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Leggere attentamente questo manuale prima di utilizzare lo
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riportate nel capitolo 1 (“Sicurezza: avvertenze e informazioni”)
e nel capitolo 2 (“Installazione”).
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Prefazione

Grazie per aver acquistato un dispositivo audiologico Inventis.

Nonostante dimensioni e peso siano contenuti, I’audiometro Piccolo ¢ un
dispositivo portatile potente e versatile, ideale per professionisti in
movimento.

In Inventis abbiamo sempre considerato estremamente importante
I’integrazione dei nostri dispositivi con il computer. Il software Maestro,
disponibile in versione con o senza database proprietario 0 come modulo
Noah, consente il collegamento di ogni dispositivo audiologico Inventis al
computer, al fine di archiviare nel proprio database tutti gli esami effettuati.

Vi ricordiamo inoltre che Inventis ha sviluppato una linea completa di
dispositivi audiologici: oltre agli audiometri, la nostra linea comprende
diversi impedenzometri, dispositivi per fitting audioprotesico REM e HIT, un
video otoscopio senza fili e molto altro.

Per ogni ulteriore informazione, nonché per segnalare qualsiasi tipo di
problema, € possibile contattarci ai seguenti recapiti:
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INVENTIS S.r.l.

Corso Stati Uniti, 1/3

35127 Padova, Italia

Tel.: 049.8962844 — Fax: 049.8966343
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CAPITOLO 1

Sicurezza: avvertenze e informazioni

MANUALE UTENTE

Si consiglia di leggere per intero questo manuale, allo scopo di utilizzare
appieno tutte le possibilita offerte dallo strumento. In particolare, si invita a
leggere per intero questo capitolo, che contiene importanti informazioni ed
avvertenze fondamentali per un utilizzo sicuro e corretto del dispositivo.
All’interno di questo manuale, il simbolo di sicurezza sotto illustrato intende
attirare 1’attenzione del lettore su informazioni particolarmente importanti ai
fini della sicurezza e della correttezza di utilizzo.

A

RESPONSABILITA DELL’OPERATORE

Un funzionamento affidabile ed efficiente dell'audiometro Piccolo € garantito
solo se il dispositivo viene utilizzato in conformita alle istruzioni e alle
procedure indicate in questo manuale.

Nel caso in cui il dispositivo debba essere sottoposto a riparazioni o
manutenzione, non deve essere usato fino all’avvenuta riparazione e deve
essere scollegato dalla rete elettrica. Le parti difettose e guaste devono essere
sostituite soltanto con parti di ricambio originali fornite da INVENTIS S.r.1..
Tutte le riparazioni devono essere effettuate esclusivamente da Inventis o da
personale autorizzato da Inventis.

Nessuna delle parti del dispositivo deve essere modificata o sostituita senza
I’autorizzazione scritta di Inventis.

L’utente del dispositivo ¢ pienamente responsabile di un eventuale
malfunzionamento causato da uso o operazioni improprie, nonché da
interventi di manutenzione o riparazione effettuati da terzi che non siano
INVENTIS S.r.l. o Centri di Assistenza autorizzati. INVENTIS S.r.l. e i
Centri di Assistenza saranno responsabili per le prestazioni e 1’affidabilita
dell’apparecchiatura solo se:

1. tuttiicollegamenti, le regolazioni, le modifiche o le riparazioni sono
effettuate esclusivamente da personale autorizzato da Inventis;



2. l'impianto elettrico e la messa a terra dell’installazione sono
conformi alle specifiche degli standard per le apparecchiature
elettromedicali.

DESTINAZIONE D’USO

Il dispositivo medico Piccolo & un audiometro. Un audiometro & un
dispositivo che aiuta I'operatore a definire la sensibilita uditiva del paziente
generando e inviando al paziente stimoli sonori di diversi tipi e intensita a
scopo diagnostico.

INDICAZIONI D’USO E UTILIZZATORI

Piccolo & destinato all'uso da parte di professionisti ORL sanitari in ospedali,
cliniche ORL e studi di audiologia per condurre valutazioni dell'udito e
assistenza nella diagnosi di possibili disturbi otologici. Non vi & alcuna
limitazione della popolazione di pazienti nell'uso del dispositivo; assicurarsi
sempre di eseguire un'otoscopia prima di utilizzare il dispositivo.

Questi esami devono essere effettuati in un ambiente silenzioso, al fine di
evitare artefatti.

CONDIZIONI MEDICHE

Condizioni di compromessa capacita uditiva o qualsiasi condizione nella
quale si ritiene che il sistema uditivo influiscano in modo decisivo nella
diagnosi.

PRECAUZIONI

Riferire qualsiasi incidente grave, che si ¢ verificato in relazione
all’utilizzo del dispositivo, al produttore e all’autorita
competente dello Stato membro nel quale ['utente e/o il paziente
si trova.

Per un utilizzo corretto e sicuro dell’audiometro € fondamentale attenersi alle
seguenti precauzioni.



Installazione e precauzioni generiche
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Garantire la conformita alle condizioni ambientali richieste
(durante il trasporto, l'immagazzinamento e il funzionamento):

Temperatura: tra +15°C e +35°C

Umidita relativa: tra 30% e 90% senza
condensazione

Pressione: da 700 hPa a 1060 hPa
Temperatura: tra -10°C e 50°C

Umidita relativa: max 90%senza condensa
Pressione: da 500 hPa a 1060 hPa

1 minuto

Funzionamento

Trasporto e
immagazzinamento

Tempo di
riscaldamento

L audiometro Piccolo non é protetto in caso di uso in presenza di
gas anestetici infiammabili o prodotti simili. Pericolo di
esplosione.

Evitare [installazione e ['uso dell’audiometro Piccolo in
prossimita di sorgenti di intenso campo elettromagnetico:
potrebbero interferire con il funzionamento dell apparecchio.

Ove non espressamente consentito, utilizzare unicamente parti
rimovibili originali forniti da INVENTIS S.r.l..

Utilizzare solamente alimentatori medicali, certificati secondo la
normativa IEC 60601-1, con le seguenti specifiche:
Unita principale: 6V, 1.67A d.c.
Alimentatore esterno: SL POWER MENB1010A0603F02
100-240 Vac 50/60 Hz 0.9-0.34A (incluso) conforme alla
normativa IEC 60601-1

L audiometro Piccolo ¢ un dispositivo medico: quando viene
collegato ad un computer (o a qualsiasi dispositivo esterno, come
un lettore di CD) e questo si trova nell’”area paziente” (come
definita nella norma IEC 60601-1), anch’esso deve essere
medicale, oppure protetto da trasformatore di isolamento, per
assicurare che il sistema computer (dispositivo esterno) +
audiometro sia conforme alla norma IEC 60601-1.

Piccolo puo0 essere utilizzato con cabina silente per eseguire i test
in condizioni acustiche ottimali. Prima di collegare I’audiometro
a una cabina silente, assicurarsi che le prese siano di tipo
compatibile con le specifiche previste per ciascun connettore.
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Piccolo richiede precauzioni speciali sulla compatibilita
elettromagnetica (EMC) e deve essere installato e messo in
funzione attenendosi alle informazioni EMC fornite alla fine del
presente manuale.

La presenza di apparecchi portatili e mobili per comunicazioni a
RF puo influire sulla funzionalita del dispositivo Piccolo. Fare
riferimento alle informazioni EMC indicate alla fine del presente
manuale.

Utilizzare il cavo dell’alimentatore e il cavo USB per scollegare
il dispositivo dalla rete.

Non posizionare il dispositivo in una modalita tale che risulti
difficile scollegare il dispositivo dalla rete di alimentazione.

Calibrazione
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La calibrazione dev’essere eseguita almeno ogni 12 mesi e ogni
volta che viene sostituito un trasduttore.

La calibrazione dell’audiometro ¢ valida solamente per i
trasduttori forniti in dotazione con il dispositivo. La sostituzione
di un trasduttore richiede una nuova calibrazione
dell'audiometro.

La calibrazione dell’audiometro e valida per i trasduttori forniti
in dotazione con ['audiometro se collegati direttamente allo
strumento, senza [’interposizione di prolunghe e senza il
passaggio da connettori a pannello (come abitualmente accade
nelle installazioni con cabina silente). Qualora i trasduttori non
siano collegati direttamente all’audiometro, é necessaria una
nuova calibrazione prima dell 'utilizzo dello strumento.

La selezione di un trasduttore non calibrato viene evidenziato
nelle schermate esame tramite uno sfondo di colore rosso in
corrispondenza dell’indicazione dell’uscita selezionata. Non
sara possibile inviare alcun stimolo al paziente tramite
trasduttori non calibrati.

Prendere nota dell’intervallo di calibrazione specifico
dell’audiometro. L utilizzo dello strumento oltre la data di
scadenza della calibrazione puo portare a diagnosi non corrette.
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| tappini degli auricolari ad inserzione sono monouso; non
utilizzare lo stesso tappino per pazienti diversi. Smaltire i tappini
monouso dopo [’utilizzo.

Disinfettare i cuscinetti delle cuffie tra un paziente ed il
successivo con la procedura specificata nel CAPITOLO 3 “La
manutenzione”.
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Utilizzo

L'audiometro puo inviare toni con un’intensita potenzialmente
dannosa per il paziente. Prestare particolare attenzione alla
corretta intensita del tono prima di inviarlo per I’esame.

Quando si esegue I’audiometria utilizzando gli auricolari ad
inserzione, non procedere alla misurazione senza aver
posizionato correttamente la punta del cuscinetto.

Mantenere il precedente livello dell’intensita dello stimolo
cambiando frequenza, trasduttore o lato di stimolazione pud
portare all’invio di toni potenzialmente dannosi per il paziente.

Per l'invio di un segnale di stimolo superiore a 100 dB HL,
l’operatore deve prima premere il pulsante “dB PIU ALTI”,
attivo solo quando [’intensita di stimolo raggiunge 100 dB HL.
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SMALTIMENTO

Come in tutti i dispositivi elettronici, nell’audiometro sono presenti, sebbene
in quantita estremamente ridotta, alcune sostanze molto pericolose, come il
cadmio o il mercurio. Tali sostanze, se entrano nel normale ciclo dei rifiuti
senza un adeguato trattamento preliminare, provocano gravi danni ambientali
e sanitari. Ciascun componente dell’audiometro, al termine del proprio ciclo
di vita, deve essere pertanto oggetto di raccolta separata.

Pertanto, 1’utente dovra conferire (o far conferire) il rifiuto ai centri di
raccolta differenziata predisposti dalle amministrazioni locali, oppure
consegnarlo al rivenditore all’atto dell’acquisto di una nuova apparecchiatura
di tipo equivalente.

La raccolta differenziata del rifiuto e le successive operazioni di trattamento,
recupero e smaltimento favoriscono la produzione di nuovi dispositivi con
materiali riciclati e limitano gli effetti negativi sull’ambiente e sulla salute
eventualmente causati da una gestione impropria del rifiuto.




CONFORMITA

L’audiometro Piccolo ¢ un dispositivo medico di classe Ila conforme
all’Allegato  VIII del Regolamento sui dispositivi medici (MDR)
2017/745/EU.

Il Sistema di gestione qualita Inventis e stato certificato dal principale
organismo di valutazione TUV come conforme alla normativa ISO 13485.

TABELLA DEI SIMBOLI SULLE ETICHETTE

]
N\
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MD

Rx only

IP20

Nome e indirizzo del fabbricante.

Attenzione: ['utilizzo di questo dispositivo richiede alcune
precauzioni.
Per un utilizzo sicuro, consultare la documentazione inclusa.

Questo simbolo indica che questo prodotto € soggetto alla
Direttiva 2012/19/EU sui rifiuti delle apparecchiature
elettriche ed elettroniche (RAEE). In caso di alienazione e/o
rottamazione, questo prodotto non deve essere smaltito come
rifiuto indifferenziato, ma raccolto separatamente.

Riferirsi al manuale di istruzioni per [ utilizzo

Dispositivo con parti applicate, di Tipo B (IEC 60601-1).

Alimentazione DC

Prodotto conforme al Regolamento della Comunita europea
sui dispositivi medici (MDR) 2017/745/EU. Dispositivo di
classe Ila; numero dell’ente notificato: 0123 (TUV SUD
Product Service GmbH).

Dispositivo medico

Avvertenza: la legge federale degli Stati Uniti impone che la
vendita del dispositivo avvenga tramite o su ordine di
professionisti sanitari autorizzati.

Codice IP (Ingress Protection): questo dispositivo & protetto
contro la penetrazione di oggetti di dimensione superiore a
12,5 mm, non é protetto contro l’accesso di liquidi.



REF Codice di catalogo
IT
COMPATIBLE -

manspucers  Parte che elenca i trasduttori compatibili

Il numero di serie del dispositivo &€ composto da 13 caratteri
alfanumerici, che codificano il modello, I’anno di produzione
ed il numero di serie. In particolare, il numero € cosi
composto:

SN| - primi5 caratteri: codice Inventis del prodotto

- caratteri 6 e 7: anno di fabbricazione (12 sta per 2012)
- caratteri 8-13: numero progressivo

T 0TV AVAR AR IRRTANDNEN oo

(01)08054187380372(21)AU1PH16200749







CAPITOLO 2

Installazione

L’installazione dell’audiometro Piccolo, sebbene sia una procedura
relativamente semplice, deve essere effettuata da personale qualificato. Una
non corretta installazione pud infatti comportare problemi di sicurezza
nell’utilizzo del sistema.

Questo capitolo descrive la procedura di installazione del sistema.

ﬁ Conservare il materiale di imballaggio per un’eventuale
spedizione dell’audiometro al distributore o a Inventis.

PRECAUZIONI

L’audiometro Piccolo, come qualsiasi altro dispositivo elettrico o elettronico,

emette onde elettromagnetiche. Sebbene tali emissioni garantite rientrino nei

limiti normativi, esse potrebbero disturbare altri dispositivi elettronici posti

nelle vicinanze dell’audiometro e particolarmente suscettibili alle

interferenze elettromagnetiche.

Se ci0 dovesse accadere (verificarlo semplicemente spegnendo e

riaccendendo I’audiometro), provare a eliminare 1’interferenza adottando una

0 piu delle seguenti soluzioni:

- cambiare I’orientamento e/o la posizione del dispositivo che subisce
I’interferenza;

- allontanare dall’audiometro il dispositivo coinvolto;

- collegare il dispositivo specifico a una presa di rete appartenente a un
circuito diverso da quello in cui ¢ collegato 1’audiometro;

- consultare il produttore o 1’assistenza tecnica per ricevere aiuto.

| COLLEGAMENTI

Tutti i connettori di collegamento con le parti rimovibili sono posti sul
pannello posteriore. Questo paragrafo fa riferimento al modello Piccolo
Speech. Nella versione Piccolo Plus non ¢ presente il connettore LINE IN per
la sorgente audio esterna e nella versione Basic & assente anche il connettore
BC per il vibratore osseo.



PAT. RESP. MADE IN ITALYI [ |

TALK
OVER LINE IN

R4

Collegare tutti i trasduttori e le parti rimovibili nei rispettivi connettori, come
indicato nella seguente tabella:

Connettore Parte rimovibile
Alimentatore. Quando Piccolo é collegato al computer
oV LE7A tramite.  USB, non & necessario utilizzare
e-e_@ ’ .
I’alimentatore.
USBE Porta USB per collegamento al PC
PAT. RESP. Pulsante di risposta del paziente
BC Vibratore osseo
AC-L Cuffia sinistra/auricolare ad inserzione sinistro
ACR Cuffia destra/auricolare ad inserzione destro
TALK Microfono operatore per comunicazione al paziente o
OVER per effettuare ’audiometria vocale
LINE IN Linea esterna per il collegamento della sorgente audio

per ’audiometria vocale

10
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Accertarsi
dell’installazione siano conformi alle normative vigenti per i
dispositivi elettromedicali. Rischio di scosse elettriche

Utilizzare solamente alimentatori medicali, certificati secondo la
normativa IEC 60601-1.

che ['impianto elettrico e la messa a terra

Se Piccolo & alimentato solo tramite il cavo USB, i valori massimi
(sia in AC che in BC) sono di 10 dB inferiori rispetto ai rispettivi
valori nominali.



. . . . Ny . .
L’accensione del LED verde in corrispondenza del simbolo © indica che
I’audiometro ¢ alimentato, tramite connessione alla rete elettrica mediante
alimentatore o tramite collegamento USB al computer.

I1 LED in corrispondenza del simbolo < indica lo stato della comunicazione
dell’audiometro con computer: &€ acceso € verde se l’audiometro sta
comunicando con il computer.

COLLEGAMENTO A COMPUTER

Se controllato da computer, 1’audiometro Piccolo va collegato a una porta
USB utilizzando il cavo in dotazione (un comune cavo USB di tipo A/B).

Utilizzare il cavo fornito in dotazione per collegare I’audiometro
Piccolo a una delle porte USB del computer

L’audiometro Piccolo non richiede particolari driver per I’installazione: dopo

qualche secondo, verra riconosciuto dal sistema operativo, che ne installera
automaticamente i driver visualizzando i seguenti messaggi:

" (l Your device is ready to use
] Device driver software installed successfully,

L’audiometro Piccolo ¢ controllabile tramite computer, utilizzando il
software Inventis Maestro: per maggiori dettagli sull’utilizzo e sulle
potenzialita del software Maestro, nonché per i requisiti minimi richiesti, si
rimanda al Manuale Utente di Maestro.
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CAPITOLO 3

La manutenzione

L’audiometro Piccolo non richiede particolari operazioni di manutenzione
periodica oltre alla calibrazione e alle normali operazioni di pulizia, descritte
in questo capitolo.

Le prestazioni e la sicurezza dello strumento saranno mantenute se Si
osservano le raccomandazioni per la cura e la manutenzione riportate in
questo capitolo.

Per qualsiasi operazione di pulizia & necessario preventivamente spegnere lo
strumento e scollegarlo dall’alimentazione.

é L’ispezione e la manutenzione interna sono riservate al solo
personale autorizzato da INVENTIS S.r.l..
: | trasduttori sono realizzati con membrane molto fragili che

potrebbero venire danneggiate in seguito ad urto. Maneggiarle
con cura durante le operazioni di manutenzione.

