigene Advance Wischtiicher
Tristel Solo

Tristel Wischtlicher

T-Spray

T-Spray |l

Virex I 256

Virex TB

Virox 5 RTU Wischtiicher

Wet Task Wischtlicher

N N N N N = R NN

Wipes Plus
Desinfektionstiicher

V= Zugelassen

O = Nicht zugelassen. Nicht verwenden

Kapitel 8: Technische Daten

Der folgende Inhalt wurde korrigiert.

Elektromechanische Sicherheitsstandards

IEC 60601-1:2005, Medical electrical equipment - Part 1: Allgemeine Festlegungen fiir die Sicherheit
einschliefSlich der wesentlichen Leistungsmerkmale (3. Auflage einschliefilich Berichtigung 1 und
Berichtigung 2).

12
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Value from Innovation
° ° [ ]
Sistema per ecografia M-Turbo S S t
Errata Corrige Manuale dell’'utente P20052-03 0 n o I e
I seguenti contenuti non sono stati inclusi nel manuale dell'utente del sistema; verranno aggiunti al

successivo aggiornamento.

Guida e dichiarazione del produttore

Tabella 1: Dichiarazione del produttore: ambiente elettromagnetico

Test di emissione Conformita Ambiente elettromagnetico
Emissioni RF Gruppo 1 Il sistema per ecografia SonoSite utilizza energia a RF solo
CISPR 11 per il funzionamento interno. Le emissioni RF sono

pertanto molto basse ed & improbabile che esse causino
interferenze alle apparecchiature adiacenti.

Emissioni RF Classe A I sistema per ecografia SonoSite € adeguato per l'uso in

CISPR 11 tutti gli edifici diversi da quelli privati e quelli collegati
direttamente alla rete di alimentazione pubblica a bassa
tensione che rifornisce di corrente per uso privato.

Emissioni armoniche Classe A
IEC 61000-3-2

Oscillazioni della Conforme
tensione/sfarfallii

IEC 61000-3-3

Disinfettanti consigliati

Tabella 2: Compatibilita dei disinfettanti con il sistema e i trasduttori

S?I.uzmr.u di - L38xi
disinfezione e pulizia
Nanosonics Trophon v

EPR**

v = Accettabile per l'uso.

* = Per informazioni e istruzioni
sull'efficacia e su un uso clinico
appropriato della disinfezione,
consultare il manuale dell’'utente del
produttore.

* = Non approvato per l'uso in Canada.

13



Tabella 3: Compatibilita dei disinfettanti con il sistema e i trasduttori

Soluzioni di disinfezione e pulizia L38xi

@

Salviettine Accel TB
Salviettine Accel Intervention
Aikem A-33

Alcol, Etanolo

Alcol, Isopropilico
Salviettine Anios
Aniosyme DD1-5%
Anioxide 1000

Asepti-HB

Asepti-Steryl

Asepti-Wipe Il

Baxedin Pre-Op
Salviettine Carpe Diem TB
Caviwipes

Cidex

Cidex OPA

Cidex Plus

NN NN N0 N oo N0 N0 o0 NN OO

Salviettine sanitizzanti Clinell
Universal

<

Salviettine germicide Clorox

Salviettine al perossido di O
idrogeno Clorox

Salviettine germicide di v
superficie Coverage

Salviettine germicide di v
superficie Coverage Plus

Spray Coverage
Spray Coverage TB
Dynacide PA

Salviettine Echo Clean

© o0 N NN

End-Bac ll
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Tabella 3: Compatibilita dei disinfettanti con il sistema e i trasduttori

Soluzioni di disinfezione e pulizia L38xi

Endosporine v
Envirocide

Salviettine Gluco Chlor
Acqua ossigenata al 3%
Incidin Plus 1%

Incidin Plus 3%
Madacide 1

Medzyme

Metricide OPA Plus
Metrisponge

Mikrobac Forte 2%
Fazzolettini Mikrobac
NU - Cidex

Salviettine Oxivir TB
Salviettine Percept RTU
Spray Protex

Protex Wipes

Rely+On Perasafe
Revital-Ox Resert HLD
Sanicloth AF

Sanicloth AF3
Salviettine alla candeggina
Sanicloth HB

Sanicloth Plus
Sporicidin

Staphene

Steranios 2%

Steranios 20%

Super Sanicloth

N B B N B ¢ B B N N O N B % B B N e N N N B ¢ N B B N N N N N N N N N N RN

Salviettine Trigene Advance



Tabella 3: Compatibilita dei disinfettanti con il sistema e i trasduttori

Soluzioni di disinfezione e pulizia L38xi

Tristel Solo v
Salviettine Tristel
T-Spray

T-Spray |l

Virex I 256

Virex TB

Salviettine Virox 5 RTU

Salviettine Wet Task

AN N RN N N RN

Salviettine disinfettanti Wipes
Plus

v = Accettabile

© =Inaccettabile. Non utilizzare

Capitolo 8: Caratteristiche tecniche

I seguente contenuto e stato corretto.
Normative di sicurezza elettromeccanica

IEC 60601-1:2005, Apparecchi elettromedicali - Parte 1. Requisiti generali per la sicurezza di base e le
prestazioni essenziali (3a edizione, inclusi corrigendum 1 e 2).

16
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Value from Innovation

Sistema de ultrassom M-Turbo

Errata do Guia do Usudrio P20052-03 S 0 n o S I te

O contetido a seguir nao foi incluido no guia do usuario do sistema; ele sera adicionado na préxima
atualizacao.

Instrugoes e declaragao do fabricante

Tabela 1: Declaracao do fabricante — Ambiente eletromagnético

Teste de emissdes Conformidade Ambiente eletromagnético
Emissdes de RF Grupo 1 O sistema de ultrassom SonoSite utiliza energia de RF
CISPR 11 apenas para o seu funcionamento interno. Portanto, suas

emissoes de RF sdo muito baixas e ndo causam qualquer
interferéncia em equipamentos eletrénicos préximos.

Emissoes de RF Classe A O sistema de ultrassom SonoSite é adequado para uso em

CISPR 11 todos os estabelecimentos, com excecao dos residenciais
ou daqueles diretamente conectados a rede elétrica
publica de baixa tensao que alimenta os prédios
residenciais.

Emissoes de harmonicas Classe A
IEC 61000-3-2

Flutuacdes de tensdo/ Em conformidade
emissoes de flicker

IEC 61000-3-3

Desinfetantes recomendados
Tabela 2: Compatibilidade de desinfetantes com o sistema e os transdutores

Solucoes de limpeza e

desinfeccao L38xi

Nanosonics Trophon v
EPR**

v’ = Aceitavel para utilizaco.

* = Para obter informacées e
orientacdes sobre a eficacia da
desinfecgao e o uso clinico
apropriado, consulte o manual do
usuario do fabricante.

* = Nao aprovado para utilizacio no
Canada.