CONTROLLI PERIODICI

La procedura descritta nel presente paragrafo deve essere

A effettuata regolarmente al primo awvio quotidiano dello
strumento.
é 1 test devono essere eseguiti con ’audiometro nella posizione di
utilizzo.

Prima di accendere lo strumento, verificare che nessun segno di
danneggiamento sia visibile in nessuna parte del dispositivo,
compresi le parti rimovibili e l'alimentatore esterno; verificare
I'integrita visiva dell'isolamento del cavo di alimentazione e dei
connettori, e verificare che non siano esposti a nessun tipo di carico
meccanico che possa comportare danni; verificare che tutte le parti
e i cavi siano collegati correttamente

- Controllare soggettivamente che le uscite con conduzione per via
aerea e per via ossea siano uguali in entrambi i canali e a tutte le
frequenze. Eseguire questo test con 10 o 15 dB, quanto basta per
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sentire che lo stimolo € stato inviato. La persona che effettua questo
controllo dovrebbe avere un ottimo udito

- Controllare per ogni frequenza che a 60 dB in AC e a 40 dB in BC
non siano presenti distorsioni, rumori o segnali parassiti

- Controllare che il pulsante di risposta del paziente e le spie luminose
funzionino correttamente.

- Controllare gli ingressi di audiometria vocale eseguendo una prova
vocale con ogni ingresso vocale

- Controllare la tensione dell’archetto delle cuffie e del vibratore
0Sseo0.

- Controllare la comunicazione con il paziente.

Se una parte o un trasduttore presentano un guasto, consultare il
Capitolo “Risoluzione dei problemi”.

Controllare sempre che I’intervallo di calibrazione non sia trascorso: la data
di scadenza dell’intervallo ¢ indicata nella parte in alto a sinistra della
schermata del software Maestro.

La calibrazione dev’essere affidata a personale tecnico

ﬁ autorizzato da INVENTIS S.r.l.. L’operazione dev’essere
eseguita almeno ogni 12 mesi e ogni volta che viene sostituito un
trasduttore.

MANUTENZIONE TRASDUTTORI

A Non utilizzare liquidi o spray per la pulizia dell’audiometro.

Accertarsi che non si accumuli polvere sui trasduttori. Inoltre:

- | cuscinetti delle cuffie sono realizzati in materiale biocompatibile ma
non sono sterili: per evitare la diffusione di infezioni e per garantirne la
biocompatibilita ¢ necessario disinfettarli prima dell’utilizzo su un
nuovo paziente utilizzando:

o per i cuscinetti delle cuffie DD45/TDH-39: salviette inumidite
con alcool denaturato o panno in microfibra inumidito con
alcool denaturato;

o per tutti gli altri cuscinetti: disinfettante anallergico, secondo le
istruzioni del produttore.

14



- | tappini monouso degli auricolari ad inserzione vengono inseriti nel
condotto uditivo del paziente. Sono costituiti da materiale
biocompatibile e sono monouso: utilizzare solo una volta e smaltire in
conformita con le normative correnti in materia di salute e sicurezza.

I tappini monouso degli auricolari ad inserzione non sono sterili.
Lutilizzo di tappini non sterili puo causare infezioni
all’orecchio.

Il vibratore osseo e i cuscinetti della cuffia possono essere puliti
piu volte nel modo descritto nel paragrafo “Manutenzione dei
trasduttori”. In caso di malfunzionamento dopo un’operazione di
pulizia, contattare [’assistenza tecnica Inventis.

Sebbene il vibratore osseo e i cuscinetti della cuffia possano
essere puliti pitu volte, verificare sempre che le loro
caratteristiche e la loro integrita siano rimaste intatte. Per farlo,
e sufficiente eseguire le prove descritte nel paragrafo “Controlli

periodici”. In caso di guasto, contattare l’assistenza tecnica
Inventis per verificare se il trasduttore deve essere sostituito.

Per evitare di danneggiare le cuffie DD45/TDH39, non premerle
contro una superficie dritta piatta in quanto si creerebbe un vuoto
e si causerebbe un danno al trasduttore (effetto ventosa).

> B B P

PULIZIA DELLO STRUMENTO

Per evitare I’accumulo di polvere sullo strumento, si raccomanda di coprirlo
con I’apposito telo protettivo quando non viene utilizzato. Inoltre, rimuovere
regolarmente la polvere che si deposita sotto lo strumento.

Per la pulizia di tutte le parti non elencate nel paragrafo precedente, utilizzare
un panno morbido che non lasci pelucchi, inumidito con acqua e detergente
delicato; in caso di sanitizzazione inumidire il panno con perossido di
idrogeno concentrato al 3%. Il dispositivo pud essere pulito piu volte senza
ridurre le prestazioni o la sicurezza di base; verificare sempre che le
caratteristiche e I’integrita del dispositivo siano rimaste intatte. Per farlo, ¢
sufficiente eseguire le prove descritte nel paragrafo “Controlli periodici”. In
caso di guasto, contattare 1’assistenza tecnica Inventis per verificare se le parti
devono essere sostituite.

15



PARTI SOSTITUIBILI

E possibile scollegare dal dispositivo i trasduttori e le parti rimovibili. In caso
si verifichi un malfunzionamento di uno di questi dispositivi, &€ necessario
staccarlo dall’unita principale dopo aver spento 1’audiometro e averlo
scollegato dalla rete elettrica.

specificatamente per ['uso con il dispositivo. Collegare

j Tutte le parti rimovibili dell’audiometro sono progettate
all’audiometro solamente parti fornite da Inventis.

RIPARAZIONE E ASSISTENZA TECNICA

Prima di contattare 1’assistenza tecnica, verificare di aver seguito tutte le
indicazioni del Capitolo “Risoluzione dei problemi”.

Le parti che devono tornare al fabbricante devono essere pulite e sanitizzate
seguendo le indicazioni di questo manuale. | trasduttori devono essere inviati
in busta trasparente chiusa e sigillata.

E importante utilizzare ’imballo originale per qualsiasi spedizione dello
strumento al servizio d’assistenza Inventis o al distributore, ed inviare con lo
strumento tutte le parti rimovibili e i trasduttori.
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CAPITOLO 4

Risoluzione dei problemi

Problema Possibile causa Soluzione
Tr ttore non .
asduttore ,O . Collegare il trasduttore
. collegato all’uscita , S,
Assenza di all’uscita corretta
corretta
segnale da un
trasduttore e .
Trasduttore Contattare il distributore o il
danneggiato servizio di assistenza tecnica
Non viene Connessione errata Collegare il pulsante paziente
. al connettore preposto
rilevata la

pressione del
pulsante paziente

Pulsante paziente
danneggiato

Contattare il distributore o il
servizio di assistenza tecnica

Impossibile
stabilire un
collegamento tra
PC e audiometro

Problemi nel
collegamento USB

Ricontrollare il collegamento
tramite USB tra lo strumento
e il computer

Cavo USB
danneggiato

Sostituire il cavo USB (cavo
USB standard di tipo A/B)

Risultati
dell’esame
inverosimili

Calibrazione
scaduta

Effettuare la calibrazione
dell’audiometro

Tipo di trasduttore
AC (cuffia o
auricolare)
selezionato
incorretto

Dal software o dall'app
Maestro, modificare la
selezione del tipo di
trasduttore AC in uso
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Problema

Possibile causa

Soluzione

Non ¢ possibile
accedere ad un
esame

Esame opzionale
non attivato

Contattare il servizio di
assistenza tecnica per
ottenere la licenza,
comunicando il numero di
serie dello strumento

verificare sia i collegamenti

interni alla cabina, sia i

j In caso di installazione con cabina audiometrica, occorre

collegamenti fra cabina e audiometro.
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Camo om ynviHOMOWeH NepcoHa.
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QuickSIN™ ¢ saquumena ¢ asmopcku npasa om Etymotic Research Inc. u
auyensupana 3a INVENTIS S.r.l., 2013 e.

q

0123



O6o06LueHune

TIPCOZOBOP .............c..oooieiiiiiiiiii v
TI'JIABA 1 Be3onacrnocm: npedynpeicoeHus u UHQOPpMayus.................... 1
PBKOBOACTBO 32 OMEPATOPA ...t 1
OTroBOPHOCTH HA OMEPATOPA .....covvirviviiiaiienienienresieaieseenesnesresre e anens 1
TIPEIHABHAUECHIE .......c..vevveiiiiieieeteetee et sr e n e 2
IToxa3anue 3a ynorpeda U KpPailHH MOTPEOHTEIIH ........ccvvvevrrerrnneenenn, 2
JAY 3107 000703 00 2% Bv0 3w W13 03 7 0 (R, 2
TIPEATIAZHE MEPKH.......cviiviiiiiiieiieitiite sttt 3
JIBXBBPIITHE. ..ottt e 6
CBOTBETCTBHEC ...ttt bbb 6
CHMBOJTH HA €THKETHTE. .....ccuviiiriatieaieeanteeasieeastreesieessseeasseessseesssesssses 7
TIIABA 2 HHCHAMUPAHE.................ccoveviaieineiieeeeeere e 9
TIPEATATHE MEPKH........oiuviiiiiiiitieitiete ettt sbe e sre e n e 9
BPB3KHE ..o s 9
CBBP3BAHE € KOMITIOTDBP ... .o iuveeitieiniiesitieaieeatieasseessseeesieessseeessnesnsneens 11
TITABA 3 TTOOOPBHCKA ... 13
TTepHOAMYHH MPOBEPKH ......covvenvieniiaiiiriienieesieesteasreene e sseesbeesreeeeanens 13
HoaabpKaHe HA TPAHCIIOCEPH .......ovverureieernreeeaireressnneeesnneeessneeenns 14
IToYHCTBAHE HA HHCTPYMEHTA ..ot 15
CMEHACME YACTH ......oeoiiiiiiiiiiii it 16
PeMOHTH M TEXHHYECKA TOMOIL .......ovevereenrenrentenresseaseeeenesnesnesnenseans 16
I'TTABA 4 Omcmpannaeane Ha HEUSRPAGHOCHIUL ...................coerceereerneennes 17






MNMpearoBop

bnarogapum BH 3a 3aKyIyBaHETO Ha ayAMOJIOTUYHOTO M3/enue Ha Inventis.

W3roaHo npeHocuM | JieK, ayIMoMeThpbT Piccolo € MOIIHO U yHUBEPCATHO
MPEHOCUMO MEIMIIMHCKO HU3JeNIUe, HWICATHO 3a NPOPECUOHAIMCTH B
JIBHOKCHUE.

Kommanwusita Inventis BUHard e umaina npeiBu/ M3I0JI3BaHETO HA HEHHUTE
u3fenud 3aefHO C KOMIIOTPH 3a (akTop OT KIIOYOBO 3HAUCHUE.
Wucrammpaiixu codryepHus naker Maestro, pearas ¢ wim 6e3 coocTBeHa
6aza maHHM WM KaTo Monyn Noah, BCSIKO ayIMOJIOTHYHO YCTPOWHCTBO Ha
Inventis Moxxe na 0bJe CBBP3aHO KbM KOMIIOTBP W BCHYKU IPOBEICHU
W3CIICIBaHMS ClIe]] TOBa TpsiOBa Ja ObAAT apXWBHpPaHHU B coOCTBeHaTa 0Oa3a
JaHHY Ha MOTPEONTEIIS.

Wmaiite mpensupn cpmo, 4de Inventis e pa3paboTmia THIHA TaMa OT
Ay ANOJIOTUYHHU yCTpOﬁCTBaZ B JOITBJIHCHUEC KbM ayaIuoOMETpPUTE,
MMPpOAYKTOBATAa JIMHUA Ha KOMIIaHHATA BKJIFOYBaA Ha60p OT aHaJIM3aTopHu 3a
CpEeHO yXO0, YCTpOMCTBa 3a rocraBsHe Ha ciyxoBu anapatu REM u HIT,
0E3)KMUYCH BUICO OTOCKOI U MHOTO JPYTH.

3a JOITBJIHUTCIIHA I/IH(bOpMaLlI/Iﬂ U 3a JOKJIaIBaHC HAa BCAKAaKBH HpO6J’I€MI/I, Cce
CBBPIKETEC C KOMIIAHUATA HA CJICAHUSA aApeC:

iD inventis

INVENTIS S.r.l.

Corso Stati Uniti, 1/3

35127 Padova, ltalia

Tel.: 049.8962844 — Fax: 049.8966343
www. Inventis.it info@Inventis.it



http://www.inventis.it/
file://///srv2016/share/dati/X/04_GESTIONE/ANNO%202019/I/INVENTIS%20SRL/4290/99_definitivi/Prova/info@inventis.it
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Be3onacHOCT: npeaynpexaeHns n
nHcdopmauuns

PBHKOBOACTBO 3A OMNEPATOPA

He 3a0papgiiTe 1a mpouereTe U3LSNO HACTOAIIOTO PHKOBOJCTBO, Taka e
BCUYKM (QYHKIMH, TpelyiaraHd OT HMHCTPYMEHTa, Ja Morar jaa ObaaT
W3MON3BaHU B IBJIHUS UM mNoTeHnuan. [lo-cnenuanHo He 3a0paBsiite na
npoYeTeTe Tasd I[VIaBa H3ILUIO, ThH KAaTO TS ChAbpXKA HHpOpMaUUs U
NpenyNpexKIeHUs, KOUTO ca OT OCHOBHO 3HAYCHHE 3a OCUTYpsSBaHE Ha
Oe3omnacHa ¥ IpaBUIIHA YHOTpeOa Ha H3JEIHETO.

[penynpequTeTHUSAT CUMBOJ 3a O€30IACHOCT, HIIOCTPHUpPAH IO-I0Iy, Ce
W3M0NI3Ba B HACTOAIIOTO PHKOBOJCTBO, 3a Ja IPHBICYC BHUMAHHETO Ha
yuTarens KbM HHGOpMalMs OT 0COOEHO 3HA4YCHHE [0 BBIPOCUTE Ha
0e30I1acHOCTTA U J1a IPeANa3y OT HelpaBHIHA yIOTpeoa.

A

OTroBOPHOCTU HA ONEPATOPA

IapanTupano e, ye ayauoMeTspbT Piccolo paboTn eeKTHBHO U HANIEKIAHO
caMo, aKO Ce H3IO0JI3Ba B CHOTBETCTBHE C MHCTPYKIMUTE U TMPOLEAYpUTE,
JlaJIeHN B TOBAa PHKOBOJICTBO.

AKO anapaTbT HSKOTa ce MOBPEIU UM C€ HyXkJae OT MOINpaBKa, U3KIIIOUYETe
ro eIeKTPUYECKOTO 3aXpaHBaHE U HE IO M3MOJI3BaiiTe OTHOBO, JOKATO HE
Ob/1aT 3aBBPILICHH HEOOXOIMMHUTE MONPAaBKU U oOciyxBaHe. [ledexTHnTe n
HenpaBWIHO (YHKIMOHMpPAIIA YacTH TpsOBa nJa ce 3aMeHSAT caMo ¢
OpUTHHANHHU pe3epBHH uacTH, AoctaBeHn ot INVENTIS S.r.l.. Bcuuku
TIONPaBKM TpsA0Ba /1a ce W3BBPIIBAT M3KIIOYHMTENHO OT Inventis wiam ot
MIepCOHAN, YITBIIHOMOIIIEH OT Inventis.

HukakBu WacTn Ha M3ZENHETO HE MoraT Aa ObAaT MoAWGUIMPAHW WIN
3aMeHeHH 0e3 IMpeBapuTEeIHOTO MMCMEHO pa3pelieHne Ha Inventis.
[TorpeOuTenure HOCAT IBJIHA OTTOBOPHOCT 32 BCAKAKBH HEW3IIPABHOCTH,
MIPUYMHEHH OT HENPaBWIHA yIOTpeda WM OT ONEpaluyl MO MOAApPHKKATa
WIN PEMOHTa, M3BBPUICHH OT cTpana, pasnuyHa or INVENTIS S.r.l. wmm
otopusupan cepu3eH 1eHTBp. INVENTIS S.r.l. u HeroBure cepBU3HU
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HEHTPOBE NOEMAT OTIOBOPHOCT 3a pa60TaTa U HAACKIHOCTTA Ha amapara
CcaMO aKo:

1. BcuukH CBBP3BaHMUS, HaCTPOWKH, MouduKauu u
MONPaBKU/PEMOHTH Ca W3BBPIICHH H3KIIOUYUTEIHO OT IEPCOHA,
yI'BJIHOMOIIEH oT Inventis;

2. EICeKTPUYECKOTO 3aXpaHBAaHE U 3a3eMABAIIUTE BPH3KH HA CUCTEMATa
OTrOBapsT Ha TPWIOKUMHUTE CTAaHIAPTH 33 EICKTPOMETUIIMHCKU
31T,

MPEOHA3HAYEHUE

MenuiackoTo usaenue Piccolo e ayauomMersp. AyTHOMETHPBT € H3JCIHE,
KOETO TOoMara Ha OIepaTopa Ja OMpelelld CIyXoBara YyBCTBUTEIHOCT Ha
MalyeHTa, KaTo reHepupa M IOCTaBs HA MAIMEHTa 3BYKOBU CTUMYJH OT
Pa3JIUUCH THIT ¥ MHTEH3UTET 32 IUArHOCTUYHH LISITH.

NMOKA3AHMUE 3A YNOTPEBA U KPAUHU NOTPEBUTENM

Knuanmaausar ayauometsp Piccolo e mpemHa3HaueH 3a ynotpeda ot 31paBHA
YHI' cienmanuctu B 6omHUIM, YHI KIMHUKA ¥ ayTHOJOTHYHN KaOWHETH
IpU W3BBHPIIBAHE HAa OICHKH Ha CIyXa, KaKTO W 3a MOJIOMaraHe IpH
JQUAaTHOCTHIIMPAHETO HAa BB3MOXKHH OTOJIOTHYHHU pascTpoiictBa. Hsma
OTpaHMYCHHE 3a TOIMyJalHATa Ha TANWCHTUTE MpPH W3MOJI3BAHETO HAa
H3JICNNETO; BUHATH MIPABETE OTOCKOIHS, IIPEIN J1a U3IMOI3BATE U3ICIHETO.
Te3u TecToBe TpsOBa Jla ce MPOBEXKAAT B THXA cpeja, 3a Ja ce n3bersar
apTedakTH.

MEOVULMHCKU CbCTOAHUSA

ChCTOSIHYS HA HAapyIIE€HAa YyBCTBUTEIHOCT HA CIIyXOBaTa CUCTEMA WU
BCSIKAKBM CBCTOSIHUS, IIPU KOUTO CE€ CMSTA, Ye CIyXOBaTa CUCTEMA UIpae
poJIs IPU JUArHOCTULIPAHETO.



MPEONA3HU MEPKU

Bcexu cepuosen unyudenm, 6b3HUKHAT 616 6PB3KA € U30ENUEMO,
mpsibea O0a O6vOe OOKIA08AH HA NPOU36OOUmMeENsT U HA

A KOMNEMEeHMHUsL OPeaH HA ObpIICABAMA YNEHKA, 6 KOAMO e
YCMAaHOGeH nompebumensm u/unu NAyueHmvm.

3a ;ma ce ocuUTypH NPaBUIHO M O€30IIaCHO W3MOJI3BaHE HA ayJHOMETHpa,
TpsI0Ba J]a ce Cra3BaT CIICAHHUTE NPEIIa3HH MEPKH.

MHcTanupaHe u o6wm npeanasHn MepKu

Yeepeme ce, ue neobxooumume ycrosus na okonnama cpeoa ca
UBNBAHEHU NO 6épeme HA MPAHCNOpMUpaHe, CbxpaHeHue Uu

paboma:
Temnepamypa: mexcoy 15°C (59°F) u 35°C
(95°F)
eticmesue Ommuocumenua énascuocm: meacoy 30% u
0 90% (nexonoenzupawa)
. Hansizane: mexcdy 700 hPa u 1060 hPa
Temnepamypa: mexcoy -10°C (14°F) u 50°C
T (122°F)
pancnopn u Ommuocumenna grasxcruocm: maxc. 90%
cvxpanenue
HeKOHOeH3Uupawa
Hansizane: meacoy 500 hPa u 1060 hPa
Bpeme 3a
1 munyma
3aepseane

Ayouomemwvpom Piccolo nama 0a 6w0e 3awjumen, ako no epeme
A Ha ynompeba 6v0e U3N0JHCeH Ha 3ananumy aHeCmemuyHU 24306
unu no0o6Hu npodykmu. Puck om excnnosust.

Us6s26aiime O0a uncmanupame u U3NON36amMme ayOUOMEMbPA
Piccolo 6 6auzocm 00 usmouHuyyu HA CUTHU eLeKMPOMASHUMHU
nojiema, mvil KAMo me Mo2am 0a nonpedam Ha pabomama Ha
MeOUYUHCKOMO Uz0eue.

Hsnonszeatime — camo — opucunannu  paszeniobsemu  yacmu,
npedocmasenu om INVENTIS S.r.l., oceéen axo uspuumno ne e
nocoueno opyeo.
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H3znonseaiime camo 3axpansawu adanmepu, npeoOHa3HAYeHU 3d
Meduyuncko obopyosane, cepmugpuyupanu no IEC 60601-1, cve
creoHume cneyugurayuu:
Inasno yempoucmeo: 6 V, 1,67 A nocm. mok
Bvnuwen aoanmep: SL POWER MENB101040603F02
100-240Vac 50/60 Hz 0,9-0,34A4 (sxuoueno), omeosapsy
Ha cmandapma IEC 60601-1

Ayouomemwvpom Piccolo e meduyuncko uzdenue. Besxo opyeo
8LHWHO YCMPOUCME0, KbM KOemo mou e c8vp3an (Kamo
xomniomvp umu CD nnetivp) 6 pamxume Ha ,,30HAMa Ha
nayuenma* (kakmo e Oegunupano ¢ IEC 60601-1), cvwo
mpsabsa 0a 6vOe MeOUYUuHCKo usdeiue uiu mpabea da Ovoe
3awumeHo om  uzoaUpawy mpamcgopmamop, 3a oOa ce
2apanmupa, ye nbIHama KOMOuHayus (KOMRIOMBY UL 6bHULHO
yempoticmgo + ayouomemsp) omeosapsi Ha IEC cmanoapma
60601-1.

Ayouomemwvpom Piccolo mooice 0a ce uznonzea 3aedHo cve
38YKOU30IUPAHA KADUHA 3a Nposedcoane HA mecmose npu
onmumanHu akycmuynu ycnogus. Ilpedu 0a 2o cewvpoiceme KoM
38YKOU30IUPAHA  KabuHa, nposepeme Oanu ene3dama cd
CLEMECMUMU  CbC  Cheyugurayuume, NPeOnucCanu 3d 6CeKu
KOHEKmOop.

Ayouomemwvpom Piccolo ce nysicoae om cneyuannu npeonasHu
meprku  no omuowenue Ha EMC  (Enexmpomacnumna
cvemecmumocm) u mpsaoea 0a Ovoe UHCMATUPAH U NYCHAM 8
excnioamayus 6 cvomeemcmsue ¢ ungopmayuama za EMC
(EnekmpomazHumna Cb6MeCmumocm,), npedocmagena 6 Kpas Ha
HACMOoAUWOMOo pbKOBOOCHE0.

Hsnonzeanemo na npenocumo u mobunHo RF xomynuxayuonno
obopyosane Mmodce Oa 3dacecne npasuiHama paboma Ha
Mmeduyunckomo uzdeaue Piccolo. Hanpaeeme cnpaska c
ungpopmayusma 3a EMC (Enexmpomacnumna co6mecmumocm),
nOMeCmena 8 Kpasi Ha HACHMOSAWOMO PbKOBOOCMEO.

Kabervm na 3axpanseawus adanmep u USB kabenvm ce cuumam
3a cpedcmea 3a UKMO4BAHe HA MEeOUYUHCKOMO usoeiue om
eNeKmpuyecKama Mpesica.

He nosuyuonupaiime meouyunckomo uzdenue makxa, ye 0a e
MPYOHO 0 20 UBKTIOYUME ON eNeKMPULECKAMA MPEdiCd.



Kann6pupaHe
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Kanubpupanemo mpsbdea da ce uzsvpuisa nomne 8e0OHIHC Ha BCeKU
12 meceya u npu écaxa cmana Ha mpaucorcep.

Kanubpupanemo na ayouomemvpa e 6aiudHo camo 3a
mparcocepu, npedoCmaseHy ¢ MeOUYuHCKkomo uzdenue. Ao
mparcocepbm 6v0e 3aMeHeH, AyOUOMemvpbm mpso6a 0a ovoe
Kanubpupan 0OmHogo.

Kanubpupanemo na ayouomemvpa e sanuono 3a mpancoiocepu,
npedocmasen ¢ ayouoMemvpa, ako ca c8bp3anu OUPeKmHo KoM
anapama, 6e3 nocmasame Ha Yovixcumenu u Oe3 npemunasane
OM KOHeKmOopU KbM nauen (Kakmo oOUKHOSEHO ce CIyuea npu
uHCmanayuu 8 38yKOU30aUpara Kabuua). Axo mpaucowcepume
He Ca c8bP3aHU OUPEKMHO KbM ayouomemspd, we e Heobxoouma
HO6a npoyedypa 3a Kanubpupaue, npeou U3NON36AHENO HA
anapama.

Bve 6cexu mecmos nposopey, koeamo uzbepeme Hekarubpupan
mpancowcep, Gonvm Ha ,,u3x00Hama ' 30Ha we ce noxamice 8
uepeer yeam. Oceen mosa HAMA 0a Modceme O0da unpawame
HUKAKGU CIMUMYIU NPe3 HeKATUOPUPAHU mpancorcepu.

Obvpreme 6HUMAHUE HA NOCOYEHUSL UHMEPBAIL HA KATUOpUpane
Ha ayouomemuvpa. H3noaszeanemo Ha anapama cied oamama Ha
usmuyane Ha He2080MO Kaaubpupane Mmodce 0a 006ede 00
HeHa0eHCOHU OUACHO3U.

XurneHa

> B

Haxpaiinuyume 3a ywiu Ha ciywaiku ¢ manu ca 3a eOHOKpamua
ynompeba,; He uznonzgéaiime eOuH U Cvbuy HAKPAUHUK 3a Yulll 3d
pasnuynu nayuenmu. M3xevprsiime Hakpainuyume 3a yuiu cieo
ynompeba.

Hesungexyupaiime 6v321a6HUUKUME HA CAVMATKUME MENCOY
eOuH nayueHm u credgawyus, Kamo ciedgame npoyedypamad,
onucana 6 IJIABA 3 “Iloddpvoicka’”:

Ynotpeba

A

Ayouomemvpom modice 0a 2eHepupa MoOHO8e C UHMEH3Umen,
nomenyuanno yepexcoaw sa nayuenma. Obvpreme 0co6eHO
SHUMAHUe, 3a 0a pe2yrupame npasuino UHMeH3Umema Ha MmoHa
npeou npezneoume.




Koeamo nposesxcoame ayouomempus c ROMOWMa Ha CIyWanKu ¢
manu, He NOCMAGAMe U No HUKAKbE HAYUH He ce onumeatime 0a

A nposesicoame usmepsanusi bez noCcmasen nooOXo0sau HAKPAHUK
om nAaua.

ITooovporcanemo na npeduwiHus unmen3umen Ha CuMyad npu
NpOMAHA HA UeCHOmama, mpancolcepa uml Cmpanama Ha

& cmumynayuama moodice 0a 0ogede 00 NpeOCMmassAHe Ha
NOMEHYUATHO 6PEOHU CUSHATU HA NAYUEHMA.

3a oa npedcmasu cmumynen cuenan, no-curen om 100 dB HL,

onepamopvm mpabea nwvpso Oa HamucHe Oymoua “I1O-
A BUCOKH dB”, «xoumo e akxmugen camo, Ko2amo

unmenzumemvm na cmumyia oocmuene 100 dB HL.

U3XBBHLPNAHE

Kakro BCHUKM €JNEKTPOHHH YCTPONCTBA, ayJAHOMETBHPBT CBHIBPKA
U3KJIIOUUTENIHO MAaJKM KOJMYECTBA OMNpENelIeHH ONACHU BEIeCTBa, KaTo
KaJMHUIl WM KHMBaK. AKO Ce I03BOJIM Ha TakMBa BEIECTBA Ja BIs3aT B
HOpDMaJHUs LMKBJI HA HM3XBBPISIHE Ha OTHambply 0e3 MoaXoIsmia
npenBapuTeaHa 00paboTKa, Te MOTaT Ja MPUYHMHAT LIETH Ha OKOJIHATA cpela
u 3apaBeTo. CleoBaTeNIHO BCHYKU YacTH Ha ayJuoMeTbpa TpsOBa Ja ce
U3XBBPILIT pa3IeiHo.

B kpas Ha eKCIUIOATAMOHHHS MY KHBOT 3aHeceTe (WIM H3IpaTeTe)
M3BAJICHUAT OT ynoTpeba amapar B 0OIECTBEHO ChOPBKEHHE 3a ChONpaHe U
peuMKIMpaHe Ha OTHagblU WIX IO BBPHETE HA TbHProBeLa Cpeuyy
3aKyIIyBaHETO Ha CKBHBAJICHTCH HOB MHCTPYMECHT.

PaznenHoro chOupaHe Ha OTHAXBUM W MOCIEABAIINTE JEHCTBHS 110
00paboTBaHe, PEHUKIUPAHe U U3XBBPIIHE YJIECHSABAT MPOHM3BOJICTBOTO HA
HOBU YCTpPOMCTBA OT PELUUKIUPAHU MATEPUANIM, OIPaHUYaBAUKH BCSIKO
OTPHIIATEIIHO BB3/ICHCTBUE BHPXY OKOJIHATA Cpejia M 00IIEeCTBEHOTO 3/1paBe,
KOETO MHave Ou MOTJIO Jja IPOU3TeUe OT HEMIPABHUIIHO U3XBBPIISHE.

CBHOTBETCTBME

AynmuomerspsT Piccolo e memummucko m3menwe oT kiac Ila, ceriacHo
[punoxenne VIII or Permamenta 3a MemmuuHcku wusgenus (MDR)
2017/745/EC.

CuctemMara 3a ynpaBlieHHE Ha KauecTBOTO Ha Inventis e ceprudunupana ot
BOJIEL] OpraH 3a OLIEHKa TUV kato chBMeCTHMa CbC cranaapta [SO 13485.
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Haumenosanue u adpec na npouzeooumens

Ilpeoynpesicoenue: U3NON36AHEMO HA MOBA MEOUYUHCKO
uzoenue U3UCKEa onpedeieHl nPpeonasHu MepKu.

3a 0a ocueypume bezonacna ynompeba, KOHCyumupaime ce ¢
npuopyscasauiama OOKyMeHmayusi.

Tosu cumeon osnauasa, ue mo3u NPOOYKmM e 0OX8anam om
Jupexmusa  2012/19/EC  omuocho  omnadvyu  om
eeKmpu4ecko u enekmponro obopyosane (WEEE). H3uckea
ce mo3u npodyKm 0a He ce U3X6bpJis KAMO HeCOPmupam
o6umos omnaodwvk, a 0a ce cbbupa pazoenmo.

Hanpaseme cnpagka ¢ pbko80OCmMEOmMo ¢ UHCMPYKYUU 34
ynompeoa.

Meouyuncko uzdenue ¢ npunodcenu uacmu om muna B (IEC
60601-1).

3axpansane c nocmosnen mox (DC)

Ipooykmvm e 6 cvomeemcmeue ¢ Peenamenma 3a
Meouyuncku uzoenus Ha Eeponeiickama obwmnocm (MDR)
2017/745/EC. Meouyuncko uzdenue om xknac Ila;, Homep na
nomuguyupanus opean: 0123 (TUV SUD Product Service
GmbH).

Meouyurncko uzdenue

Brumanue: @edepannuam 3aKoH 02paHUuAsa npooaxcoama
Ha moea MeOUYUHCKO usoeiue Om Ui 1o NOpPvYKA HA
JUYEH3UPAH MeOUYUHCKU CReYUaTUcm.

Koo IP (Ingress Protection - 3awuma om nponukeare): moea
MeOUYUHCKO u30enue e 3aujumeHo cpewsy NpOHUKEaHe Ha
npeomemu ¢ pasmep >12,5mm, ue e 3awumeno cpewyy
meyHoCmu.

Kamanooicen Homep

mranspucErs  Pasoen, kotimo uzoposea cvemecmumume mpancoocepu




SN

Ceputinuam nomep na MeOUYUHCKOMO uzoenue ce CbCmou om
13 bykeeno-yupposu 3naxa, ykazeawu mooenda, 200UHAmMa Ha
npousgoocmeo u cepuiinusi Homep. Ilo-cneyuanno Homepsm
ce CbCmou om ceOHume Ce2MeHmu.:
- nwpeume 5 3naka: [Ipodykmos koo na Inventis
- sHayu 6 u 7: 200uHa Ha npouzsoocmeo (,, 12 osnauasa
2012 2.)
snayu 8... 13: napacmsawo wucio

[WRTITAMEOC oo

(01)08054187380372(21)AU1PH16200749
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UHcTanupaHe

Brbnpeku e uHCTaNmMpaHeTo Ha ayanoMeTspa Piccolo e cpaBHUTENHO JiecHa
npoueaypa, Ts TpsiOoBa ja ObJie MoBepeHa Ha JIHLE ¢ HeOOXO0IUMHUTE YMEHHS.
AXO MHCTaJIMpaHETO HE € M3BBPIICHA MIPAaBUIIHO, CHCTEMAaTa MOXeE Ja Oblie
3acerHara oT IpobseMu ¢ 6e30ITacHOCTTa, KOTaTo Ce U3I0I3Ba.

Ta3u raBa onmcBa MporeaypaTa 3a HHCTAINpPaHe Ha CHCTEMAaTa.

ayouomemvpom mpsoea 0a Ovoe Usnpamer Ha Mvpeoseya uin

f 3anazeme  onakoevuHume  mamepuanu, 8  Ciyyail e
na Inventis no nakaxea npuyuna.

MPEONA3HU MEPKU

Karo BCAKO JApyro eNeKTpHYECKO WJIM ©JIEKTPOHHO  YCTPOMCTBO,

ayMoMeTspbT Piccolo 1ie u3IbuBa eNeKTPOMAarHUTHH BBIHH. Bblpeku ue

HETOBUTE €MHCHM Ca B PAaMKUTE Ha TIPAHUIUTE HA CTAaHAAPTUTE, IPYTH

eNEKTPOHHH YCTPOWCTRA, PA3MONIOKEHH B OIM30CT 10 ayJAHOMEThPa, MOTaT

Ja ObJaT 3acerHaTH, ako ca OCOOEHO YYBCTBUTEJIHM Ha €JIEKTPOMAarHUTHU

CMYILICHUS.

Axo TOBa ce cimyuu, nposepete camo kato U3KJIFOUUTE u BKIIFOUNUTE

ay/IMOMEeTHpa U Ce OIUTAaMTe a OTCTPAHUTE CMYLICHHATA, KATO NPHIIOKHTE

€IIHO WJIM MIOBEYE OT CJICITHHUTE PEICHHUS:

- NIPOMEHHTE OPUCHTALMATA W/WIM MO3ULHMATA HA M3ACIUETO, 3aCETHATO
OT CMYILICHUS;

- OTHajJeveTe 3acerHaToTo yCTPOUCTBO OT ayAHOMETHPA;

- BKIIIOYETE 3aCETHATOTO YCTPOMCTBO B €JICKTPHUYESCKH KOHTAKT HA BEPHTa,
pa3janvdHa OT B€pUrata, KbM KOATO € CBbpP3aH ayATMOMETHPBT,

- KOHCYJTHpalTe Ce C TIPOM3BOIUTEIIS MITH CEPBHU3EH IIEHTHP 38 TIOMOIII.