17



Tabela 3: Compatibilidade de desinfetantes com o sistema e os transdutores

Solucoes de limpeza e desinfeccao L38xi

@

Lencos Accel TB
Lencos Accel Intervention
Aikem A-33

Alcool, Etanol

Alcool, isopropil
Lencos Anios
Aniosyme DD1-5%
Anioxide 1000
Asepti-HB
Asepti-Steryl
Asepti-Wipe Il
Baxedin Pre-Op
Lencos Carpe Diem TB
Caviwipes

Cidex

Cidex OPA

Cidex Plus

SN N N R N % R BN R R N RN B AR NN )

Lencos desinfetantes Clinell
Universal

(\

Lencos germicidas Clorox

Lencos de peréxido de N
hidrogénio Clorox

Lencos germicidas para v
superficies Coverage

Lencos germicidas para 4
superficie Coverage Plus

Spray Coverage
Spray Coverage TB
Dynacide PA

Lencos Echo Clean

© O < NS

End-Bac I

18



Tabela 3: Compatibilidade de desinfetantes com o sistema e os transdutores

Solugdes de limpeza e desinfeccdo L38xi
Endosporine v
Envirocide

Lencos Gluco Chlor
Peréxido de hidrogénio 3%
Incidin Plus 1%

Incidin Plus 3%

Madacide 1

Medzyme

Metricide OPA Plus
Metrisponge

Mikrobac Forte 2%
Lencos de papel Mikrobac
NU - Cidex

Lencos Oxivir TB

Lencgos Percept RTU

Spray Protex

Lencgos Protex

Rely+On Perasafe
Revital-Ox Resert HLD
Sanicloth AF

Sanicloth AF3

Lencos alvejantes Sanicloth
Sanicloth HB

Sanicloth Plus

Sporicidin

Staphene

Steranios 2%

Steranios 20%

Super Sanicloth

N N R N i R E N N N R A N N N -2~ N I N N N N N N N T P AR NI N

Lencos Trigene Advance



Tabela 3: Compatibilidade de desinfetantes com o sistema e os transdutores

Solugdes de limpeza e desinfeccdo L38xi

Tristel Solo v
Lencos Tristel
T-Spray

T-Spray |l

Virex Il 256
VirexTB

Lencos Virox 5 RTU

Lencos Wet Task

NN N N N N N~

Lencos desinfetantes Wipes Plus

v = Aceitavel

© = Inaceitavel. Nao utilize

Capitulo 8: Especificacoes

O contetido a seguir foi corrigido.

Normas de seguranca eletromecanica

IEC 60601-1:2005, Equipamentos Médicos Elétricos — Parte 1: Requisitos gerais para desempenho essencial
e seguranca basica (32 edigdo incluindo emenda 1 e 2).

20
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Value from Innovation

Sistema de ecografia M-Turbo S S :
Fe de erratas del Manual para el usuario P20052-03 0 n o I t e

El contenido siguiente no se incluyé en el manual para el usuario del sistema; se anadira a la siguiente
actualizacion.

Guia y declaracion del fabricante

Tabla 1: Declaracion del fabricante - Entorno electromagnético

Ensayo de emisiones Cumplimiento Entorno electromagnético

Emisiones de Grupo 1 El sistema de ecografia de SonoSite utiliza energia de
radiofrecuencia radiofrecuencia solo para el funcionamiento interno. Por
CISPR 11 lo tanto, las emisiones de radiofrecuencia son muy bajas y

no es probable que causen interferencias en equipos
electrénicos cercanos.

Emisiones de Clase A El sistema de ecografia de SonoSite se puede utilizar en
radiofrecuencia todo tipo de edificios que no sean residenciales ni tengan
CISPR 11 una conexion directa a la red eléctrica publica de baja

tensién que suministra energia a edificios residenciales.

Emisiones de armonicos Clase A
IEC 61000-3-2

Fluctuaciones/ Conforme
parpadeo de tension

IEC 61000-3-3

Desinfectantes recomendados

Tabla 2: Compatibilidad de los desinfectantes con el sistema y los transductores

Soluciones de

desinfeccion y limpieza L38xi

Nanosonics Trophon v
EPR**

v’ = Aceptable para su uso.

* = Para obtener informacién sobre la
eficacia de la desinfeccion y los usos
clinicos apropiados, consulte el
manual para el usuario del
fabricante.

* = No aprobado para usarse en
Canada.
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Tabla 3: Compatibilidad de los desinfectantes con el sistema y los transductores

Soluciones de desinfecciony

L L38xi
limpieza

Toallitas Accel TB
Toallitas Accel Intervention
Aikem A-33

Alcohol, etanol
Alcohol, isopropilico
Toallitas Anios
Aniosyme DD1-5%
Anioxide 1000
Asepti-HB

Asepti-Steryl
Asepti-Wipe Il

Baxedin Pre-Op
Toallitas Carpe Diem TB
Caviwipes

Cidex

Cidex OPA

Cidex Plus

NN NN N0 N 0o N0 N0 o0 NN 0o

Toallitas desinfectantes Clinell
Universal

<

Toallitas germicidas Clorox

Clorox Toallitas con peréxido O
de hidrégeno Clorox

Toallitas germicidas para v
superficies Coverage

Toallitas germicidas para v
superficies Coverage Plus

Pulverizador Coverage
Pulverizador Coverage TB

Dynacide PA

(2 N NE AN

Toallitas Echo Clean
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Tabla 3: Compatibilidad de los desinfectantes con el sistema y los transductores

Soluciones de desinfeccion y

L L38xi
limpieza

End-Bac Il
Endosporine
Envirocide

Toallitas Gluco Chlor
Peréxido de hidrégeno al 3%
Incidin Plus 1%
Incidin Plus 3%
Madacide 1
Medzyme

Metricide OPA Plus
Metrisponge

Mikrobac Forte 2%

NI N N N N N N N W N N N O )

Toallitas desinfectantes
Mikrobac

NU - Cidex

Toallitas Oxivir TB
Toallitas Percept RTU
Pulverizador Protex
Toallitas Protex
Rely+On Perasafe
Revital-Ox Resert HLD
Sanicloth AF
Sanicloth AF3
Toallitas con lejia Sanicloth
Sanicloth HB
Sanicloth Plus
Sporicidin

Staphene

Steranios 2%

Q N0 0 0 N NN 00 NN N0 o

Steranios 20%



Tabla 3: Compatibilidad de los desinfectantes con el sistema y los transductores

Soluciones de desinfeccion y

L L38xi
limpieza

Super Sanicloth

Toallitas Trigene Advance
Tristel Solo

Toallitas Tristel

T-Spray

T-Spray |l

Virex Il 256

VirexTB

Toallitas Virox 5 RTU

Toallitas Wet Task

N N e N N N N N 7 B N N %)

Toallitas desinfectantes Wipes
Plus

V= Aceptable

® = Inaceptable. No usar

Capitulo 8: Especificaciones

Se ha corregido el siguiente contenido.
Normas relativas a la seguridad electromecanica

IEC 60601-1:2005, Equipos electromédicos - Parte 1: Requisitos generales para la seguridad basica y
funcionamiento esencial (3% edicién incluida la correccidn 1y la correccion 2).
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Value from Innovation

M-Turbo ultrasoon systeem S S :
Errata gebruikershandleiding P20052-03 0 n o I te

De volgende inhoud was niet opgenomen in de gebruikershandleiding van het systeem. De inhoud wordt
in de volgende update opgenomen.

Richtlijnen en verklaring van de fabrikant

Tabel 1: Verklaring van de fabrikant - Elektromagnetische omgeving

Emissietest Naleving Elektromagnetische omgeving
RF-emissies Groep 1 Het SonoSite ultrasone systeem gebruikt alleen
CISPR 11 RF-energie voor de interne werking. De RF-emissie is

daarom zeer gering en het is onwaarschijnlijk dat deze
storing veroorzaakt in elektronische apparatuur in de
omgeving van de generator.