BPBb3KK

Bcenuky Touku 3a CBbpP3BaHE Ha PasrIOOSEMHUTE YACTH Ca Pa3IOJIOKEHU Ha
3ajHUs maHen. To3M pasjies ce oTHAcs 0 rOBOpHHs ayauoMeTsp Piccolo.
AyanomeTbpbT Piccolo Plus He pasnonara ¢ konekrop LINE IN 3a BpHIICH
M3TOYHHUK Ha 3BYK. BazoBusaT mMozen cbijo HsiMa BC koHekTop (3a KOCTeH
BHOPATOD).



BV==167A PAT. RESP. BC k MADE IN ITALYH N
o-C

OO0O0ES

R4

BkiroueTre BCHYKHM TPaHCIIOCEPH U PasrIo0seMH 9acTH B TEXHUTE THE3A,
KaKTO € TOCOYEHO B ceJHaTa Tabnuia:

Konekrop Pa3rnodsiema yact
Ve 167A 3axpanBane. Koraro aymmomerspsT Piccolo e
} cBbp3aH KbM USB mopr Ha KOMIIOTHpP, HE €
o-co p P P
HEOOXOANMO 3aXpaHBaHe.
UsB USB nopT 3a cBbp3BaHe ¢ KOMIIOTbPa
PAT RESP. ByToH 3a oTroBop Ha mamueHTa
BC Kocren Bubparop
AC-L JIsiBa ciyrraigka/ciayiianka ¢ Tana
AC-R JlsicHa ciymanka/ciyIanka ¢ Tamna
TALK
OVER Muxkpo¢oH Ha oneparopa
LINE IN BrbHIIHA JIMHMS 32 TOBOPHA ayIMOMETPHs C BHHILICH
ayJIMO M3TOYHHUK

H3snonssaiime camo 3axpaneawyu adanmepu, npeoHasHaveHu 3a
Mmeduyuncko obopyosane, cepmuduyupanu no IEC 60601-1.

Veepeme ce, ue enexmpuueckomo saxpansane u 3azemasawume
BPB3KU  OMe08aApAm  HA  NPUNONCUMUME — CMAHOApmu  3a
enekmpomeOuyuHcKuy uzoenus. Puck om mokog yoap

Axo ayouomemwvpvm Piccolo ce 3axpansa upes USB xaben,
maxcumannume cmounocmu (npu AC u BC) ca ¢ 10 dB no-nucku
OM HOMUHATHUME CIOUHOCHIU.

> B B

o I
3eJIeHUsIT CBETOANO/I, KOWTO € pa3IoIoKeH 01130 10 O cumpona, noxausa
4ye ayIMOMETBPBT Ce 3aXpaHBa MM OT MPEXOBUS 3aXpaHBall aJlantep, Win
ype3 USB ka0esa Ha KOMITIOTBpa.
10



CBeToanomapT, KOHTO € pasmojoXKeH O30 0 O CHMBOJIa, IIOKa3Ba
CHhCTOSIHMETO HA KOMYHHKAIMUTE MKy ayJAMOMEThpa U KOMIIOThPA: TO3U
CBETOJIUO/I CBETH B 3€JICHO, aKO ayIHOMEThPHT KOMYHHKHPA C KOMIIOTHP.

CBBbP3BAHE C KOMMIOTHP

3a 1a ce Mo3BOJH yIpaBIIeHHE OT KOMITIOTHP, ayIMOMETHPHT Piccolo TpsaoBa
Ja Obe cBbp3aH KbM equH oT USB noproBeTe Ha KOMIIOThPA € MOMOLITA
Ha npenoctaBeHus kaben (crannapreH USB A/B kabe).

Usnonszeaiime npedocmaeenusi kaben, 3a 0a cevpoiceme
A ayouomemvpa Piccolo kxvm edun om USB nopmoseme Ha
KOMNIOMbPA.

Bps3kara e plug-and-play, 6e3 1a ca HEOOXOAMMHE CIICIUATHE JApaiiBepH 3a
LeJMTe Ha MHCTaJaluiTa: HIKOJIKO CEKYHAW ClIell BKIIOYBAHETO,
olepanyiOHHaTa CHCTEMa IIe pas3lio3Hae MEIULIMHCKOTO H3IENUE U IIe ce
MOSIBH CJICTHOTO CHOOIICHHUE:

) - ;
' Device driver software installed successfully.

l | (l Your device is ready touse % *

AynnomerspsT Piccolo Moxe /1a ce ynpapisiBa OT KOMITIOTBP € TIOMOIIITA Ha
codryepa Inventis Maestro: 3a moBeue mogpoOOHOCTH OTHOCHO M3ITOJI3BAHETO
u ¢yukiuuTe Ha codryepa Maestro, KakTo ¥ 32 MUHUMAJIHUTE U3UCKBAHUSI
3a CHCTeMaTa, BIXKTE 3a CIPaBKa PbKOGOOCMBOMO 3a nompebumens 3a
cogpmyepa Maestro.

11






NMABA 3 m

NMoaapbxkka

AynuoMeTspsT Piccolo He M3MCKBa CIIEIHATHO MEPUOAMIHO HOIbpPKAHE,
OCBEH KanuOpupaHe, MPOBEPKH M HOPMAITHO IOYHCTBAHE, KOUTO Ca OMICAaHU
B Ta3H IJiaBa.

[MpousBoauTeIHOCTTA M OE30MACHOCTTa HA HHCTPYMEHTA 1€ CE 3ama3sT, ako
ce cra3BaT IpenopbKUTE 3a TPUKA U TIOIbpKAHE, TaJeHU B Ta3u TiaBa.
AmnapaTbT TpsiOBa 1a ObJIe U3KIIIOUCH U pa3KaueH OT 3aXPaHBAHETO, IPEIU
3aMoYHeTe KaKBOTO U JIa € IeHCTBUE TI0 TOYUCTBAHE.

Ilpogepxama u obcnysncearnemo Ha evmpewHume KOMHOHEHMU
& mpsabsea 0a 6vOam ocmageHu U3YAI0 HaA MeXHUYU, 0000peHu om
INVENTIS S.r.1..
Tpancorwcepume ce npoussedxcoam ¢ NOMOWMA HA YIMPAKPexKu
ﬁ ouagppazmu, Koumo mozam 0a ce nospedsam 6 cayuail Ha yoap.
Pabomeme  enumamenno no epeme Ha Oelicmeus  no
nooovporcate.

MEPMOONYHN NPOBEPKU

Ipoyedypama, onucana 6 mosu pasoen, mpabsa da ce U38bpul8d
8CeKU OeH, KO2amo UHCIMPYMEHIMbIN Ce U3NO0N36a 3d NbPEU NbN.

é Tecmoseme mpsibsa Oa ce u3svbpuweam ¢ ayouoMemsp 6

Hezosama MOHMAMNCHA NO3UYUAL.

IIpenn na BriIrOUMTE amapaTa, MPOBEpeTe Naid HAMAa BUIAUMH
TIPU3HAIY HA MTOBPE/IA 0 KOSITO U 1 € 9acT OT HETO, BKIIOUUTEITHO
pasriobsieMu 4acTH W BBHHIIHOTO €NIEKTpo3axpaHBaHe; MPOBEPETE
OTHOBO BH3yaJHAaTa ISUIOCT HA M30JIAIMSITA HA MPEKOBHUS Kaber u
KOHEKTOPUTE U CE yBEepeTe, Ye HE ca MU3JI0KEHU Ha KaKbBTO U 1A €
BHJI MEXaHUYHO HATOBapBaHe, KOETO MOXKE Jia J0BeJIE JI0 MOBPea;
MIPOBEPETE AN BCHYKH YACTH U KaOeJH ca MPaBIIHO CBhP3aHH.

- IlpoBepere CyOeKTHBHO Jdaidu BB3IAyIIHaTAa M  KOCTHATa

MIPOBOJIUMOCT Ca €THAKBH Ha /[BaTa KaHaJla M HA BCHYKH YECTOTH, 32

Jla HaTIpaBHTE TOBa, ce mpuiarat 10 wmm 15 dB, gocrarbuHo, 3a 1a

gyere. JIUIeT0, KOETO M3BBPIIBA Ta3W MPOBEPKa, TPsIOBa 1a MMa
IOOBp CIyX.

13



- Ilposepere mpu muso or 60 dB B AC un 40 dB B BC, ue Hsama
JMCTOPLIUSL, ITYM HJTH NTApa3UTHH CUTHAJIH 32 HUKOS OT YECTOTHUTE.

- IlpoBepere nanu NpeBKIIOUBATENAT 3a peakiys Ha MaIleHTa U
HUHIUKATOpHUTE (QyHKIMOHUPAT NPABHITHO.

- HpOBepeTe BXOJOBCTC 3a 'OBOpHA ayqIUOMETPUA, KaTO HAIIPpABUTE
TECT 3a TOBOP C BCAKO BBBEIKIAHE HA T'OBOP.

- IIpoBepere HampeXeHHETO Ha JICHTATA 3a IVIaBa Ha CIYLIAIKATE U
KOCTHHS BUOpATop.

- IIposepere KOMyHHKaIHATa C TAIIHECHTA.

AKo no HaKos uacm uiu mpancolcep ce Habdasa KaKkeamo u
0a e neusnpasnocm, eudicme 3a cnpaska Inasa ,,Omempanssane
Ha HeuznpasHocmu “.

BuHaru npoBepsiBaiiTe Jaiu MHTEPBAIBT Ha KaIHMOpUpaHe HE € M3TEKbI:
M3THYaHETO Ha MHTEpBala € yKa3aHO B rOpHaTa JisiBa yacT Ha codryepa
Maestro.

Kanubpupanemo mpsbsa O0a 6v0e nogepeno Ha mexHuyu,

é 0006penu om INVENTIS S.r.l.. Tasu onepayuss mpsbsa oa ce

U36bPUIBA NOHE BeOHBIIC HA 6CceKu 12 Meceya u npu cMAHA HA
mparcocepa.

NMooaAbLPXAHE HA TPAHCOKOCEPU

He usnonszeatime meunocmu unu cnpeiiose 3a NOYUCMEAHE HA
ayouomemuvpa.

He no3BostsiBaiite na ce chOupa rnpax BbpXy TpaHcatocepure. B
JIOI'bIIHEHHUE:!
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Bo3rnaBHUUKUTE Ha CIyHMIANKATE ca U3pabOTeHH OT OMOCHBMECTUM
Marepwal, HO He ca CTepWwIHH: 3a Jla Cce MpeaoTBpaTh
pasmpocTpaHeHneTo Ha  WHpEKIMS W Ja C€  TapaHTupa
OMOCHBMECTUMOCTTA Ha MaTepHala, KOraro CIyIIaJKATe TpsOBa 1a ce
HOCSIT OT HOB MAITUEHT, BH3TJIABHUUKHUTE TPsIOBa 11a ce n30BpCBar c:

o 3a p3rmaBHuuku DD45/TDH-39, xbpprnndka, HaBIaXKHEHA C
JNCHATYpUpaH  aJKOXOJd WIH  MHKpPOpHUOBpHA  KbpIa,
HaBJIa)KHEHA C JICHaTypUpaH aJIKOXOJI;

O 3a BCHMYKM  [JpYrd  BB3[VIABHUYKU:  XUIOAJEPTEeHEH
Ne3UH(EKTAHT, CIIeBANKI HHCTPYKIIMUTE HA MPOU3BOAUTEIIS.



- HaKpaﬁHHHHTe 3a YIIM Ha CIYHIAJKUTE C Tallkd Ca IMPEAHA3HAYCHU 3a
MOCTaBAHC B YHIHMA KaHaJl Ha MNallUCHTA. I/I3pa6OTeHI/I ca OT
OHOCHBMECTHM Marepuajl U 3a €JHOKpaTHa ynorpe6a: U3II0I3BalTe
CaMO B€IHBK U U3XBBPJIETC B CbOTBETCTBUC C L[eﬁCTBaHIHTe pa3nope,u61/1
3a 3paBc U 0e30MacHOCT.

Haxpaiinuyume 3a ywu na crywanku ¢ manu He ¢a CMepuiitu.
Hsnonszeanemo ma Hecmepurusupanu CIyWaiKu moogce 0d
NPUYUHU YWHU UHDEKYUU.

Kocmuusam eubpamop u ev3enagnuukume Ha CIywarkume mMo2am
0a ce noYucCmeam MHO20KpamHo, Kakmo e OnUcaHo 6 napazpaga
,,TIoo0vpoicane na mpauncoocepu”. B cayuati Ha Heusnpagua
paboma cned nouucmeane, ce cevpiceme CbC CePEU3eH MEexXHUK
na Inventis.

Bvnpexu ue kocmuusm eubpamop u 6v3enasHuUYKUMeE Hd
caywankume mo2am 0a ce NOYUCMEAm MHOLOKPAMHO, SUHALU
npogepsgaiime 0aiu XApaKmMepucmuKume u Yyeiocmma um ce
nodowvpacam. 3a yenma e O0CMAMbYHO 0d U3BbLPUIUME
mecmoseme, onucanu 6 napazpa@ ,,Ilepuoouunu nposepu .
Beonaza cned kamo 6v0e omxpuma nogpeoa, ce cbpaiceme Cbc
cepsusen mexnux Ha Inventis, 3a 0a nposepume Oanu 6AULUSM
mpancorlocep mpaoea 0a 6voe CMeHeH.

3a 0a uzbeeneme nospeda na caywanrkume DD45/TDH39, ne eu
Hamuckaime cpeuy niocka npaga No8bPXHOCH, Mbll KAmMo mosd
Modce Oa cv30ade 6aKyymM U 0Od HNPUYUHU NOBpedd HA
mparcocepa (eghexm Ha 8eHdy3a).

> B B P

MOYNCTBAHE HA UHCTPYMEHTA

3a ja mpeoTBpaTUTE HATPYNBAaHETO HA Npax BbPXY MHCTPYMEHTA, BUHArk
MIOCTABSNTE 3aIIMTHHS KalakK, KOraTo aHaIM3aTOPBT HE ce u3oi3Ba. ChIlo
Taka ce yBepere, 4e ChbOMpalIUAT ce Mpax I0J] MHCTPYMEHTa ce MOYNCTBa
PEIOBHO.

Bcuukun yacth, KOMTO HE ca CIIOMEHAaTH KOHKPETHO B IIPEIMIIHUS pasJiel,
Morar Jla ce MHOYMCTBAaT KaTO M3IMOJ3BaTe MEKa Kbpra Oe3 BIACHHKH,
HaBJIQ)KHEHA C Pa3TBOP Ha BOJA M MEK MOYHMCTBAIL [pernapar; B ciy4dail Ha
Je3uH(eKIns, HaBJIaXHETe KbprnaTa C BOJAOPOJCH IIEPOKCHI B
KoHIeHTparuss 3%. MeauIuHCKOTO HU3JeNue I03BOJISIBA MHOTOKPAaTHO
[OYMCTBaHUS Oe3 BIOIIaBaHe Ha OCHOBHAaTa 0€30MacHOCT WM
eKCIUIOATAllMOHHNUTE  XapaKTePUCTUKH; BHHArW NpOBepsBaiiTe  maiu
XapaKTePUCTUKHUTE M [IEJIOCTTa Ha MEIUIMHCKOTO U3JIEIIHE Ce IOANbPXKAT. 3a
LeNnTa € JOCTaThbuHO Ja M3BBPIIUTE TECTOBETE, OIMCaHW B maparpad
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,llepnomuunu npoBepku™. Bemanara ciex kato ObJe OTKpUTA MOBpEAa, Ce
CBBPXKETE ChC CCPBHU3CH TEXHUK Ha Inventis, 3a a mpoBepuTe Aajiu KOUTO U
Jla € 4acTH TpsOBa 1a ObIaT CMCHEHH.

CMEHSAEMM YACTU

Tpaucarocepute U pasrao0sIeMHUTE YacTH MOrar Ja ObIaT pa3KaueHH OT
MEIUIIMHCKOTO u3AeNue. AKO BB3HHUKHE IMOBpela B HIKOE OT Te3U
YCTPOWCTBA, ayTUOMETHPHT TPsAOBa Na ObJE W3KIOYCH U HU30JUPaH OT
3axXpaHBaHETO, a JAC(HEKTHUAT €IEMEHT CJie]] TOBa Ja ObJe pa3kayeH OT
H3JIENTUETO.

Bcuuku pazenobsemu wacmu Ha ayouomemvpa ca npoeKmupanu

ﬁ CReyuanrHo 3a U3Non3eame ¢ meouyunckomo uzoeaue. Kwvm
ayouomemvpa mpsa06a 0a ce c8bp38am camo Yacmu, 00CMABeHU
om Inventis.

PEMOHTU U TEXHUYECKA NMOMOLL,

Ilpenu na ce CBBbpKETE ChC CEPBU3HUS OTHEN, CE YBEpeTe, Ye BCHYKH
Bb3MOXHHU pCIICHUsT B ThaBa ,,Omcmpauseane HA HeU3NpagHocmu™ ca
H3MPOOBAHU.

Benukn wacTH, KOMTO ce BpBIIAT HAa NPOWU3BOJUTENS 33 PEMOHT U
oOcimyxBaHe, TpsiOBa nga OBJAT TOYHCTEHH M  XUTUCHHU3UPAHH.
Tpancarocepute TpsiOBa 1a ObJAT 3a€4aTaHN B MPO3payueH IUINK.

BaxkHo: ako amaparbT TpsiOBa sa Obje M3NpPATEeH [0 CEPBU3HHS OTIEN Ha
Inventis unum BBpPHAT Ha THpProBela, ce yBepere, 4Ye Cce H3I0J3Ba
OpurnHajHaTa OIIaKOBKa, KaKTO M, Y€ BCHUYKHU pa3FHO6${eMI/I 4yacTu Hu
TPAHCIIOCEPH Ca MPUIIOKEHH.
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NMABA 4 m

OTCTpaHﬂ BaHe Ha HEN3NnpaBHOCTU

[pobaem

Bb3MoikHa
NpPUYNHA

Pemenne

Hsama curnan ot
TpaHCIrcep

TpaHcaocepbT HE €

CBBP3aH KbM
MIPaBWIIHUS U3XO]T

CBbprKeTe TpaHCAIOCEPa KbM
TIPaBUITHHS U3X0[

TpancarocepsT €
HOBpECH

Ceopikere ce ¢ Bamus
THhPIOBEI] WM CEPBU3CH
LIEHTBD

Hsama curnan ot

I'pemina Bpb3ka

CebprxeTe OyTOHA 3a
peaKkuus Ha NallM€HTa KbM
MPaBUIIHOTO HE310

OyToHa 3a
OTTOBOp Ha
ByronsT 32
nagueHTa npu CawpxkeTe ce ¢ Bammus
OTroBOp Ha
HaTHCKaHe THPTOBEL] MM CEPBU3EH
MannenTa e
LEHTBP
MOBpEeeH
IIposepere USB Bpb3KaTa
IIpo6nemu ¢ USB POBEp P
He moxe na ce MEXy anapara u
BpB3Ka

YCTaHOBH BpPB3Ka
MEXTY
KOMITIOTED U
ayJJUOMETBD

KOMIIIOTBHPA

USB kabensT €
MOBpE/IcH

Cwmenere USB kabena
(cranmapren USB A/B
kaben)

Maunko BeposSITHH
pes3ynaratu oT
nperaena

Kamubpupane ¢
M3TEKBJI CPOK

W3BbpiieTe kamnOpupaHe Ha
ayIuoMeThpa

I'pemien Tun
n36pan AC
TpaHCcIocep

(cmymanku 3a riraBa

WM CITYTIAITKH )

[Ipomenere m3bopa Ha
tekymmst AC TpaHCarocep ot
codryepa nim
npuioxennero Maestro
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Bb3MoikHa
IIpo6.Jem Pemenne
NpPUYAHA

CBbpiKeTe ce C Balarta
pedepeHTHA TeXHIYECKa

HezagbpmxuteaHusar
Hsamare gocten TeCT He © ciyx0a, 3a J1a HOTy4YuTe
J0 TecT JIMLIEH3a, KaTO ChOOIINTE
AKTHBUpPaH .
cepuitHUg HOMep Ha
U3JENIUETO

Koeamo  ayouomemvpvm  ce  usnonzea  3ae0H0  CbC

é 38VKOU3OIUPAHA KAOUHA, Nnpogepeme Oaau 6pb3KUMe KaKmo
8bmpe 6 Kabunama, maka u mexcoy Kabumama u anapama ca
npasuiHu u Oe30nacHu.
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Bitte lesen Sie diese Anleitung vor der Verwendung des Gerats
ﬁ sorgféltig durch. Achten Sie besonders auf Kapitel 1

(,,Sicherheit: Warnhinweise und Informationen”) und Kapitel 2
(., Installation”).

é Interne Priifungen und Reparaturen dirfen nur durch dazu
befugtes Personal erfolgen.

Copyright: INVENTIS S.r.1. halt das Urheberrecht an dieser Anleitung. Sie
darf ohne die ausdriickliche Einwilligung von INVENTIS S.r.l. weder ganz
noch auszugsweise kopiert, vervielfaltigt oder veréandert werden.

Inventis ® ist eine eingetragene Marke von INVENTIS S.r.l.

QuickSIN™ jst von Etymotic Research Inc. urheberrechtlich geschiitzt und
seit 2013 an INVENTIS S.r.l. lizenziert.
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Vorwort

Wir danken Ihnen, dass Sie ein Audiologiegerdt von Inventis erworben
haben.

Durch seine Tragbarkeit und sein geringes Gewicht ist das Audiometer
Piccolo ein leistungsstarkes und vielseitiges mobiles Gerat und ideal fur
Fachleute auf Achse.

Das Unternehmen Inventis ist seit jeher der Ansicht, dass die Verwendung
seiner Gerate in Verbindung mit Computern einen ausschlaggebenden Faktor
darstellt. Nach Installation der Software Suite Maestro, die mit oder ohne
proprietdre Datenbank oder als Noah-Modul erhdltlich ist, kann jedes
beliebige Audiologie-Gerét von Inventis an einen Computer angeschlossen
werden. So kdnnen alle durchgefiihrten Untersuchungen anschlieRend in der
benutzereigenen Datenbank archiviert werden.

Bedenken Sie auch, dass Inventis eine komplette Linie an Audiologie-
Gerdten entwickelt hat: auler den Audiometern umfasst die Produktlinie des
Unternehmens eine ganze Reihe von Mittelohr-Analysatoren, REM- und
HIT-Geréten zur Horgerdteanpassung, ein WLAN-Video-Otoskop und vieles
mehr.

Fir weitere Informationen und bei jeglichen Problemen wenden Sie sich bitte
unter den folgenden Adressen an das Unternehmen:

QD inventis

INVENTIS S.r.l.

Corso Stati Uniti, 1/3

35127 Padova, Italia

Tel.: 049.8962844 — Fax: 049,8966343
www. Inventis.it info@Inventis.it



http://www.inventis.it/
file://///srv2016/share/dati/X/04_GESTIONE/ANNO%202019/I/INVENTIS%20SRL/4290/99_definitivi/Prova/info@inventis.it




KAPITEL 1
Sicherheit: Warnhinweise und
Informationen

BEDIENUNGSANLEITUNG

Lesen Sie diese Anleitung vollstandig, damit Sie das Potential der von dem
Instrument gebotenen Funktionen in vollem Umfang ausschdpfen kénnen.
Achten Sie insbesondere darauf, dieses Kapitel in allen seinen Teilen zu
lesen, da es Informationen und Warnhinweise umfasst, die zur
Gewdhrleistung eines sicheren und korrekten Gebrauchs des Gerats von
ausschlaggebender Bedeutung sind.

Das unten abgebildete Sicherheitswarnsymbol wird in dieser Anleitung
verwendet, um die Aufmerksamkeit des Lesers auf Informationen mit
besonderer Bedeutung bezliglich der Sicherheit zu lenken und unkorrekter

Verwendung vorzubeugen.

VERANTWORTLICHKEITEN DES BEDIENERS

Der wirksame und zuverlassige Betrieb des Audiometers Piccolo ist nur
gewadhrleistet, wenn es entsprechend den in dieser Anleitung enthaltenen
Anweisungen und Vorgehensweisen verwendet wird.

Sollte das Gerét je Funktionsstdrungen entwickeln oder Reparaturen
erfordern, ist es von der Stromversorgung zu trennen und erst nach Abschluss
der erforderlichen Reparatur und Instandhaltung wieder zu verwenden.
Defekte und von Funktionsstérungen betroffene Teile dirfen nur durch von
INVENTIS S.r.l. gelieferte Original-Ersatzteile ersetzt werden. Alle
Reparaturen dirfen ausschlieBlich von Inventis oder von von Inventis
autorisiertem Personal ausgefiihrt werden.

Ohne vorangegangene schriftliche Genehmigung von Inventis dirfen
keinerlei Geréteteile veréndert oder ersetzt werden.

Die Benutzer haften vollumfanglich fur jegliche durch unsachgemé&Ren
Gebrauch oder durch von anderen Parteien als INVENTIS S.r.l. oder einer
anerkannten  Kundendienststelle  ausgefihrte  Instandhaltung  oder
Reparaturen verursache Funktionsstérungen. INVENTIS S.r.l. und seine

1




Kundendienststellen tbernehmen die Verantwortung fir die Leistung und
Zuverlassigkeit des Geréts nur, wenn:

1. alle Verbindungen, Anpassungen, Anderungen oder Reparaturen
ausschlieBlich durch von Inventis befugtes Personal erfolgen;

2. die elektrische Stromversorgung und Erdungsanschliisse des
Systems den geltenden Standards fir elektromedizinische Geréte
entsprechen.

VERWENDUNGSZWECK

Das Medizinprodukt Piccolo ist ein Audiometer. Ein Audiometer ist ein
Gerat, das den Audiologen dabei unterstitzt, die auditive Sensibilitat durch
Erzeugen und Darbieten von Schallstimuli unterschiedlicher Art und
Intensitat an den Patienten zu Diagnosezwecken festzustellen.

INDIKATION UND ENDBENUTZER

Piccolo ist fiir die Verwendung durch HNO-Fachleute in Krankenh&usern,
HNO-KIliniken und Audiologie-Geschaften bei der Durchfihrung von
Hortests und der Unterstiitzung bei der Diagnose moglicher otologischer
Stérungen bestimmt. Bei der Verwendung des Gerdts liegen keine
Einschrankungen hinsichtlich der Patientenpopulation vor. Achten Sie stets
darauf, vor der Verwendung des Geréts eine Otoskopie durchzufiihren.
Diese Tests missen in einer ruhigen Umgebung durchgefiihrt werden, um
Storsignale zu vermeiden.

MEDIZINISCHE BEDINGUNGEN

Zusténde beeintrachtigter Empfindlichkeit des Horsystems oder jegliche
Bedingungen, bei denen davon ausgegangen wird, dass das Horsystem bei
der Diagnose eine Rolle spielt.

VORSICHTSMARNAHMEN

Jegliche in Verbindung mit dem Geréat aufgetretenen schweren
Unfalle sollten dem Hersteller und der zustédndigen Behérde des

A Mitgliedstaates mitgeteilt werden, in dem der Benutzer und/oder
Patient niedergelassen sind.



Um die korrekte und sichere Verwendung des Audiometers zu gewéhrleisten,
sind die folgenden Vorsichtshinweise zu beachten.

Installation und allgemeine VorsichtsmalRBhahmen

Sorgen Sie dafir, dass die erforderlichen
Umgebungsbedingungen wahrend Transport, Lagerung und
Betrieb erfullt werden:

Temperatur: zwischen 15°C und 35°C
Relative Feuchte: zwischen 30 % und 90 %

A Vorgang (nicht kondensierend)
Druck: zwischen 700 hPa und 1060 hPa
Temperatur: zwischen -10°C und 50°C
Transport und Relative Feuchte: max. 90 % nicht
Lagerung kondensierend
Druck: zwischen 500 hPa und 1060 hPa
Aufwarmzeit 1 Minute

Das Audiometer Piccolo verfigt bei Geféahrdung durch
entziindliche Anasthesiegase oder ahnliche Produkte wahrend
der Verwendung tber keinen Schutz. Explosionsgefahr.

Vermeiden Sie die Installation und die Verwendung des
Audiometers Piccolo in der Nahe von Quellen starker
elektromagnetischer Felder, da diese den Betrieb des Gerats
stdren kdnnten.

Verwenden Sie nur von INVENTIS S.r.l. gelieferte abnehmbare
Original-Teile, auBer dies wird ausdriicklich anders angewiesen.

Verwenden Sie nur fir medizinische Geréate bestimmte, gemaR
IEC 60601-1 zertifizierte Spannungsadapter mit den folgenden
Spezifikationen:
Hauptgeréat: 6V, 1,67 ADC
Externer Adapter: SL POWER MENB1010A0603F02
100-240 Vac 50/60 Hz 0,9-0,34 A (enthalten) gemaR dem
Standard IEC 60601-1

Das Audiometer Piccolo ist ein medizinisches Gerat. Bei jedem
anderen externen Gerat (wie einem Computer oder einem CD-
Player), an das es im ,, Patientenbereich angeschlossen ist (wie
in IEC 60601-1 definiert), muss es sich ebenfalls um ein
Medizinprodukt handeln oder es muss durch einen
Trenntransformator geschitzt sein, um zu gewéhrleisten, dass die
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komplette Kombination (Computer oder externes Gerat +
Audiometer) den Standard IEC 60601-1 erfillt.

Piccolo kann in Kombination mit einer schalldichten Kabine
verwendet werden, um Tests unter optimalen akustischen
Bedingungen auszuftihren. Priifen Sie vor seinem Anschluss an
eine schalldichte Kabine, ob die Steckdosen mit den firr jeden
Stecker angegebenen technischen Daten kompatibel sind.

Piccolo erfordert spezielle Vorsichtsmanahmen in Hinblick auf
EMC und muss entsprechend der am Ende dieser Anleitung
erteilten EMC-Informationen installiert und in Betrieb
genommen werden.

Die Verwendung tragbarer und mobiler RF-
Kommunikationsgerate kann den korrekten Betrieb des Geréts
Piccolo beeintrachtigen. Beziehen Sie sich auf die EMC-
Information am Ende dieser Anleitung.

Das Spannungsadapterkabel und das USB-Kabel werden als
Mittel zum Trennen des Geréats vom Versorgungsnetz betrachtet.

Positionieren Sie das Gerat nicht so, dass es schwierig ist, das
Gerat vom Versorgungsnetz zu trennen.

Kalibrierung
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Die Kalibrierung sollte mindestens alle 12 Monate und bei jedem
Wandlerwechsel erfolgen.

Die Kalibrierung des Audiometers gilt nur fir die mit dem Gerat
gelieferten Wandler. Wird ein Wandler ersetzt, muss das
Audiometer erneut kalibriert werden.

Die Kalibrierung des Audiometers bezieht sich auf mit dem
Audiometer  gelieferte  Wandler, wenn  diese  ohne
Verlangerungskabel und ohne Ubergang von Verbindern zur
Tafel direkt an das Geré&t angeschlossen sind (wie tblicherweise
bei der Installation schalldichter Kabinen). Werden die Wandler
nicht direkt an das Audiometer angeschlossen, ist vor dem
Einsatz des Instruments ein neuer Kalibriervorgang erforderlich.

In jedem Testfenster wird, wenn Sie einen nicht kalibrierten
Wandler auswéhlen, der Hintergrund des Ausgabebereichs rot
angezeigt. Dariiber hinaus werden Sie nicht in der Lage sein,
jegliche Stimuli tber nicht kalibrierte Wandler zu ibertragen.



Beachten Sie das angegebene Kalibrierintervall —des
Audiometers. Die Verwendung des Instruments nach dem
Ablaufdatum seiner Kalibrierung kann zu unzuverlassigen
Diagnosen fiihren.

Hygiene

Die Eartips von Einsteckhérern sind wegwerfbar. Verwenden Sie
denselben Eartip nicht fiir verschiedene Patienten. Entsorgen Sie
die Eartips nach dem Gebrauch.

Desinfizieren Sie die Ohrpolster der Kopfhorer zwischen einem
Patienten und dem ndchsten wie in KAPITEL 3 ,,Wartung*
beschrieben.

> B

Gebrauch

Das Audiometer kann Téne mit einem flr den Patienten potentiell
schadigenden Pegel erzeugen. Achten Sie besonders darauf, die
Starke des Tons vor den Untersuchungen korrekt einzustellen.

Versuchen Sie beim Ausfihren der Audiometrie mit
Einsteckhdrern nicht, die Sonde einzusetzen und versuchen Sie in
keiner Weise Messungen durchzufiihren, wenn kein korrekter
Polsterstopsel angebracht ist.

Das Beibehalten der vorangegangenen Starke des Stimulus beim
Andern von Frequenz, Wandler oder Stimulationsseite kann fiir
den Patienten potenziell schadliche Signale ergeben.

Um ein starkeres Stimulussignal als 100 dB HL darzubieten, muss
der Audiologe zuerst die Taste ,, HOHERE dB “ betditigen, die nur
aktiv ist, wenn die Stérke des Stimulus 100 dB HL erreicht.

>k B P

ENTSORGUNG

Wie alle elektronischen Gerate enthalt Ihr Audiometer extrem geringe
Mengen bestimmter geféhrlicher Substanzen wie Cadmium oder
Quecksilber. Wenn diese Stoffe ohne geeignete Vorbehandlung in den
normalen Abfallentsorgungskreislauf gelangen, kénnen sie Umwelt- oder
Gesundheitsschaden verursachen. S&mtliche Teile des Audiometers mussen
daher getrennt entsorgt werden.

Fuhren Sie das nicht mehr verwendete Instrument am Ende seiner
Lebensdauer einer 6ffentlichen Sammelstelle oder einer Entsorgungsstelle zu
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oder geben Sie es gegen Kauf eines gleichwertigen neuen Geréts an den
Héndler zurtick.

Die getrennte Millsammlung und die nachfolgenden Aufbereitungs-,
Recycling- und Entsorgungsvorgénge erleichtern die Herstellung neuer
Gerdte aus recycelten Werkstoffen und begrenzen die negativen
Auswirkungen auf Umwelt und 6ffentliche Gesundheit, die sich andernfalls
durch unsachgemale Entsorgung ergeben kénnten.

KONFORMITAT

Das Audiometer Piccolo ist ein medizinisches Gerét der Klasse Ila geméaR
Anhang VIl der Richtlinie Uber Medizinprodukte (MDR) 2017/745/EU.

Das Qualitdtsmanagementsystem von Inventis wurde von der flhrenden
Priiforganisation TUV als dem Standard 1SO 13485 entsprechend zertifiziert.

SYMBOLE AUF AUFKLEBERN

u Name und Adresse des Herstellers.

Warnung: die Verwendung dieses Geréts erfordert bestimmte
Vorsichtsmalinahmen.
Sehen Sie zur Gewahrleistung der sicheren Verwendung die
Begleitdokumente ein.

Dieses Symbol bedeutet, dass dieses Produkt unter die

Richtlinie 2012/19/EU (ber Elektro- und Elektronik-Altgeréte

fallt (WEEE). Das Produkt darf nicht als unsortierter

Siedlungsabfall entsorgt, sondern muss getrennt gesammelt
— werden.

Beziehen Sie sich auf die Gebrauchsanleitung

Gerat mit Anwendungsteilen des Typs B (IEC 60601-1).

— DC-Stromversorgung

Das Produkt entspricht der Richtlinie Gber Medizinprodukte
c € der Europaischen Gemeinschaft (MDR) 2017/745/EU. Gerat
0123 der Klasse lla; N_ummer der benannten Stelle: 0123 (TUV
SUD Product Service GmbH).



MD

Rx only

IP20

REF

COMPATIBLE
TRANSDUCERS

SN

Medizinisches Geréat

Vorsicht: Der Verkauf dieses Gerats durch einen oder im
Namen eines approbierten Arztes unterliegt den
Beschrankungen des Bundesgesetzes.

IP-Code (Eindringschutz): Dieses Gerat ist gegen das
Eindringen von Gegenstéanden mit einer GréRe von > 12,5 mm
geschutzt. Es ist nicht gegen Flussigkeiten geschitzt.