RF-emissies Klasse A Het SonoSite ultrasone systeem is geschikt voor gebruik

CISPR 11 in alle gebouwen, uitgezonderd van woningen en
gebouwen die rechtstreeks zijn aangesloten op het
openbare elektriciteitsnet.

Harmonische emissies Klasse A
IEC 61000-3-2

Spanningsfluctuaties/ Voldoet
flikkeringen

IEC 61000-3-3

Aanbevolen desinfectiemiddelen
Tabel 2: Compatibiliteit tussen desinfectiemiddelen en systeem en transducers

Desinfectie- en

. . L38xi
reinigingsoplossingen
Nano-sonische v
Trophon
EPR**

v = Kan worden gebruikt.

* = Raadpleeg de gebruikshandleiding
van de fabrikant voor informatie
over en richtlijnen aangaande de
werkzaamheid en geschikt klinisch
gebruik.

* = Niet goedgekeurd voor gebruik in
Canada.
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Tabel 3: Compatibiliteit tussen desinfectiemiddelen en systeem en transducers

Desinfectie- en

L. . . L38xi
reinigingsoplossingen

Accel Intervention-doekjes
Accel TB-doekjes
Aikem A-33

Alcohol, ethanol
Alcohol, isopropyl
Anios-doekjes
Aniosyme DD1-5%
Anioxide 1000
Asepti-HB
Asepti-Steryl
Asepti-Wipe Il

Baxedin Pre-Op

Carpe Diem TB-doekjes
CaviWipes

Cidex

Cidex OPA

Cidex Plus

NN N NN 0 N0 o0 N0 N0 o0 N N0 o

Clinell Universal desinfecterende
doekjes

AN

Clorox kiemdodende doekjes

%)

Clorox-waterstofperoxidedoekjes

Coverage kiemdodende v
oppervlaktedoekjes

Coverage Plus kiemdodende 4
oppervlaktedoekjes

Coverage-spray
Coverage-spray TB
Dynacide PA

Echo Clean vochtige doekjes

(RN NI NN

End-Bac ll
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Tabel 3: Compatibiliteit tussen desinfectiemiddelen en systeem en transducers

Desinfectie- en
reinigingsoplossingen

L38xi

Endosporine
Envirocide

Gluco Chlor-doekjes
Incidin Plus 1%
Incidin Plus 3%
Madacide 1
Medzyme

Metricide OPA Plus
Metrisponge
Mikrobac Forte 2%
Mikrobac-tissues

NU - Cidex

Oxivir TB-doekjes
Percept RTU-doekjes
Protex-doekjes
Protex-spray
Rely+On PeraSafe
Revital-Ox Resert HLD
SanicCloth AF
Sanicloth AF3
Sanicloth HB
Sanicloth Plus
Sanicloth-bleekmiddeldoekjes
Sporicidin

Staphene

Steranios 2%
Steranios 20%
Super Sanicloth
T-Spray

T-Spray |l

S SERN - R R N B e B N R N N B H R N N N - R N N N N N N N N NN
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Tabel 3: Compatibiliteit tussen desinfectiemiddelen en systeem en transducers

Desinfectie- en

s . L38xi
reinigingsoplossingen

Trigene Advance-doekjes
Tristel Solo
Tristel-doekjes

Virex Il 256

Virex TB

Virox 5 RTU-doekjes
Waterstofperoxide (3%)

Wet Task-doekjes

IR NN N - EEE NN

Wipes Plus desinfecterende
doekjes

v = Acceptabel
O = Niet acceptabel. Niet gebruiken.

Hoofdstuk 8: Specificaties

De volgende inhoud is gecorrigeerd.

Normen voor elektromechanische veiligheid

IEC 60601-1:2005, Medische elektrische apparatuur - Deel 1: Algemene vereisten voor basisveiligheid en
essentiéle prestaties (3e editie inclusief corrigendum 1 en 2).
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Value from Innovation

M-Turbo ultralydssystem

Fejl i brugervejledningen P20052-03 S 0 n 0 S I te

Folgende indhold er ikke medtaget i brugervejledningen; det vil blive tilfejet ved neeste opdatering.

Vejledning og fabrikantens erkleering

Tabel 1: Fabrikantens erklzering - Elektromagnetisk miljo

Emissionstest Overensstemmelse Elektromagnetisk miljo
RF-emissioner Gruppe 1 SonoSite-ultralydssystemet bruger kun RF-energi til dets
CISPR 11 interne funktioner. Derfor er dets RF-emissioner meget

lave, og det er usandsynligt, at det vil forarsage
forstyrrelser i elektronisk udstyr i naerheden.

RF-emissioner Klasse A SonoSite-ultralydssystemet er brugbart i alle miljger, dog

CISPR 11 ikke hvor man er direkte forbundet med den offentlige
lavspaendingsstremforsyning, der bruges til
husholdningsbrug.

Harmoniske emissioner Klasse A
IEC 61000-3-2

Spaendingsudsving/ Overholder
flicker

IEC 61000-3-3

Foreskrevne desinfektionsmidler
Tabel 2: Desinfektionsmidlers kompatibilitet med systemet og transducerne

Desinfektions- og

. . L38xi
renggringsoplgsninger

Nanosonics Trophon v
EPR**

v'= Godkendt til brug.

* =Se brugermanualen for information
og vejledning om desinficeringens
effektivitet og korrekt klinisk brug.

* = Ikke godkendet til brug i Canada.

Tabel 3: Desinfektionsmidlers kompatibilitet med systemet og transducerne

Desinfektions- og

. . L38xi
rengeringsoplgsninger
Accel TB-servietter O
Accel Intervention-servietter ~
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Tabel 3: Desinfektionsmidlers kompatibilitet med systemet og transducerne

Desinfektions- og

. . L38xi
renggringsoplgsninger

Aikem A-33

Alkohol, ethanol

Alkohol, isopropyl
Anios-servietter

Aniosyme DD1-5%

Anioxid 1000

Asepti-HB

Asepti-Steryl

Asepti-Wipe Il

Baxedin Pre-Op

Carpe Diem TB-servietter
Caviwipes

Cidex

Cidex OPA

Cidex Plus

Clinell Universal-renseservietter
Clorox bakteriedraebende servietter

Clorox Hydrogenperoxid-servietter

KO NN XN N XN /N 0 N Q0 o N0 N0 o X

Coverage bakteriedraebende
overfladeservietter

<

Coverage Plus bakteriedraebende
overfladeservietter

Coverage Spray
Coverage Spray TB
Dynacide PA

Echo Clean vadservietter
End-Bacll

Endosporine

Envirocide

A N N N % B 7 NE A NE N

Gluco Chlor-servietter

30



Tabel 3: Desinfektionsmidlers kompatibilitet med systemet og transducerne

Desinfektions- og
renggringsoplgsninger

L38xi

Hydrogenperoxid 3 %
Incidin Plus 1%

Incidin Plus 3%
Madacide 1

Medzyme

Metricide OPA Plus
Metrisponge
Mikrobac Forte 2%
Mikrobac-servietter
NU - Cidex

Oxivir TB-servietter
Percept RTU-servietter
Protex-spray
Protex-servietter
Rely+On Perasafe
Revital-Ox Resert HLD
Sanicloth AF