Katalognummer
Abschnitt, der die kompatiblen Wandler auflistet

Seriennummer  des  Geréats, bestehend aus 13
alphanumerischen Zeichen, die Modell, Baujahr und
Seriennummer angeben. Insbesondere umfasst die Nummer
diese Segmente:

- erste 5 Zeichen: Inventis-Produktcode

- Zeichen 6 und 7: Baujahr (z. B. ,, 12" steht fiir 2012)

- Zeichen 8... 13: fortlaufende Nummer

I uorcos

(01)08054187380372(21)AU1PH16200749







KAPITEL 2
Installation

Auch wenn es sich bei der Installation eines Audiometers Piccolo um einen
relativ einfachen Vorgang handelt, sollte er einer Person mit den
erforderlichen Fahigkeiten tbertragen werden. Wird die Installation nicht
korrekt ausgefiihrt, kénnten beim Betrieb des Systems Sicherheitsprobleme
auftreten.

In diesem Kapitel wird die Vorgehensweise bei der Systeminstallation
beschrieben.

Bewahren Sie das Verpackungsmaterial fiir den Fall auf, dass
das Audiometer aus jeglichen Griinden beim Handler oder bei
Inventis eingesandt werden muss.

VORSICHTSMARNAHMEN

Wie jedes andere Elektro- oder Elektronikgerdat sendet auch das Audiometer

Piccolo elektromagnetische Wellen aus. Auch wenn die Emissionen

innerhalb der Standardwerte liegen, konnten in unmittelbarer N&he des

Audiometers befindliche andere elektronische Geréate beeintrachtigt werden,

die besonders empfindlich auf elektromagnetische Stérungen reagieren.

Sollte dieser Fall eintreten, kontrollieren Sie dies einfach durch Ein- und

Ausschalten des Audiometers und versuchen Sie die Storung durch eine der

folgenden Ldsungen zu beseitigen:

- dandern Sie die Ausrichtung und/oder die Position des von der Stdrung
betroffenen Geréts;

- entfernen Sie das betroffene Gerét von dem Audiometer;

- stecken Sie das betroffene Gerét in eine Steckdose eines anderen
Stromkreises als den ein, an den das Audiometer angeschlossen ist;

- wenden Sie sich wegen Hilfe an den Hersteller oder eine
Kundendienststelle.

ANSCHLUSSE

Alle Anschlusspunkte fiir abnehmbare Teile befinden sich an der Riickwand.
Dieser Abschnitt bezieht sich auf das Sprachaudiometer Piccolo. Piccolo Plus




verfugt Uber keinen LINE IN-Verbinder fur eine externe Schallquelle. Beim
Modell Basic fehlt auch der BC-Verbinder (flr einen Knochenhdrer).

6V=167A PAT. RESP. MADE IN ITALYI [ |
o€

TALK
‘ OVER LINE IN

Stecken Sie alle Wandler und abnehmbaren Teile in die jeweiligen
Steckbuchsen ein, wie in der nachstehenden Tabelle angegeben:

Stecker Abnehmbares Teil
- Stromversorgung. Wenn Piccolo nicht an den USB-
g—CLGC?A Port eines Computers angeschlossen ist, ist keine
Stromversorgung erforderlich.
USB USB-Port zum Anschluss an den PC
PAT. RESP. Patientenantwort-Taste
BC Knochenvibrator
AC-L Linker Kopfhorer/Einsteckhérer
AC-R Rechter Kopfhorer/Einsteckhdrer
B’a{,LEKR Audiologenmikrofon
LINE IN Externe Leitung fiir Sprachaudiometrie mit externer
Audioquelle

Verwenden Sie nur fir medizinische Gerate bestimmte, geman
IEC 60601-1 zertifizierte Spannungsadapter.

j Vergewissern Sie sich, dass die Stromversorgungs- und

Erdungsanschliisse den geltenden Standards far
elektromedizinische Gerate entsprechen. Stromschlaggefahr
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liegen die Hochstwerte (in AC und BC) 10 dB unter den

j Wird das Audiometer Piccolo Uber ein USB-Kabel versorgt,
Nennwerten.

Die grine LED neben dem o Symbol gibt an, dass das Audiometer
entweder Uber den Stromnetzadapter oder das USB-Kabel des Computers
versorgt wird.

Die LED neben dem © Symbol gibt den Kommunikationsstatus zwischen
Audiometer und Computer: diese LED leuchtet griin, wenn das Audiometer
mit dem PC kommuniziert.

ANSCHLUSS AN COMPUTER

Um die Steuerung lber einen Computer zu gestatten, muss das Audiometer
Piccolo unter Verwendung des mitgelieferten Kabels (ein USB A/B
Standardkabel) an einen der USB-Ports des Computers angeschlossen
werden.

Verwenden Sie das Kabel aus dem Lieferumfang, um das
Audiometer Piccolo an einen der USB-Ports des Computers
anzuschlieRen.

Der Anschluss ist des Typs Plug-and-Play und erfordert fur die Installation
keine speziellen Treiber: Einige Sekunden nach dem Einstecken erkennt das
Betriebssystem die Gerate und die folgende Meldung erscheint:

l,l Your device is ready to use
9 Device driver software installed successfully.

=9

Das Audiometer Piccolo kann unter Verwendung der Software Maestro von
Inventis Uber einen Computer gesteuert werden: Fir weitere Details
hinsichtlich der Verwendung und der Merkmale der Software Maestro und
zu den Mindestsystemanforderungen siehe Bedienungsanleitung Maestro.
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KAPITEL 3
Wartung

Das Audiometer Piccolo erfordert, abgesehen von der Kalibrierung,
Kontrollen und der normalen Reinigung, die alle in diesem Kapitel
beschrieben werden, keine besondere regelméaRige Wartung.

Die Leistung und Sicherheit des Instruments bleiben erhalten, wenn die in
diesem Kapitel erteilten Empfehlungen zu Pflege und Wartung beachtet
werden.

Das Instrument muss vor dem Beginn jeglicher Reinigungsvorgénge
abgeschaltet und von der Stromversorgung getrennt werden.

Inspektion und Instandhaltung der internen Bauteile sind
& vollumfanglich den von INVENTIS S.r.l. anerkannten Technikern
zu Uberlassen.
Wandler werden unter Verwendung hochempfindlicher
A Membranen gefertigt, die bei StoBwirkung beschadigt werden
konnten. Wahrend der Wartungsvorgange vorsichtig handhaben.

REGELMARIGE UBERPRUFUNGEN

Die hier beschriebenen Vorgange sind bei der ersten taglichen
Verwendung des Instruments auszufihren.

é Die Tests missen bei Audiometer in Installationsposition

ausgefiihrt werden.

Kontrollieren Sie vor dem Einschalten des Instruments, dass keine
Anzeichen von Schéden an jeglichen Gerdteteilen, einschlieBlich
der abnehmbaren Teile und der externen Stromversorgung,
vorliegen. Kontrollieren Sie die &ufere Unversehrtheit der
Isolierung von Netzkabel und Verbindern doppelt und tberprifen
Sie, dass diese keinerlei mechanischen Lasten ausgesetzt sind, die
zu Schaden fithren kénnten. Uberpriifen Sie, ob alle Teile und Kabel
korrekt angeschlossen sind.

- Kontrollieren  Sie  subjektiv, dass der Luft- und
Knochenleitungsausgang auf beiden Kanélen und allen Frequenzen
gleich ist, indem Sie zum Beispiel einen gerade hoérbaren Stimulus
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bei 10 oder 15 dB erzeugen. Die Person, die diese Kontrolle
durchfiihrt, sollte tiber ein gutes Gehor verfugen.

- Prifen Sie bei einem Pegel von 60 dB in AC und 40 dB in BC, dass
alle Frequenzen frei von Verzerrung, Rauschen oder Stdrsignalen
sind.

- Prifen Sie, dass die Patientenantwort-Taste und die Anzeigen
korrekt funktionieren.

- Priufen Sie die Sprachaudiometrieeingaben durch Ausfilhren eines
Sprachtests mit jeder Spracheingabe.

- Prifen Sie die Spannung des Kopfbands des Headsets und des
Knochenvibrators.

- Prifen Sie die Kommunikation mit dem Patienten.

Sollten jegliche Teile oder Wandler Funktionsstérungen
aufweisen, konsultieren Sie das Kapitel ,, Fehlersuche .

Prifen Sie stets, ob das Kalibrierintervall nicht abgelaufen ist: Das
Ablaufdatum des Intervalls ist oben links in der Software Maestro angegeben.

Mit der Kalibrierung missen von INVENTIS S.r.l. anerkannte
Techniker betraut werden. Die Kalibrierung sollte mindestens
alle 12 Monate und bei jedem Wandlerwechsel erfolgen.

WARTUNG DER WANDLER

Verwenden Sie zum Reinigen des Audiometers keine
Fliissigkeiten oder Sprays.

Vermeiden Sie Staubansammlungen auf den Wandlern. AuBRerdem:

- Die Ohrpolster der Kopfhorer bestehen aus biokompatiblem Material,
sind jedoch nicht steril: Um die Ausbreitung von Infektionen zu
verhindern und die Biokompatibilitdt des Materials zu garantieren,
missen die Polster, wenn sie von einem neuen Patienten getragen
werden sollen, wie folgt gereinigt werden:

o fur die Polster DD45/TDH-39: mit Reinigungstiichern mit
denaturiertem Alkohol oder denaturiertem Alkohol und
Mikrofasertuch;

o fur alle anderen Polster: Hypoallergenes Desinfektionsmittel
entsprechenden den Herstelleranweisungen.
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- Die Eartips der Einsteckhorer sind dazu bestimmt, in den Gehdrgang des
Patienten eingefiihrt zu werden. Sie sind aus biokompatiblen Material
hergestellt und Einwegprodukte: Verwenden Sie sie nur einmal und
entsorgen Sie sie gem&R den geltenden Gesundheits- und
Sicherheitsbestimmungen.

Die Ohrstopsel der Einsteckhdrer sind nicht steril. Die
Verwendung von nicht sterilisierten Ohrstdpseln  kann
Infektionen verursachen.

Der Knochenvibrator und die Kopfhdrerpolster konnen
wiederholt gereinigt werden, wie im Absatz , Wartung der
Wandler * beschrieben. Bei eventuellen Funktionsstorungen nach
jeglichen Reinigungsvorgangen, wenden Sie sich an einen
Kundendiensttechniker von Inventis.

Prifen Sie, obwohl der Knochenvibrator und die
Kopfhorerpolster mehrmals gereinigt werden konnen, stets, dass
ihre Eigenschaften und Unversehrtheit unverandert bleiben.
Dazu geniigt es, die im Absatz , Regelmdfige Uberpriifungen*
beschriebenen Tests auszufiihren. Wenden Sie sich, sobald Fehler
festgestellt werden, an einen Kundendiensttechniker von Inventis,
um zu Uberprifen, ob Ihr Wandler ersetzt werden muss.

Um Schaden an den DD45/TDH39-Kopfhdrern zu vermeiden,
driicken Sie diese nicht gegen flache gerade Oberflachen, da dies
ein Vakuum erzeugen und Schaden am Wandler verursachen
konnte (Saugglockeneffekt).
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REINIGEN DES INSTRUMENTS

Um Staubansammlungen auf dem Instrument vorzubeugen, stets die
Schutzabdeckung anbringen, wenn der Analysator nicht verwendet wird.
Achten Sie auRerdem darauf, Staubansammlungen unter dem Instrument
regelméRig zu beseitigen.

Alle im vorangegangenen Abschnitt nicht ausdriicklich erwéhnten Teile
kénnen mit einem mit einer Ldésung aus Wasser und mildem
Reinigungsmittel angefeuchteten fusselfreien Tuch gereinigt werden. Zur
Desinfizierung das Tuch mit einer 3%igen Wasserstoffperoxidldsung
anfeuchten. Das Gerdt gestattet wiederholte Reinigungen ohne
Beeintrachtigung der grundlegenden Sicherheit oder der Leistungen. Priifen
Sie stets, dass die Eigenschaften und die Unversehrtheit des Geréts erhalten
bleiben. Dazu geniigt es, die im Absatz ,RegelmiBige Uberpriifungen®
beschriebenen Tests auszufiihren. Wenden Sie sich, sobald Fehler festgestellt
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werden, an einen Kundendiensttechniker von Inventis, um zu tiberprifen, ob
jegliche Teile ersetzt werden missen.

ERSETZBARE TEILE

Die Wandler und abnehmbaren Teile kénnen vom Gerat getrennt werden.
Sollten an einer beliebigen dieser Vorrichtungen Defekte auftreten, muss das
Audiometer ausgeschaltet und von der Stromversorgung isoliert und dann das
defekte Teil vom Gerét getrennt werden.

Alle abnehmbaren Teile des Audiometers sind spezifisch fur die

é Verwendung mit diesem Gerat ausgelegt. Es sollten nur von
Inventis gelieferte Teile an das Audiometer angeschlossen
werden.

REPARATUREN UND TECHNISCHER KUNDENDIENST

Vergewissern Sie sich, bevor Sie sich an den Kundendienst wenden, dass alle
in dem Kapitel ,,Fehlersuche“ enthaltenen moglichen Losungen versucht
wurden.

Alle Teile, die fur Reparatur und Wartung beim Hersteller eingesandt
werden, miissen sauber und desinfiziert sein. Die Wandler sollten in einem
durchsichtigen Beutel versiegelt sein.

Wichtig: Sollte das Gerat beim Kundendienst von Inventis eingesandt oder
an den Handler zuriickgegeben werden mussen, ist sicherzustellen, dass dazu
die Originalverpackung verwendet wird und sdmtliche abnehmbaren Teile
und Wandler beigefugt wurden.
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KAPITEL 4
Fehlersuche

Problem

Magliche
Ursache

Ldésung

Kein Signal von einem
Wandler

Wandler nicht an
den korrekten
Ausgang
angeschlossen

Wandler an den
korrekten Ausgang
anschlieRen

Wenden Sie sich an

Bei Betatigung kein
Signal von der
Patientenantwort-Taste

\b/\é?(r:]i?é!\?jri t lhren Handler oder
g Dienstleister

SchlieBen Sie die
Falscher Patientenantwort-Taste
Anschluss an die korrekte Buchse

an

Patientenantwort-
Taste beschadigt

Wenden Sie sich an
lhren Handler oder
Dienstleister

Verbindung zwischen
PC und Audiometer kann
nicht hergestellt werden

Probleme mit dem
USB-Anschluss

Priifen Sie den USB-
Anschluss zwischen
Instrument und
Computer

USB-Kabel
beschadigt

Wechseln Sie das USB-
Kabel (USB A/B
Standardkabel)

Unwahrscheinliche
Untersuchungsergebnisse

Abgelaufene
Kalibrierung

Audiometerkalibrierung
durchfiihren
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Magliche

Problem T Losung
:Slsiﬁaﬁ{feﬂej\c_ Auswahl des aktuellen
Wa?ldlers AC-Wandlers éndern,
(Kopfhérer oder Uber Software oder App
" Maestro

Einsteckhorer)

Sie kdnnen nicht auf
einen Test zugreifen

Optionaler Test
nicht aktiviert

Wenden Sie sich an den
flir Sie zustandigen
technischen
Kundendienst, um die
Lizenz zu erhalten und
geben Sie dazu die
Seriennummer des
Gerats an.

Wenn das Audiometer in Verbindung mit einer schalldichten

A

Instrument korrekt und sicher sind.
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opmaerksom pa Kapitel 1 ("Sikkerhed: Advarsler og

j Lees grundigt denne vejledning, fgr enheden bruges. Veer is&r
information") og Kapitel 2 ("Installation").

é Indvendige inspektioner og reparationer ma kun foretages af
autoriseret personale.

Ophavsret: INVENTIS S.r.l. har ophavsretten til denne vejledning. Den ma
ikke kopieres, reproduceres eller &ndres, hverken samlet eller delvist, uden
udtrykkelig skriftlig godkendelse fra INVENTIS S.r.l..

Inventis ® er et varemerke tilhgrende INVENTIS S.r.l.

QuickSIN™ er ejet af Etymotic Research Inc. og givet i licens til INVENTIS
S.r.l., 2013.

q

0123



Resumeé

FFOFOTA .ttt st st v
KAPITEL 1 Sikkerhed: Advarsler og information ...........c.ccccecevevvviivinenns 1
OperatarmManual...........ccccvveieieieie e 1
OPEratBrens ANSVAL ........ccccvciveriiiiiiiieee et 1
TAlSIGLEL FOPMAL.....coiiieeceeeeecce e 2
Tilsigtet anvendelse og SIUtDIUGEre ..o, 2
SygdomStIlStaNde..........ccovv i 2
FOrNOIASIEGIEN ... e 2
BOItSKATTEISE .....ovecee e s 5
OVEreNSStEMMEISE ..o 5
SYMBOIEr PA BLIKELET .........ccveveieieieieccece s 6
KAPITEL 2 INStAllation ........c.cocoiiiiieeieieee e 9
FOrNOIASIEGIET ..o 9
FOrDINAEISEN ... s 9
Forbindelse til COMPULET ..o, 11
KAPITEL 3 Vedligeholdelse..........ccccovriiiiiiiiiceeees 13
RegelMaesSIge tHEK ...cviiiiiie et 13
Vedligeholdelse af transduCere ............coeiineiieniiscse e, 14
Renggring af inStrumentet ..., 15
UdSKITtEHGE deIE ... 15
Reparationer og teknisk assiStance............ccovvereiirenniesienercseneenen, 16
KAPITEL 4 FeJIfinding..........covovveereeereereeeeeseeeseeeseeeseeeseeeseesseesseenseenneo, 17






Forord

Tak for at have kabt Inventis-audiologisk udstyr.

Piccolo-audiometeret er let og og beerbart, men samtidig kraftigt og alsidigt
udstyr, der er ideelt til professionelle pa farten.

Inventis-virksomheden har altid anset brugen af deres apparater i
sammenhang med computere som en afggrende faktor. Ved at installere
Maestro-software-suite, som fas med eller uden selvejet database eller som et
Noah-modul, kan alle Inventis audiologienheder tilsluttes en computer, og
alle udfarte undersggelser arkiveres i brugerens egen database.

Husk ogsd, at Inventis har udviklet en fuld liste over audiologienheder:
Udover audiometere omfatter virkomhedens produktlinje en reaekke
mellemgreanalysatorer, REM og HIT hgreapparater, et tradlgst video-
otoskop og meget mere.