Sanicloth AF3
Sanicloth blegeservietter
Sanicloth HB
Sanicloth Plus
Sporicidin

Staphene

Steranios 2%
Steranios 20%

Super Sanicloth
Trigene Advance-servietter
Tristel Solo
Tristel-servietter

T-Spray

N0 N N 00 N0 00 NN N0 Q0o NNN OO0 SN RN NN RN s X
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Tabel 3: Desinfektionsmidlers kompatibilitet med systemet og transducerne

Desinfektions- og

. . L38xi
renggringsoplgsninger

T-Spray |l

Virex I 256

Virex TB

Virox 5 RTU-servietter

Wet Task-servietter

AN N NN N RN

Wipes Plus desinfektionsservietter

v = Acceptabelt
O = Uacceptabelt. Ma ikke bruges

Kapitel 8: Specifikationer
Det folgende indhold er blevet rettet.
Standarder for elektromekanisk sikkerhed

IEC 60601-1:2005, Elektromedicinsk udstyr - del 1: Generelle krav til grundleeggende sikkerhed og
vaesentlige funktionsegenskaber (3. udgave omfattende rettelser 1 og 2).
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Value from Innovation

M-Turbo ultralydsystem

Brukerveiledning, rettinger, P20052-03 S 0 n 0 S I te

Folgende innhold var ikke inkludert i brukerveiledningen for systemet. Det vil bli lagt til i neste
oppdatering.

Veiledning og produsenterklzering

Tabell 1: Produsenterklzering - elektromagnetisk miljo

Utslippstest Samsvar Elektromagnetisk miljo
Radiostraling Gruppe 1 SonoSites ultralydsystem benytter bare RF-energi til
CISPR 11 interne funksjoner. Radiostralingen er derfor meget lav,

og sannsynligheten for & forstyrre annet elektronisk utstyr
i neerheten er liten.

Radiostréling Klasse A SonoSites ultralydsystem passer til bruk pa alle slags

CISPR 11 steder, med unntak av i private hjem og steder som er
knyttet direkte til lavspenningsnett som forsyner
bygninger som brukes til husholdningsformal.

Harmonisk straling Klasse A

IEC 61000-3-2

Spenningssvingninger/ Oppfyller kravene
flimmerstraling

IEC 61000-3-3

Anbefalt desinfeksjonsmiddel
Tabell 2: Desinfeksjonsmidlenes kompatibilitet med system og transdusere

Desinfeksjons- og

. . L38xi
rengjoringsmidler

Nanosonics Trophon v
EPR**

v’ = Godkjent for bruk.

* = Du finner informasjon og veiledning
om desinfeksjonseffektivitet og
egnet klinisk bruksomrade i
produsentens brukerhandbok.

* = Ikke godkjent for bruk i Canada.

Tabell 3: Desinfeksjonsmidlenes kompatibilitet med system og transdusere

Desinfeksjons- og

. . L38xi
rengjoringsmidler

Accel TB-servietter N
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Tabell 3: Desinfeksjonsmidlenes kompatibilitet med system og transdusere

Desinfeksjons- og

s . L38xi
rengjoringsmidler

Accel Intervention-servietter
Aikem A-33

Alkohol, etanol

Alkohol, isopropyl
Anios-servietter
Aniosyme DD1-5%
Anioxide 1000

Asepti-HB

Asepti-Steryl
Asepti-Wipe Il

Baxedin Pre-Op

Carpe Diem TB-servietter
Caviwipes

Cidex

Cidex OPA

Cidex Plus

NN NN N0 N0l o N N0 o 8 NO

Clinell Universal
renseservietter

Clorox bakteriedrepende v
servietter

Clorox O
hydrogenperoksidservietter

Coverage bakteriedrepende v
overflateservietter

Coverage Plus v
bakteriedrepende
overflateservietter

Coverage spray
Coverage spray TB
Dynacide PA

Echo Clean-servietter

©Q 0 NN X

End-Bac I



Tabell 3: Desinfeksjonsmidlenes kompatibilitet med system og transdusere

Desinfeksjons- og

s . L38xi
rengjoringsmidler

Endosporine
Envirocide

Gluco Chlor-servietter
Hydrogenperoksid 3 %
Incidin Plus 1 %
Incidin Plus 3 %
Madacide 1

Medzyme

Metricide OPA Plus
Metrisponge

Mikrobac Forte 2 %
Mikrobac papirservietter
NU - Cidex

Oxivir TB-servietter
Percept RTU-servietter
Protex spray
Protex-servietter
Rely+On Perasafe
Revital-Ox Resert HLD
Sanicloth AF

Sanicloth AF3
Sanicloth klorservietter
Sanicloth HB

Sanicloth Plus
Sporicidin

Staphene

Steranios 2%
Steranios 20 %

Super Sanicloth

DN B B N 7 B B B B N N N B % 2 N e N (N 7 B ¢ B e N N N N N N N N N N N

Trigene Advance-servietter



Tabell 3: Desinfeksjonsmidlenes kompatibilitet med system og transdusere

Desinfeksjons- og

s . L38xi
rengjoringsmidler

Tristel Solo
Tristel-servietter
T-Spray

T-Spray |l

Virex I 256

Virex TB

Virox 5 RTU-servietter

Wet Task-servietter

NN N N N N NI AN

Wipes Plus
desinfeksjonsservietter

V= Akseptabel
O = Ikke akseptabel. Skal ikke brukes

Kapittel 8: Spesifikasjoner
Felgende innhold er korrigert.

Elektromekaniske sikkerhetsstandarder

IEC 60601-1:2005, Elektromedisinsk utstyr — Del 1: Generelle krav til grunnleggende sikkerhet og
nedvendig ytelse (3. utgave inkludert rettelse 1 og 2).
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Value from Innovation

L .
M-Turbo ultraljudssystem S S t
Rdttningar till anvdindarhandboken P20052-03 0 n o I e
Foljande innehéll ingér inte i systemets anvandarhandbok. Det kommer att inféras vid nésta uppdatering.

Vagledning och tillverkarens deklaration

Tabell 1: Tillverkarens deklaration - elektromagnetisk immunitet

Emissionstest Kr"avoverens- Elektromagnetisk miljo
stammelse
RF-emissioner Grupp 1 SonoSite ultraljudssystem anvander radiofrekvensenergi
CISPR 11 endast for sin inre funktion. Dess RF-emissioner &r darfér
ldga och kommer sannolikt inte att orsaka stérningar
i narbelagen elektronisk utrustning.
RF-emissioner Klass A SonoSite ultraljudssystem lampar sig fér anvandning pa
CISPR 11 alla platser utom i bostader och platser som &r direkt
anslutna till det allménna lagspanningselndtet som
forsorjer byggnader som anvands for bostader.
Overtoner Klass A
IEC 61000-3-2
Spanningsfluktuationer/  Uppfyller kraven
flimmer
IEC 61000-3-3

Rekommenderade desinfektionsmedel
Tabell 2: Desinfektionsmedels kompatibilitet med system och transduktorer

Desinficerings- och

. R L38xi
rengoringslosningar

Nanosonics Trophon v
EPR**

v = Godkand fér anvandning.

* = Se tillverkarens anvandarhandbok
for information och instruktioner
om desinfektionseffektivitet och
lamplig klinisk anvandning.

* = Ej godkand fér anvandning i
Kanada.
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Tabell 3: Desinfektionsmedels kompatibilitet med system och transduktorer

Desinficerings- och

L. o . L38xi
rengdringslosningar

Accel TB torkdukar

Accel Intervention torkdukar
Aikem A-33

Alkohol, etanol

Alkohol, isopropyl

Anios torkdukar
Aniosyme DD1-5 %
Anioxide 1000

Asepti-HB

Asepti-Steryl
Asepti-Wipe Il

Baxedin Pre-Op

Carpe Diem TB torkdukar
Caviwipes

Cidex

Cidex OPA

Cidex Plus

NN NN N0 N 0o N0 N0 o0 NN 0o

Clinell Universal
saneringstorkdukar

Clorox bakteriedddande v
torkdukar

Clorox vateperoxidtorkdukar O

Coverage bakteriedédande v
yttorkdukar

Coverage Plus v
bakteriedddande yttorkdukar

Coverage spray
Coverage spray TB
Dynacide PA

(2 N NE AN

Echo Clean vatservetter
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Tabell 3: Desinfektionsmedels kompatibilitet med system och transduktorer

Desinficerings- och
rengoringslésningar

L38xi

End-Bac Il
Endosporine
Envirocide

Gluco Chlor torkdukar
Véteperoxid 3 %
Incidin Plus 1 %
Incidin Plus 3 %
Madacide 1

Medzyme

Metricide OPA Plus
Metrisponge
Mikrobac Forte 2 %
Mikrobac servetter
NU - Cidex

Oxivir TB torkdukar
Percept RTU torkdukar
Protex spray

Protex torkdukar
Rely+On Perasafe
Revital-Ox Resert HLD
Sanicloth AF
Sanicloth AF3

Sanicloth
blekmedelstorkdukar

Sanicloth HB
Sanicloth Plus
Sporicidin
Staphene
Steranios 2 %

Steranios 20 %

B N B B 7 e N N N B % I B N N N e N e N N N N N N N N %)

Q N0 0o 0o X
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Tabell 3: Desinfektionsmedels kompatibilitet med system och transduktorer

Desinficerings- och

. . L38xi
rengéringslosningar

Super Sanicloth

Trigene Advance torkdukar
Tristel Solo

Tristel torkdukar

T-Spray

T-Spray |l

Virex Il 256

Virex TB

Virox 5 RTU torkdukar

Wet Task torkdukar

N N e N N N N N 7 B N N %)

Wipes Plus desinficerande
torkdukar

v’ = Godkand.
O =Ej godkind. Anvéand inte.

Kapitel 8: Specifikationer
Foljande innehall har korrigerats.
Elektromekaniska sakerhetsstandarder

IEC 60601-1:2005, Elektrisk utrustning for medicinskt bruk — Del 1: Allmadnna fordringar betrdffande
sakerhet och vidsentliga prestanda (3:e upplagan inklusive réttelse 1 och 2).
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Value from Innovation

TUotnua uepRXwv M-Turbo S S :
Mapopauata syxeipidiov xprpong P20052-03 0 n 0 I te

To magakatw megLexOpevo dev mepLAaBavotav otov 0dnyod X1ongs tov ovotiuatos. Oa mpooteOet
OTNV EMOMUEVT] EVILEQWOT).

0Od8nyisc kat SHAWON TOU KATACKEVLACTH

Mivakag 1: AQRAWGN TOU KATAOKEVAOTH - HAeKTpOopayvnTIKO mepiBaAlov

AoKipn EKMTOUNWV Tuppoppwon HAektpopayvntiko mepifaiiov

Ekmopumég Opdda 1 To oboTnpa urtepxwv SonoSite xpnolOTIOIEL EVEPYELQ
padlocuxvoTHTwv PASI0CUXVOTATWY POVO YIa TNV ECWTEPIKNA AEITOVpYia Tou.
CISPR 11 Emopévwg, ot ekmmopmnég padloouxvoTHTWY gival TTOAU

XOUNAEG Kal Sev avapéveTal va TIPOKAAECOULV Kaplia
MAapEeUPOAA O& MAPAKEIIEVO NAEKTPOVIKO €EOTTAIOMO.

Ekmoumég Katnyopia A To oUotnpa uneprxwv SonoSite gival KATAAANAO yla
padloocuxvoTiTwv XPrioN O€ ONEG TIG EYKATAOTACELG EKTOG TWV OIKIWV KAl TWV
CISPR 11 EYKATACTACEWVY TTOL cuvdEovTal APESA HE TO SNUOGIo

SikTuo TapoxNG PEVHATOC XOUNANG TdoNng, TTou
TPOPOSOTE( TA KTHPLA TTOU XPNOIoTolouvTal Yid
OIKIOKOUC OKOTTIOUC.

APMOVIKEG EKTTOUTTEG Katnyopia A
IEC 61000-3-2

Alokupdvoelg tdong/ JUMHOPPWVETAL
0a0TaOEiC EKMOUEC

IEC 61000-3-3

ZUVIOTWHEVA AITOAUHAVTIKA

Mivakag 2: ZupfatéTnTa AMOAUHAVTIKWY ME TO GUGTNHA KAl TOUG OPPOTPOTEIG

AlaAOpata amoApavong

| L38xi
Katl kafapiopou

Nanosonics Trophon v
EPR**

v’ = Amo8eKT6 yia xprion.

* = Ma MAnpoPopieC Kat kaBodrynon OXeTIKA
UE TNV AMTOTEAECUATIKOTNTA TNG
AMOAUUAVONG KAl TN GWOTH KAIVIKR
Xpron, avatpé€Te oTo gyxelpidlo xprong
TOU KATOOKEVAOTH.

* = Aev éxel eykp1Bsi yia xprion otov Kavadd.
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Mivakag 3: ZupfatéTnTa AMOAUHAVTIKWY ME TO GUGTNHA Kl TOUG OPPOTPOTIEIG

AlaAOpata amoAVpavong Kat

. L38xi
KaBapiopov

MavtnAdkia Accel TB
MavtnAdkia Accel Intervention
Aikem A-33

ANKOOAN, AlBavoin
AANKOOMNN, loompomUAIKN
MavtnAdkia Anios
Aniosyme DD1-5%
Anioxide 1000

Asepti-HB

Asepti-Steryl

Asepti-Wipe Il

Baxedin Pre-Op
MavtnAdkia Carpe Diem TB
Caviwipes

Cidex

Cidex OPA

Cidex Plus

NN NN N0 N 0o N0 N0 o0 NN 0o

ATTOAUMAVTIKA HAvVTNAGKIA
Clinell Universal

MikpoBIoKTova pavtnAdkia v
Clorox

MavtnAdkia urtepo&eildiou O
udpoydvou Clorox

MikpoBloktéva pavtnidkia v
emeavelag Coverage

MikpoBioktdva pavtnidxia v
emeavelag Coverage Plus

Coverage Spray
Coverage Spray TB
Dynacide PA

(2 N NE N

MavtnAdkia Echo Clean
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Nivakag 3: ZupBatéTnTa AMOAUHAVTIKWY KE TO CUCTNHA KAl TOUG HOPPOTPOTIEIG