For flere oplysninger og for at rapportere problemer af enhver art, kontakt
virksomheden pa:

QD inventis

INVENTIS S.r.l.

Corso Stati Uniti, 1/3

35127 Padova, Italia

TIf.: 049.8962844 — Fax: 049.8966343
www. Inventis.it info@Inventis.it



http://www.inventis.it/
file://///srv2016/share/dati/X/04_GESTIONE/ANNO%202019/I/INVENTIS%20SRL/4290/99_definitivi/Prova/info@inventis.it




KAPITEL 1

Sikkerhed: Advarsler og information

OPERAT@RMANUAL

Sarg for at leese denne vejledning grundigt igennem, sa alle funktionerne, som
tiloydes af instrumentet, kan bruges til deres fulde potentiale. Sgrg iser for at
leese kapitlet i dets helhed, da det indeholder information og advarsler, der er
af fundamental betydning ift. at sikre sikker og korrekt brug af udstyret.

Sikkerhedsadvarselssymbolet illustreret herunder anvendes i denne
vejledning for at treekke laeserens opmerksomhed hen mod information af
seerlig betydning for hvad angar sikkerhed og for at beskytte mod ukorrekt

brug.

OPERAT@RENS ANSVAR

Piccolo-audiometeret fungerer med garanti effektivt og palideligt, hvis det
anvendes ifglge instruktionerne og procedurerne i denne vejledning.

Hvis instrumentet nogensinde udvikler en funktionsfejl eller kreaever
reparation, frakobles det fra stramforsyningen og ma ikke bruges igen, indtil
de ngdvendige reparationer og service er blevet udfert. Defekte og forkert
fungerende dele ma kun udskiftes med originale reservedele, leveret af
INVENTIS S.r.l.. Alle reparationer ma udelukkende udfgres af Inventis eller
af personale, der er godkendt af Inventis.

Ingen af enhedens dele ma andres eller udskiftes uden forhandsgodkendelse
fra Inventis.

Brugere er ansvarlige for alle funktionsfejl forarsaget af upassende brug, eller
af vedligeholdelse eller reparationer, der er udfgrt af andre end INVENTIS
S.rl. eller et autoriseret servicecenter. INVENTIS S.rl. og deres
servicecentre hafter kun for preaestationen og palideligheden af instrumentet,
hvis:

1. Alle forbindelser, justeringer, @ndringer og reparationer udfares
udelukkende af personale, der er godkendt af Inventis;



2. den elektriske stramforsyning og systemets jordforbindelser
overholder geldende standarder for elektromedicinsk udstyr.

TILSIGTET FORMAL

Piccolo-laegeudstyr er et audiometer. Et audiometer er en enhed, der hjelper
operatgren med at definere patientens hgrefalsomhed ved at generere og
levere lydstimuli af forskellig slags og intensitet til patienten mhp.
diagnosticering.

TILSIGTET ANVENDELSE OG SLUTBRUGERE

Piccolo er beregnet til brug af ENT-sundhedsprofessionelle pa hospitaler,
ENT-Klinikker og audiologiske klinikker, der udfarer hgreevalueringer og
hjeelper med at diagnosticere mulige otologiske lidelser. Der er ingen
begraensning i patientpopulationen for hvad angér brugen af enheden; men
sgrg altid for at udfere en otoskopi, far enheden benyttes.

Disse test skal udfares i et stille miljg for at undga falske resultater.

SYGDOMSTILSTANDE

Tilstande med svakket fglsomhed i det auditoriske system eller sygdomme,
hvor det auditoriske system spiller en rolle i diagnosticeringen.

FORHOLDSREGLER

Enhver alvorlig haendelse, der er opstaet i relation til enheden,
bar rapporteres til fabrikanten og den kompetente myndighed i
medlemslandet, hvor brugeren og/eller patienten befinder sig.

For at sikre korrekt og sikker brug af audiometeret skal fglgende
forholdsregler overholdes.

Installation og generelle forholdsregler

Serg for, at kravene til det omgivende miljg er opfyldt under
A transport, opbevaring og drift:
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Temperatur: Mellem 15 °C og 35 °C
Relativ luftfugtighed: Mellem 30 % og 90 %

Drift (ikke-kondenserende)

Tryk: Mellem 700 hPa og 1060 hPa

Temperatur: Mellem -10 °C og 50 °C
Transport og Relativ luftfugtighed: Maks. 90 % ikke-
opbevaring kondenserende

Tryk: Mellem 500 hPa og 1060 hPa
Opvarmningstid 1 minut

Piccolo-audiometeret vil ikke blive beskyttet, hvis det eksponeres
for anteendelig anastesigas eller lignende produkter under brug.
Risiko for eksplosion.

Undga at installere og anvende Piccolo-audiometeret tet ved
steerke elektromagnetiske kilder, da dette kan forstyrre enhedens
drift.

Brug kun originale aftagelige dele leveret af INVENTIS S.r.l.,
medmindre du er instrueret i andet.

Brug kun strgmadaptere, der er beregnet til medicinsk udstyr,
certificeret til IEC 60601-1, med de falgende specifikationer:
Hovedenhed: 6V, 1.67A d.c.
Ekstern adapter: SL POWER MENB1010A0603F02
100-240Vac 50/60 Hz 0.9-0.34A (medfglger) svarer til IEC
60601-1 standard

Piccolo-audiometeret er medicinsk udstyr. Alle andre eksterne
enheder, som den er forbundet til (s& som en computer eller CD-
afspiller) inden for "patientomradet" (som angivet i IEC 60601-
1), skal ogsa veere medicinsk udstyr eller vere beskyttet af en
isolerende transformer for at sikre, at hele kombinationen
(computer eller ekstern enhed + audiometer) overholder IEC
standard 60601-1.

Piccolo kan bruges i sammenhang med en lydtaet bas for at
udfare test under optimale akustiske forhold. Fgr den forbindes
til en lydteet bas, skal man tjekke, at stikkene er kompatible med
specifikationerne for hvert stik.

Piccolo har brug for specielle forholdsregler vedrarende EMC
og skal installeres og sattes i drift ifelge EMC-informationen,
som kan findes i slutningen af denne vejledning.
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Brug af barbart og mobilt RF-kommunikationsudstyr kan
pavirke korrekt drift af Piccolo-enheden. Se EMC-informationen
i slutningen af denne vejledning.

Stremadapterkablet og USB-kablet anses for at vere
frakoblingsmidler til at frakoble enheden fra elforsyningen.

Placér ikke enheden pa en made, hvor det er sveert at frakoble
enheden fra elforsyningen.

Kalibrering
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Kalibreringen skal udfgres mindst hver 12. maned, og nar en
transducer udskiftes.

Kalibreringen af audiometeret gaelder kun for transducere, som
leveres med enheden. Hvis en transducer udskiftes, skal
audiometeret rekalibreres.

Kalibreringen af audiometeret er gyldig til transducere forsynet
med audiometeret, hvis forbundet direkte til instrumentet, uden
nogen mellemliggende forleengerledninger og uden passage fra
stik til panel (som det normalt forekommer i lydteette base). Hvis
transducerne ikke er forbundet direkte til audiometeret, vil en ny
kalibreringsprocedure vaere pakravet, far instrumentet anvendes.

I hvert testvindue vil baggrunden for "output"-omradet vises i
red, nar du vaelger en ikke-kalibreret transducer. Desuden vil du
ikke kunne sende nogen stimuli gennem ikke-kalibrerede
transducere.

Bemark audiometerets angivne kalibreringsinterval. Brug af
instrumentet ud over dets kalibreringsudlgbsdato kan fare til
upalidelige diagnoser.

Hygiejne

> B

@repropperne til hgretelefoner er til engangsbrug; brug ikke den
samme greprop til forskellige patienter. Smid grepropper ud efter
brug.

Desinficér hgretelefonernes puder mellem patienterne, og falg
proceduren beskrevet i KAPITEL 3 "Vedligeholdelse".



Brug

Audiometeret kan generere toner ved en hgj intensitet og
potentielt beskadige patienten. Veer iser omhyggelig med at
justere intensiteten af tonen korrekt for undersggelser.

Ved udfgrsel af audiometri vha. hgretelefoner skal man ikke
indsatte eller pa nogen made forsgge at foretage malinger uden
at den rigtige skumspids er pa plads.

Opretholdelse af den forrige intensitet af stimuli ved &ndring af
frekvens, transducer eller stimuleringsside kan resultere i at
potentielt skadelige signale bliver praesenteret for patienten.

For at praesentere et stimulisignal, der er sterkere end 100 dB
HL, skal operatgren fgrst trykke pa "H@JERE dB"-knappen, som
kun er aktiv, nar intensiteten af stimuli nar 100 dB HL.
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BORTSKAFFELSE

Som alt elektronisk udstyr indeholder dit audiometer ekstremt sma meengder
farlige stoffer s& som cadmium eller kviksglv. Hvis sddanne stoffer kommer
ind i den normale affaldssortering uden passende bearbejdning, kan de
forarsage skader pa miljg og menneskers helbred. Alle dele af audiometeret
skal derfor bortskaffes separat.

Ved slutningen af dets levetid skal det udtjente instrument bringes til et
kommunalt affaldsbortskaffelses- og genbrugsanlaeg, eller det skal returneres
til forhandleren mod kab af et tilsvarende nyt instrument.

Separat affaldsindsamling og den efterfglgende bearbejdning, genbrug og
bortskaffelse letter fremstillingen af nye enheder af genbrugsmaterialer,
hvilket begraenser enhver negativ indvirkning pa miljget og folkesundheden,
som ellers kunne stamme fra forkert bortskaffelse.

OVERENSSTEMMELSE

Piccolo-audiometer er klasse I1a medicinsk udstyr ifglge Bilag V11 i Medical
Device Regulation (MDR) 2017/745/EU.

Inventis Quality Management System er blevet certificeret af farende
vurderingsorgan TUV i overensstemmelse med 1SO 13485 standard.
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Rx only

IP20

REF

COMPATIBLE

Navn og adresse pa fabrikant.

Advarsel: Brugen af denne enhed kraever bestemte
forholdsregler.
Se den medfalgende dokumentation for at sikre korrekt brug.

Dette symbol betyder, at produktet er deekket af direktiv
2012/19/EU om elektrisk og elektronisk affald (WEEE). Det er
pakrevet ikke at bortskaffe dette produkt som usorteret
kommunalt affald, men at aflevere det separat.

Se instruktionsvejledningen

Enhed med anvendte dele af type B (IEC 60601-1).

DC-strgmforsyning

Produktet overholder den europaiske unions forordning om
medicinsk udstyr (MDR) 2017/745/EU. Klasse lla enhed; det
underrettede organs nummer: 0123 (TUV SUD Product
Service GmbH).

Medicinsk udstyr

Forsigtig: Faderal lovgivning begranser denne enhed til at
blive solgt af eller pa ordre af en autoriseret lzege.

IP (Ingress Protection)-kode: Denne enhed er beskyttet mod
indgang af genstande der er > 12,5 mm; den er ikke beskyttet
mod veeske.

Katalognummer

manspoczrs Afsnit der oplister de kompatible transducere

SN

Serienummer pa enheden, lavet af 13 alfanumeriske tegn, der
angiver model, fabrikationsar og serienummer. Nummeret
bestar iseer af disse segmenter:

- De forste 5 tegn: Inventis-produktkode

- tegn 6 og 7: Fabrikationsar (f.eks. "12" star for 2012)

- Tegn 8 ... 13: Stigende tal
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KAPITEL 2

Installation

Mens installationen af et Piccolo-audiometer er en relativt enkel procedure,
bar den tiltros en person med de rette feerdigheder. Hvis installationen ikke
udfares korrekt, kan systemet blive pavirket af sikkerhedsproblemer, nar det
er i brug.

Dette kapitel beskriver proceduren for installering af systemet.

tilbage til forhandleren eller til Inventis af hvilket som helst

f Behold emballagen i det tilfelde at audiometeret skal sendes
arsag.

FORHOLDSREGLER

Som alt andet elektrisk eller elektronisk udstyr vil Piccolo-audiometeret

udsende elektromagnetiske bglger. Selvom dets bglger er indenfor

standardgranserne, kan andre elektroniske enheder tat pa audiometeret blive

pavirket, hvis de er sarligt faglsomme over for elektromagnetisk interferens.

Hvis dette forekommer, kan du blot tjekke ved at tende og slukke

audiometeret og forsgge at eliminere interferensen ved at bruge en eller flere

af folgende lgsninger:

- Skifte retning og/eller position af enheden, som er pavirket af
interferensen;

- skabe afstand mellem den pavirkede enhed og audiometeret;

- slutte den pavirkede enhed til en stikkontakt i et andet kredslgb end det
kredslgb, hvortil audiometeret er tilsluttet;

- bede om hjelp hos fabrikanten eller et servicecenter.

FORBINDELSER

Alle forbindelsespunkter til aftagelige dele er placeret p& bagpanelet. Dette
afsnit refererer til Piccolo-taleaudiometer. Piccolo Plus har ikke et LINE IN-
stik til en ekstern lydkilde. Basic-modellen mangler ogsé et BC-stik (til en
knoglevibrator).



BV==167A PAT. RESP. MADE IN ITALYI [ |
o-C

TALK
‘ OVER LINE IN
R4

Tilslut alle transducere og aftagelige dele til deres respektive stikkontakter
som angivet i den fglgende tabel:

Stik Aftagelig del
6V=—167A Stramforsyning. Nar Piccolo er tilsluttet en computers
o-C® USB-port, er der ikke brug for stramforsyningen.
USBE USB-port til forbindelse til PC'en
PAT. RESP. Patients svarknap
EBC Knoglevibrator
AC-L Venstre haretelefon/areprop
AC-R Hajre haretelefon/areprop
B’?‘“,LEFE Operatgrmikrofon
LINE IN Ekstern linje til taleaudiometri med ekstern lydkilde

Brug kun strgmadaptere, der er beregnet til medicinsk udstyr,
certificeret til IEC 60601-1.

Serg for, at stramforsyningen og jordforbindelserne overholder
de gaeldende standarder for elektromedicinsk udstyr. Risiko for
stad

Hvis Piccolo-audiometeret stramforsynes via et USB-kabel, er
maksimumvardierne (i AC og BC) 10 dB lavere end de nominelle
veerdier.

> B B

] . .
Det grgnne LED-lys ner O -symbolet angiver, at audiometeret
stremforsynes enten fra elnettets adapter eller via computerens USB-kabel.
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LED-lyset ner G-symbolet angiver status for kommunikationen mellem
audiometeret og computeren; dette LED-lys er grgnt, hvis audiometeret
kommunikerer med en PC.

FORBINDELSE TIL COMPUTER

For at tillade styring fra en computer skal Piccolo-audiometeret tilsluttes en
af computernes USB-porte vha. det medfaglgende kabel (et standard USB
A/B-kabel).

é Brug det medfglgende kabel for at tilslutte Piccolo-audiometeret
til en af USB-portene pa computeren

Tilslutningen er plug-and-play, uden behov for specielle drev til installation:
Fa sekunder efter tilslutning vil operativsystemet genkende enhederne, og
den falgende meddelelse vises:

| (l Your device is ready to use
9 Device driver software installed successfully.

Piccolo-audiometeret kan styres fra en computer, der bruger Inventis
Maestro-software: For flere oplysninger om brug og funktioner i Maestro-
software, og for minimum systemkrav se Maestro-brugervejledning.
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KAPITEL 3

Vedligeholdelse

Piccolo-audiometeret ~ krever ikke nogen speciel regelmassig
vedligeholdelse udover kalibrering, tjek og normal rengering, som alle
beskrives i dette kapitel.

Instrumentets preestation og sikkerhed opretholdes, hvis anbefalingerne til
pleje og vedligeholdelse i dette kapitel overholdes.

Instrumentet skal slukkes og afkobles stramforsyningen, fer renggring
pabegyndes.

é Inspektionen og serviceringen af indvendige dele skal foretages
af teknikere, der er godkendt af INVENTIS S.r.1..

Transducere fremstilles vha. ultraskrgbelige membraner, der kan
A blive beskadiget i tilfelde af slag. Handtér med omhu under
vedligeholdelse.

REGELM/ESSIGE TJEK

Proceduren beskrevet under denne overskrift skal udfares, nar
instrumentet bruges for farste gang hver dag.

A Tests skal udfgres med audiometeret i installationspositionen.

- Far du tender for instrumentet, skal du kontrollere, at der ikke er
synlige tegn pa beskadigelse i nogen del af enheden, inklusive
aftagelige dele og den eksterne strgmforsyning; dobbelttjek den
visuelle integritet af isoleringen af netkablet og stikkene, og
kontroller, at de ikke udsattes for nogen form for mekanisk
belastning, der kan medfare beskadigelse; kontroller desuden, at alle
dele og kabler er korrekt tilsluttet

- Tjek subjektivt, at luftlednings- og knogleledningsoutput er ens pé
begge kanaler og alle frekvenser, for at gare dette pafares 10 eller
15 dB, lige nok til at hgre. Personen, som udfarer dette tjek, bar have
god hgrelse
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- Tjek pa niveau med 60 dB i AC og 40 dB i BC, at der ikke er nogen
forvraengning, stgj eller parasitiske signaler i nogen af frekvenserne

- Tjek, at patientresponskontakten og -indikatorerne fungerer korrekt

- Tjek taleaudiometerets inputs ved at foretage en taletest for hver
taleinput

- Tjek headsettets og knoglevibratorens pandebandsbelastning

- Tjek kommunikationen med patienten

Hvis en del eller transduceren har nogle funktionsfejl, se kapitel
"Fejlfinding".

Tjek altid, at kalibreringsintervallet ikke er udlgbet: Udlgbet for intervallet er
angivet gverst til venstre for Maestro-software.

Kalibrering skal tiltros teknikere, der er godkendt af INVENTIS
S.r.l. Driften skal udfgres mindst hver 12. maned, og nar en
transducer udskiftes.

VEDLIGEHOLDELSE AF TRANSDUCERE

A Brug ikke vaeske eller spray til at renggre audiometeret.