AlaAVpata amoAUpavong Kat

. L38xi
kaBapiopou

End-Bac I
Endosporine
Envirocide

MavtnAdkia Gluco Chlor

NN NN o

Ynepo€eidio Tou udpoydvou
3%

Incidin Plus 1%
Incidin Plus 3%
Madacide 1

Medzyme

Metricide OPA Plus
Metrisponge
Mikrobac Forte 2%
MavtnAdkia Mikrobac
NU - Cidex
MavtnAdkia Oxivir TB
MavtnAdkia Percept RTU
2mpél Protex
MavtnAdkia Protex
Rely+On Perasafe
Revital-Ox Resert HLD
Sanicloth AF
Sanicloth AF3

B N B R 7 B B N N N %/ B % I B N N N N N N N A

NAEUKAVTIKA pavTnAdkia
Sanicloth

Sanicloth HB
Sanicloth Plus
Sporicidin

Staphene

AN ZEEZE N “H RN

Steranios 2%



Nivakag 3: ZupBatéTnTa AMOAUHAVTIKWY KE TO CUCTNHA KAl TOUG HOPPOTPOTIEIG

AlaAVpata amoAUpavong Kat

. L38xi
kaBapiopou

Steranios 20%

Super Sanicloth

MavtnAdkia Trigene Advance
Tristel Solo

MavtnAdkia Tristel

T-Spray

T-Spray |l

Virex Il 256

Virex TB

MavtnAdkia Virox 5 RTU

MavtnAdkia Wet Task

N N N N R IR N R N N e

ATIOAUPAVTIKA JavTnAdKia
Wipes Plus

v’ = Ao8exTtd

O = Mn anodextd. Mn xpnotpomolgite

Kepalaio 8: Mpodiaypagéc

‘Exet d1000w0el To magakAtw meQLEXOUEVO.

Mpdotunma nAEKTPOUNXAVIKAG AGPAAEIag

IEC 60601-1:2005, Iatotkdg nAektoikog eEomAlopds - Mégog 1: Tevikég anattrjoels v ) Baoikn
aoPpaAela KaL T oToLyELwdT artddoon (3n ékdoor), ovumeQ. dlopbwtikov onpelwpatos 1 kat
dL0POWTIKOV ONUEUATOS 2).
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Value from Innovation

YnbTpasBykoBas cuctema M-Turbo

Cnucok one4yamok e pykosoocmee S 0 n o S I te

nose3oeamens P20052-03

Caeayromas nHpopManys He BOIILIa B pyKOBOJCTBO I101b30BaTeAs CUCTEMBI; OHa OyJAeT A0DaB/AeHa IIpu
cleayiorieM oOHOB/AEHNI.

PeKomer,au,mm n 3aABNIeHne nponssoanTena

Ta6bnuua 1. 3aABneHNe KOMNaHUN-NPON3BOAUNTENS MO /IEKTPOMarHUTHON 06CcTaHOBKe

TectnpoBaHme Ha CreneHb
dneKTpOMarHUTHasA o6CcTaHOBKa

Hanuuve N3Nny4yeHus COOTBETCTBUA

PY-nsnyuenne Mpynna 1 PY-aHeprusa B ynbTpasByKkoBou cucteme SonoSite

CISPR 11 NCMNONb3yeTCcA TONbKO ANA peann3aunm ee BHYTPEHHUX
dyHKumn. NMostomy PY-n3nyueHme cructembl OUeHb Mano
1, Hanboree BePOATHO, HE BbI3OBET NOMeX B 6JIN3KO
pacrnonoXeHHOM 31eKTPOHHOM 060pyAOBaHNN.

PY-nsnyuenne Knacc A YnbTpasBykoBas cucteMa SonoSite npegHasHayeHa and

CISPR 11 NPYMEHEHNA B NMIOObIX MOMELLEHMSX, KPOME KMJIbIX
3[0aHUI U 3JaHWIN, HENOCPEACTBEHHO MOAKITIOUYEHHbIX
K OOLLEeCTBEHHOW HM3KOBOJIBTHOWN CETU SMIEKTPONUTAHNS,
obecneyvrBatoLLell Mofavy SNeKTPONMTaHWA B 3aHNA
KOMMYHasIbHOro Ha3HayeHuA.

lapmoHuyeckne Knacc A

n3nyyeHmsa

IEC 61000-3-2

Kone6aHus HanpsixkeHns/  CooTBETCTBYeT
bnrKkep-LyMmbl

IEC 61000-3-3

PekomeHayemble Ae3nHoULMpYOWMe CpeaAcTBa

Ta6nuua 2. COBMeCTUMOCTb Ae3NHPULMPYIONX CPEACTB C CUCTEMOI 1 AaTUMKaMK

Oe3unHoununpyowme
1 ouuLaloLMe PpacTBOPbI

L38xi

Nanosonics Trophon v
EPR**
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Ta6bnuua 2. COBMeCTMMOCTb Ae3UHGULNPYIOWNX CPeACTB C CUCTEMOI 1 AaTUnKaMmu (NpogosmKeHne)

De3nHounumpyiowme
1 ouMLiaoLe pacTBOpPbI

L38xi

v MpurogHo Ana NpUMeHeHusA.

* [lononHUTeNbHbIE CBEAEHNSA U yKa3aHUs
no obecneyeHmnio 3GPeKTNBHOCTY
fe3nHbeKuUn 1 Haanexalyemy
KJIMHNYECKOMY NPVIMEHEHMIO
CM. B PyKOBOJCTBE MONb30BaTeNs,
MocTaBlAeMOM NPOV3BOAUTENEM.

* Vicnonb3ogaHue Ha Tepputopum KaHagpl
3anpeLyeHo.

Ta6nuua 3. COBMeCTMMOCTb Ae3NHGULMPYIOLWNX CPeACTB C CUCTEMOI 1 AaTUNKaMn

De3nHounumpylowme
" ouuaoWMe pacTBOPbI

L38xi

Candetkm Accel TB
Candetkm Accel Intervention
Aikem A-33

CnunpT, 3TMNOBbIN

CnnpT, n3oNponuIoBbIN
Candetkm Anios
Aniosyme DD1 (5 %)
Anioxide 1000

Asepti-HB

Asepti-Steryl
Asepti-Wipe Il

Baxedin Pre-Op
Candetkm Carpe Diem TB
Caviwipes

Cidex

Cidex OPA

Cidex Plus

NN NN N0 N o N0 N0 o NN 0o

HesnHonympytowme candetku
Clinell Universal

<

bakTepuumaHble candeTkm
Clorox
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Ta6nuua 3. CoBMeCTMMOCTb Ae3NHGULMPYIOWNX CPeACTB C CUCTEMOI 1 AaTUnKaMm

Ae3sunHunyumpyrowme L38xi
1 ouMLlaLMe pacTBOpbI

CandeTKkm C nepoKcmaom ~
Bogopopa Clorox

bakTepuunaHble candeTky Ans v
OUMLLEHVA MOBEPXHOCTEN

Coverage

bakTepuumaHble candeTky Ans v

ounLLEeHMA NoBepPXHOCTEN
Coverage Plus

Aspo3sonb Coverage
Asposonb Coverage TB
Dynacide PA
Candetkm Echo Clean
End-Bac Il
Endosporine
Envirocide

Candetku Gluco Chlor
Mepokcng sBogopoaa (3 %)
Incidin Plus (1 %)
Incidin Plus (3 %)
Madacide 1

Medzyme

Metricide OPA Plus
Metrisponge
Mikrobac Forte (2 %)
Candetkn Mikrobac
NU - Cidex

Candetkun Oxivir TB
Candetkm Percept RTU
Aspo3onb Protex
Candetkm Protex

Rely+On Perasafe

R R N N N H N N N A T N N N N N N NN B~ B U NE AN

Revital-Ox Resert HLD



Ta6nuua 3. CoBMeCTMMOCTb Ae3NHGULMPYIOWNX CPeACTB C CUCTEMOI 1 AaTUnKaMm

De3nHounumpyiowme
1 ouMLiaoLe pacTBOpPbI

L38xi

Sanicloth AF

Sanicloth AF3

<\

MponutaHHble xnopom
candeTku Sanicloth

Sanicloth HB
Sanicloth Plus
Sporicidin

Staphene

Steranios (2 %)
Steranios (20 %)
Super Sanicloth
CandeTtku Trigene Advance
Tristel Solo

Candetkm Tristel
T-Spray

T-Spray |l

Virex Il 256

Virex TB

Candetkm Virox 5 RTU

Candetkn Wet Task

NN NN NN N N o N0 o o X

OesnHounumpytowme candetkn
Wipes Plus

v MpurogHo Ana NpyMeHeHnA.

S HenpwurogHo ana npumeHeHus. He
MCNonb30BaTh.

Maga 8: TexHnyecKkne xapaktepucTtnku

Hioxenpuseaennas nadopmaris 6bl1a M3MeHeHa.

CraHpa PTbl 3JIeKTPpOMEeXaH nyeckom 6esonacHocTn

IEC 60601-1:2005, «MeaunmHcKoe D1eKTpudeckoe o0opyAoBaHue, yacTs 1. O0mme TpeGosaHmA
0e301acHOCTH C yIeTOM OCHOBHBIX (DYHKIIMOHAABHBIX XapaKTepUCTUK» (3-e M3AaHIe, C IOIPaBKOIT
1 u morrpaskoii 2).



FUJFILM

Value from Innovation

M-Turbo Ultrason Sistemi S S :
Kullanici Kilavuzu Yanlis Listesi P20052-03 0 n 0 I te

Asagidaki igerik, sistem kullanic1 kilavuzuna dahil edilmemistir; sonraki giincellemede eklenecektir.

Kilavuz ve uireticinin beyani

Tablo 1: Uretici Beyani - Elektromanyetik Ortam

Emisyon Testi Uygunluk Elektromanyetik Ortam
RF emisyonlari 1. Grup SonoSite ultrason sistemi ic islevleri icin yalnizca RF
CISPR 11 enerjisi kullanir. Bu nedenle, cihazin RF emisyonlari cok

disuk olup yakindaki elektronik cihazlarda girisim
yaratma olasiligi yoktur.

RF emisyonlari A Sinffi SonoSite ultrason sistemi, evler ve bu amacla kullanilan

CISPR 11 binalara enerji saglayan diisiik voltajli genel elektrik
sebekesine dogrudan baglh yapilar disinda, tim
kuruluslarda kullanima uygundur.

Harmonik emisyonlar A Sinifi

IEC 61000-3-2

Voltaj inis ¢ikis/ Uyumludur
titreme emisyonlari

IEC 61000-3-3

Tavsiye edilen dezenfektanlar
Tablo 2: Dezenfektanlarin Sistem ve Doniistiiriiciiler ile Uyumlulugu

Dezenfeksiyon ve

Temizleme Soliisyonlari L38xi

Nanosonics Trophon v
EPR**

v/ =Kullanim icin kabul edilebilir.

* = Dezenfeksiyon etkinligi ve uygun
klinik kullanim icin Greticinin kullanim
kilavuzuna bakin.

# = Kanada'da kullanim icin
onaylanmamistir.

Tablo 3: Dezenfektanlarin Sistem ve Donistiiriiciiler ile Uyumlulugu

Dezenfeksiyon ve Temizleme

Soliisyonlari L38xi

Accel TB Mendilleri ©
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Tablo 3: Dezenfektanlarin Sistem ve Doniistiiriiciiler ile Uyumlulugu

Dezenfeksiyon ve Temizleme

Soliisyonlari L38xi

Accel Intervention Mendilleri
Aikem A-33

Alkol, Etanol

Alkol, izopropil

Anios Mendilleri
Aniosyme DD1-%5
Anioxide 1000

Asepti-HB

Asepti-Steryl
Asepti-Wipe Il

Baxedin Pre-Op

Carpe Diem TB Mendilleri
Caviwipes

Cidex

Cidex OPA

Cidex Plus

NN NN N0 N0l o N N0 o 8 NO

Clinell Universal Sterilizasyon
Mendilleri

<\

Clorox Antiseptik Mendilleri

Clorox Hidrojen Peroksit O
Mendilleri

Coverage Antiseptik Yiizey v
Mendilleri

Coverage Plus Antiseptik Yiizey v
Mendilleri

Coverage Sprey

Coverage Sprey TB
Dynacide PA

Echo Clean Islak Mendiller
End-Bac

SNSEN-UER NI NN

Endosporine
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Tablo 3: Dezenfektanlarin Sistem ve Doniistiiriiciiler ile Uyumlulugu

Dezenfeksiyon ve Temizleme
Soliisyonlari

L38xi

Envirocide

Gluco Chlor Mendilleri
Hidrojen Peroksit %3
Incidin Plus %1

Incidin Plus %3

Madacide 1

Medzyme

Metricide OPA Plus
Metrisponge

Mikrobac Forte %2
Mikrobac Kagit Mendilleri
NU - Cidex

Oxivir TB Mendilleri
Percept RTU Mendilleri
Protex Sprey

Protex Mendilleri
Rely+On Perasafe
Revital-Ox Resert HLD
Sanicloth AF

Sanicloth AF3

Sanicloth Beyazlatici Mendiller
Sanicloth HB

Sanicloth Plus

Sporicidin

Staphene

Steranios %2

Steranios %20

Super Sanicloth

Trigene Advance Mendilleri

Tristel Solo

NN Q000 N0 0 0 NN N0 0o o0 NN N o 8NN RN RN N NN RN s s
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Tablo 3: Dezenfektanlarin Sistem ve Donistiiriiciiler ile Uyumlulugu

Dezenfeksiyon ve Temizleme

Soliisyonlari L38xi

Tristel Mendilleri
T-Spray

T-Spray |l

Virex Il 256

Virex TB

Virox 5 RTU Mendilleri

Wet Task Mendilleri

D N N N N N N N %)

Wipes Plus Dezenfektan
Mendilleri

v’ =Kabul edilebilir

O =Kabul edilemez. Kullanmayin

Boliim 8: Teknik Ozellikler
Asagidaki igerik diizeltilmistir.
Elektromekanik giivenlik standartlari

IEC 60601-1:2005, Elektrikli tibbi ekipman - Boliim 1: Temel giivenlik ve temel performans igin genel
gereklilikler (diizeltme 1 ve 2 dahil 3. Edisyon).
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Value from Innovation

M-Turbo FBE{Y

JH 75 Br&)iR 7 P20052-03 S 0 n 0 S | te

UTHERBSAEBEMNAFERET, BT TREMRNANERS.

5= RN SHl3E R A FA
F1: Bl - AT

b ip i FEME HREIFIE
RF 4251 Group 1 (14R) 7K SonoSite BBE RGN AE A EBINEEE R ST 5HREE
CISPR 11 Ett, HRFIESHHEE, AR KATEEXSBIERIE Fi%
EFEETH.
RF $&25% ClassA (A ) 7 SonoSite HBE RGE S EMBREEERFEM, B
CISPR 11 A BRI R ERE R AR EHBN (AR
YR A RIEMHE) ABRIERIRIN.
TR RS ClassA (A )
IEC 61000-3-2
RS / FFERE
NSRS
IEC61000-3-3
EFEANESET
*2: HENSBERGMIGESESY
HEMEEEHE L38xi
Nanosonics Trophon v
EPR**
Vo= AR AR

* = AR BRI R )
HEMES, FZEEERKmN S
Tt

F o= g A IS A

®3: HEFSEERGMRERNEEMY

HEBRMETER L38xi
Accel TB & S
Accel Intervention ;E M o
Aikem A-33 v
BE2, 282 v
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#+z3: HBENSBERGEMIRESRMERNY
HEEEAR L38xi
B2, A

Anios JZM

%)

Aniosyme DD1-5%
Anioxide 1000
Asepti-HB

Asepti-Steryl
Asepti-Wipe Il

Baxedin Pre-Op

Carpe Diem TB ;&3
Caviwipes

Cidex

Cidex OPA

Cidex Plus

Clinell Universal B4 ;8
Clorox B2 M

Clorox I &L EUEM
Coverage E R EEM
Coverage Plus REZREIEM
Coverage FiZE
Coverage M#Z TB
Dynacide PA

Echo Clean ;&3
End-Bac Il

Endosporine

Envirocide

Gluco Chlor ;&M
BELE 3%

Incidin Plus 1%

DN N N N~ B~ R N N N N N R N N N N N N A B N = B~ B N % M N

Incidin Plus 3%



*®3: HEFSEERGMREERNEEMY

HEMEERR L38xi
Madacide 1 4
Medzyme

Metricide OPA Plus

Metrisponge

Mikrobac Forte 2%
Mikrobac 2%

NU - Cidex

Oxivir TB ;21
Percept RTU ;21
Protex IR E

Protex ;21
Rely+On Perasafe
Revital-Ox Resert HLD
Sanicloth AF
Sanicloth AF3
Sanicloth ;ZZH;& M
Sanicloth HB
Sanicloth Plus
Sporicidin
Staphene
Steranios 2%
Steranios 20%
Super Sanicloth
Trigene Advance ;&M
Tristel Solo

Tristel ;2

T-Spray

T-Spray |l

Virex 11 256

Virex TB

N N N R NN R~ RN R N N RN NN R R RN N N % NN N NN
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*®3: HEFSEERGMREERNEEMY

HBMEEER L38xi
Virox 5 RTU ;&M v
Wet Task ;Z2M v
Wipes Plus ;HE/EM v
Vo= g

© = FuZ. LA
E8E: HE
UTHAREHELE.
NEBERLRE

IEC 60601-1:2005, EEfrHEERIEE, £ 120 : EAREMERMEENERER (5 3 MMENRR 1 FENHR
£z,
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Value from Innovation

M-Turbo BE B R4 .
1615 2 F R RIE2P20052-03 SO 1 OSIte

THINERE TR RS E T, SRR REFRIA

22 R L B R 7 22 B
R 1: REHRAN - BHIRE

SRRl "a BRI

St SRSRS E14 7 SonoSite B E K AR E A HNARTHEERE M RF EEE-
CISPR 11 FHitt, SRS EBIFEMR, TRURHAINETRE
EETFE.

Bt SRR ST A% 7K SonoSite BE K B E A A EHREPIFEA,
CISPR 11 P77 A BRI A EIEEEE AR RERHESR
(BARMZEEYRARISHEE) BEBEREN.

AR R SRS A%
IEC 61000-3-2

ERKEN/ &
P aRsT
IEC 61000-3-3

BRERRHEE
R 2: BERESRBRSENEET S
HEREER L38xi

Nanosonics Trophon v
EPR**

v =TEMA.

* = EEREERNIER T, B
THERURHAE REER PR E A BB
ARAA.

f= REREEMEXER.

3 BE R ESRRERFENERTHEE

HEEERAER L38xi
Accel TB 1 ©
Accel Intervention &M S
Aikem A-33 v
BrE. OB v
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R 3: BERER B RENESHEH
HERERAAER L38xi
B RAEE
Anios ¥4 M
Aniosyme DD1-5%

@

Anioxide 1000
Asepti-HB
Asepti-Steryl
Asepti-Wipe Il

Baxedin Pre-Op

Carpe Diem TB 1#&#{
Caviwipes

Cidex

Cidex OPA

Cidex Plus

Clinell Universal ;H &8

D A A N N N N A B N O 7 B % B B N % I B NI N )

Clorox F{E &AM

Clorox B & ¢ & H D
Coverage #% & 7= E M
Coverage Plus 3 E R @IER M
Coverage &2

Coverage TB IE5%
Dynacide PA

Echo Clean #riI

End-Bac

Endosporine

Envirocide

Gluco Chlor 4 M
BEMLE 3%

Incidin Plus 1%

N N N N N R N N N N N R N

Incidin Plus 3%
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R 3: BERER B RENESHEH

HEIUERRER

L38xi

Madacide 1

Medzyme

Metricide OPA Plus
Metrisponge
Mikrobac Forte 2%
Mikrobac k3

NU - Cidex

Oxivir TB £
Percept RTU #23{M
Protex IE 5%

Protex &
Rely+On Perasafe
Revital-Ox Resert HLD
Sanicloth AF
Sanicloth AF3
Sanicloth ;Z B M
Sanicloth HB
Sanicloth Plus
Sporicidin

Staphene

Steranios 2%
Steranios 20%

Super Sanicloth
Trigene Advance M
Tristel Solo

Tristel #4{rh

T-Spray

T-Spray |l

Virex I 256

Virex TB

v

SRR RN B N N B B N B i B~ N N N R H N R N N N “2 - A I N NI N NN
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R 3: BERER B RENESHEH

HEIERRER L38xi
Virox 5 RTU #4K v
Wet Task i v
Wipes Plus jHE M v
v =WEZ

O = ReiE®. HylEm
HE8E: HIB
BEEUTRR.
BERSMELE

I[EC 60601-1:2005, B&FEE R, £ 159 : BAEAREMMERMEN—MRENXR, F=IRMEERR
152
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Manufacturer

FUJIFILM SonosSite, Inc.

21919 30th Drive SE

Bothell, WA 98021 USA

T: 1-888-482-9449 or
1-425-951-1200

F: 1-425-951-1201

EC Authorized Representative  Australia Sponsor

FUJIFILM SonoSite B.V. FUJIFILM SonoSite

Joop Geesinkweg 140 Australasia Pty Ltd

1114 AB Amsterdam, 114 Old Pittwater Road

The Netherlands BROOKVALE, NSW, 2100
Australia

United States federal law restricts this device to sale by or on the order of a physician.
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