Lad ikke stgv samle sig pa transducerne. Derudover:

14

Haretelefonpuderne er lavet af biokompatibelt materiale, men er ikke
sterile: For at forhindre spredning af infektion og garantere materialets
biokompatibilitet, skal puderne tarres af, hver gang haretelefonerne skal
baeres af en ny patient, med

o for DD45/TDH-39 puder, aftarring med denatureret alkohol;

o foralle andre puder: Hypoallergenisk desinfektionsmiddel, som

falger fabrikantens instruktioner.

@reproppernes spidser er beregnet til at blive sat ind i patientens
grekanal. De er lavet af biokompatibelt materiale og er til engangsbrug:
Brug kun én gang, og smid ud i overensstemmelse med geldende
sundheds- og sikkerhedsregler

@reproppernes spidser er ikke sterile. Brug af usteriliserede
haretelefoner kan forarsage greinfektioner.



Knoglevibratoren og hgretelefonernes puder kan renggres

é gentagne gange, som beskrevet i afsnittet "Vedligeholdelse af
transducere". | tilfeelde af funktionsfejl efter renggring kontaktes
en Inventis-servicetekniker.

Selvom knoglevibratoren og hgretelefonpuderne kan rengares
gentagne gange, skal man altid tjekke, at de er intakte. For at

é gare dette er det tilstreekkeligt at udfare de test, som er beskrevet
i afsnittet "Regelmaessige tjek". Sa snart man stgder pa en fejl
kontaktes en Inventis-servicetekniker for at tjekke, om
transduceren skal udskiftes.

For at undgd beskadigelse af DD45/TDH39 hgretelefoner skal
& man ikke skubbe den mod en flad jeevn overflade, da det kan skabe
et vakuum og forarsage skade pa transduceren (sugekopeffekt).

RENG@RING AF INSTRUMENTET

For at forhindre akkumulering af stav pé instrumentet skal man altid tilpasse
beskyttelsesdaekslet, nar analysatoren ikke er i brug. Serg ogsa for, at
stgvakkumulering under instrumentet renggres regelmaessigt.

Alle dele, der ikke naevnes specifikt i det forrige afsnit, kan renggres vha. en
fnugfri klud, der er veedet med en oplgsning af vand og mild sa&be; i tilfelde
af sanering fugtes kluden med brintoverilte i en 3 % koncentration. Enheden
tillader flere rengaringer uden forveerring af grundleeggende sikkerhed eller
ydeevne; tjek altid, at enheden er intakt. For at gare dette er det tilstreekkeligt
at udfgre de test, som er beskrevet i afsnittet "Regelmassige tjek". S& snart
man stegder pé en fejl kontaktes en Inventis-servicetekniker for at tjekke, om
der er nogle dele, der skal udskiftes.

UDSKIFTELIGE DELE

Transducerne og de aftagelige dele kan frakobles enheden. Hvis en fejl skulle
udvikle sig i en af disse enheder, skal audiometeret slukkes og isoleres fra
stremforsyningen, og den defekte genstand skal sa frakobles enheden.

Alle aftagelige dele af audiometeret er designet specifikt til brug
A med enheden. Kun dele leveret af Inventis bgr forbindes til
audiometeret.
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REPARATIONER OG TEKNISK ASSISTANCE
Far man tager kontakt til serviceafdelingen skal man sikre, at alle de mulige
Igsninger i kapitlet "Fejlfinding" er blevet afpravet.

Alle dele der returneres til fabrikanten for reparation og service skal rengares
og desinficeres. Transducere skal forsegles i en gennemsigtig pose.

Vigtigt: Hvis instrumentet skal sendes til Inventis-serviceafdeling eller
returneres til forhandleren, skal du serge for, at den originale emballage
anvendes, og at alle aftagelige dele og transducere er pakket ind.

16



KAPITEL 4

Fejlfinding

Problem

Mulig arsag

Lagsning

Intet signal fra en

Transducer ikke
tilsluttet det
korrekte output

Forbind transduceren til
det korrekte output

svarknap, nar den
trykkes ned

transducer
Transducer Kontakt din forhandler
beskadiget eller serviceleverander
Forkert svarknap t don rigtie
Intet signal fra patients | forbindelse P gug

kontakt

Patients svarknap
beskadiget

Kontakt din forhandler
eller serviceleverandar

Forbindelsen mellem
pc og audiometer kan
ikke etableres

Problemer med
USB-forbindelse

Tjek USB-forbindelsen
mellem instrument og
computer

USB-kabel Skift USB-kabel (standard

beskadiget USB A/B-kabel)

Udlgbet Foretag

kalibrering audiometerkalibrering
Usandsynlige Forkert slags A
undersggelsesresultater | udvalgt AC- Modificer valget af den

nuveerende AC-
transducer

(haretelefoner
eller grepropper)

transducer, fra Maestro-
software eller -app

Du kan ikke fa adgang
til en test

Valgfri test ikke
aktiveret

Kontakt teknisk service
for at fa licensen vha.
enhedens serienummer
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Nar audiometeret benyttes i sammenhang med en lydteet bas, skal
man tjekke, at forbindelserne bade inde i basen og mellem basen
og instrumentet er korrekte og sikre.



Annex A

Technical Specifications

APPLICABLE STANDARDS

Performance Piccolo Basic
IEC 60645-1 / ANSI S3.6 type 4

Piccolo Plus
IEC 60645-1 / ANSI S3.6 type 3

Piccolo Speech
IEC 60645-1/ ANSI S3.6 type 3B

Calibration
AC: ISO 389-1, ISO 389-2
BC: 1SO 389-3
Electrical safety IEC 60601-1 Class I, Type B
Electromagnetic compatibility IEC 60601-1-2
Enclosures IEC 60601-1 IP20
Operation mode Continuous

CE CERTIFICATE

MDR 2017/745/EU Classification | Class lla

Classification rule 10
(Annex V111, 2017/745)

TUV SUD Product Service GmbH

Notified body Ridlerstrasse 65
D-80339 Miinchen, Germany
Notified body number 0123

AVAILABLE TESTS

Basic Plus Speech
Pure tone audiometry . o .
Auto-threshold . . .
Speech audiometry - - .
QuickSIN™ - - opt.
Master Hearing Aid - - .




AVAILABLE SIGNALS

Type Basic Plus Speech
Pure tone . . .
Warble tone . . .
2 external inputs for speech audiometry - - .
MIC input for live speech audiometry - - .
Narrow-band noise (NBN) . . .
White noise (WN) - - .
Speech noise (SN) - - .
SIGNALS SPECIFICATIONS
Attenuators step 1,3,5dB
Presentation mode Continuous
Pulsed, with rate of 0.5, 1 or 2 Hz
Frequency accuracy 0,1%
Intensity accurac +3 dB between 125 Hz and 4 kHz
y y +5 dB above 4 kHz
Total Harmonic AC: less than 2,5 %
Distortion (THD) BC: less than 5,5 %
Frequency of the modulating signal: 5 Hz
Warble tone Modulation waveform: sine wave
Modulation range: £12%
Band: Y2 octave, i.e.:
NBN - lower cut-off frequency fi=f/1.1892
- upper cut-off frequency fu=1f-1.1892
where f is the centre frequency
WN Lower cut-off frequency: 100 Hz
Upper cut-off frequency: 24 kHz
SN As specified in IEC 60645-2 §13
External signals EXT1 and EXT2 input: max 3 Vrms
AVAILABLE OUTPUTS
Output Basic Plus Speech
Air conduction (TDH-39, DD45 or DD65 . . .
headphones)
Air conduction (ER-3, IP30 or ER-5 insert . R .
earphones)
Bone conduction (B-71 bone vibrator) - . .




PURE AND WARBLE TONE
AVAILABLE FREQUENCIES AND MAXIMUM INTENSITES
AC AC
Freq. TDH39 AC ER-3 AC BC
¢ | bos | B o | ERS | B
(dB HL) ( ) (dB HL) ( ) ( )
125 80 80 90 90 -
250 100 95 105 100 45
500 110 110 110 110 65
750 115 110 115 120 70
1.000 120 110 120 120 75
1.500 120 110 120 120 80
2.000 120 110 120 115 80
3.000 120 110 120 115 75
4.000 120 110 110 110 75
6.000 105 95 95 100 55
8.000 95 90 90 90 50

(*) Levels refer to device powered by mains power adapter. In case of device powered by

USB, maximum levels decrease by 10 dB.

SPEECH AUDIOMETRY
MAXIMUM INTENSITIES

AC AC AC AC BC
TDH39 ER-3
oris DD65 a8 ER-5 B71
@B (dB HL) @B L) (dB HL) (dB HL)
100 90 100 100 55

(*) Levels refer to device powered by mains power adapter. In case of device powered by

USB, maximum levels decrease by 10 dB.

EXTERNAL SIGNALS LEVEL INDICATOR
(only for Speech model)

Type of indicator VU-meter
Dynamic range +3..-20dB
Input Voltage at 0 dB 1.5Vrms

Speed of the volume following

Increase: 60 dB/s
Decrease: 60 dB/s




MASKING
AVAILABLE FREQUENCIES AND MAXIMUM INTENSITES
AC AC
Freq. TDH39 D?)%S ER-3 EAI‘?(-:S
(Hz) DD45 (dB EM) 1P30 (dB EM)
(dB EM) (dB EM)

125 60 55 70 65
250 80 75 85 85
500 95 90 95 95
750 100 90 100 100
1.000 105 95 105 100
1.500 105 95 105 100
2.000 105 95 105 100
3.000 105 95 105 100
4.000 105 95 100 100
6.000 100 85 90 95
8.000 90 85 80 80
WN 90 80 80 80
SN 90 75 80 80

(*) Levels refer to device powered by mains power adapter. In case of device powered by
USB, maximum levels decrease by 10 dB.

ACOUSTICAL SAFETY OF THE DEVICE

Alert condition Tone intensity higher than 100 dB HL (IEC 60645-1, §5.2)

1) The operator has to press “Higher dB” button to increase
Safety measures in the intensity over 100 dB HL
alert condition 2) Warning on the display

3) “Normally on” function disabled

COMPATIBLE TRANSDUCERS

Type Manufacturer Model
Supra-aural headphones Telephonics Corp. TDH39
Supra-aural headphones Radioear Corp. DD45
Circum-aural headphones Radioear Corp. DD65
Insert earphones Etymotic Research Inc. ER-3
Insert earphones Etymotic Research Inc. ER-5
Insert earphones Radioear Corp. 1P30
Bone vibrator Radioear Corp. B71




PATIENT — OPERATOR COMMUNICATION

Basic Plus Speech
Talk-over through external . . .
microphone (not included)
Patient response trigger . . .

AUDIOMETER CONTROL

Required Software

Inventis Maestro

Communication protocol

USB 1.1

PC communication requirements

USB 2.0 port minimum

MECHANICS

Size (LxDxH) 160 x 160 x 35 mm /6.3 x 6.3 x 1.2 in
Weight (device only) 300g/10.6 0z

SOCKETS ON THE REAR PANEL
Description Type Connector
Power supply In DC plug 2.5 mm
L and R headphones Out 2 audio jack, 1/4” mono
Bone vibrator (not in Piccolo Basic) Out Audio jack, 1/4” mono
Patient response trigger In Audio jack, 1/4” mono
External microphone for talk-over In Audio jack, 3.5 mm mono
USB In-Out | USB type B
Only on Piccolo Speech
LINE IN In Audio jack, 3.5 mm stereo

SPECS OF INPUT FACILITIES

Input

Electrical property

Power supply

Internal pin +6V, external pin OV

Patient response

Switches 3V to logical input (switch current: 10mA)

Sensitivity: 3mV at max volume and 0Vu Impedance:

LINE IN. 10K Q
Freq. response: 75-12000Hz +/- 3dB
Electret or 200 Q dynamic microphone
. Impedance: 47KQ
Microphone

Freq. response: 100-12KHz +/- 3dB
Electret Bias: 2.2V trough 2.2KQ




SPECS OF OUTPUT FACILITIES
Output Available Voltage Nominal Impedance
L and R phones 8Vpp 10Q
Bone vibrator 8Vpp 10Q
SOUND ATTENUATION VALUES
* ER-3
Frequency ng 43;%*; ) DD65 ER-5
IP30
[Hz] [dB] [dB] [dB]
125 3.0 8.3 335
250 5.0 155 34.5
500 7.0 26.1 345
750 - - -
1000 15.0 324 35
1500 - - -
2000 26.0 43.6 33
3000 - - -
4000 32.0 43.8 39.5
6000 - - -
8000 24.0 45.6 435

(*) With MX41\AR or PN 51 cushions

REFERENCE EQUIVALENT THRESHOLD LEVELS

TDH 39 DD45 DD65 ?533 ER-5 B71*
Ref. 1SO 389-1 | 1 Vendor | P | .
std. (ég'\"g)' (ASI\?S?E;%.G) szceicf:‘c'at' (Asr\?sfz%.e) (B2 (Asn%f'i%.%
Freq. dB dB dB dB dB dB
[HZ] [re 20pPa] [re 20pPa] [re 20pPa] [re 20pPa] [re 20pPa]] [re 1uN]
125 45 47.5 30.5 26 26 -
250 25.5 27 17.0 14 14 67
500 115 13 8.0 55 55 58
750 7.5(8) 6.5 55 2 2 485
1000 7 6 4.5 0 0 42.5
1500 6.5 8 25 2 2 36.5
2000 9 8 25 3 3 31
3000 10 8 2.0 35 35 30
4000 9.5 9 9.5 55 55 355
6000 155 20.5 21.0 2 2 40
8000 13 12 21.0 0 0 40

(*) Calibration of bone vibrator (B71) refers to the placement on the mastoid.



Annex B

Electromagnetic compatibility

Piccolo has been thoroughly tested and respects the limits for electro-medical devices
specified by IEC 60601-1-2 standards. These limits ensure reasonable protection against
hazardous interference in typical medical installations.

The instrument generates, uses and radiates radio frequency energy. If not installed and
used according to the instructions in this manual, it may interfere with other nearby
devices. No guarantee is given that interference will not occur under certain conditions.

This instrument is suitable for use in professional healthcare facility environment, i.e. in
hospital environments, except for near active HF surgical equipment and RF shielded
rooms of systems for magnetic resonance imaging, where the intensity of electromagnetic
disturbance is high.

If such use is necessary, this instrument and the other equipment should

f Piccolo should not be used adjacent to or stacked with other equipment.
be observed to verify that they are operating normally.

The existence of electromagnetic interference can be verified easily by switching the
instrument off and back on again. If it is proven that the device is indeed interfering with
other devices, try to solve the problem by adopting one of the following solutions:

- change the orientation and/or position of the affected device;

- move the two devices further away from each other;

- contact the manufacturer or authorised service organisation for further
assistance.

List of cables, transducers and accessories

Cables, transducers and accessories with which Inventis claims the compliance with the
IEC 60601-1-2 standard are those ones supplied with the device, in particular the
followings:

1) 6Vdc Medical Grade mains power adapter

2) Power supply cable (maximum length: 1.8 m)

3) TDH39, DD45 and DD65 transducers with 2 m double signal shielded cable
4) Insert earphone: ER-3 (Etymotic) or IP30 (RadioEar)

5) Bone vibrator B-71 transducer with 2m shielded signal cable



6) Patient response switch (manufactured by Inventis) with 2 m shielded cable
7) Talk over microphone with 2m shielded cable

8) Stereo cable 3.5mm plug to 3.5mm plug, 1.8m, shielded

9) USB cable, shielded, maximum length: 2 m

The use of accessories, transducers and cables other than those specified,
except for transducers and cables sold by the manufacturer as spare parts

A for internal components, may result in increased emissions or decreased
immunity of the device.

Portable RF communications equipment (including peripherals such as
antenna cables and external antennas) should be used no closer than 30

A cm (12 inches) to any part of Piccolo, including cables specified by the
manufacturer. Otherwise, degradation of the performance of this
equipment could result.

Anyone connecting additional equipment is responsible for making sure the system
complies with the IEC 60601-1-2 standard.

The instrument does not have any ESSENTIAL PERFORMANCE as per the IEC 60601
1 standard.

Note: All necessary instruction for maintaining compliance with regard to electromagnetic
compatibility can be found in the maintenance section in this manual. No further steps are
required.

Guidance and manufacturer’s declaration — electromagnetic emissions
Piccolo is intended for use in the electromagnetic environment specified below. The customer or
the user of Piccolo should assure that it is used in such an environment.

Emissions test Compliance Electromagnetic environment-guidance

Piccolo uses RF energy only for its internal

RF emissions Groun 1 function. Therefore, its RF emissions are very

CISPR11 P low and not likely to cause any interference in
nearby electronic equipment.

RF emissions Class B

CISPR1L Piccolo is suitable for use in professional

Harmonic emissions Class A healthcare facility environment and directly

IEC 61000-3-2 .

- connected to the public low-voltage power

Voltage fluctuations / supply network

flickers emissions Complies '

IEC 61000-3-3




Guidance and manufacturer’s declaration — electromagnetic immunity

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

Immunity Test

IEC 60601
test level

Compliance Level

Electromagnetic
Environment
Guidance

Electrostatic
discharge (ESD)

IEC 61000-4-2

+ 8 kV contact

+2kV,x4kV,
+8kV, £ 15 kV air

+ 8 kV contact @

+2kV, £4kV,
+8kV, £15kV air
®

Floors should be wood,
concrete or ceramic
tile. If floors are
covered with synthetic
material, the relative
humidity should be at
least 30%

Electrical fast +2kV f_or power +2kV f_or power Mains power quality
- supply lines supply lines should be that of a
transient / burst h
. . professional healthcare
IEC 61000-4-4 +1kV for input / +1kV for input / facility environment.
output lines output lines
+ 1 kV differential + 1 kV differential Mains power quality
Surge mode mode should be that of a
IEC 61000-4-5 professional healthcare
+2 kV common +2 kV common facility environment.
mode mode
<5% U@ <5% U@ Mains power quality
(> 95% dip in Ur) (> 95% dip in Ur) for | should be that of a
for 0,5 cycle. 0,5 cycle. professional healthcare
. facility environment. If
Voltage dips, short 40% U+ 40% U+

interruptions and
voltage variations on
power supply input
lines

IEC 61000-4-11

(60% dip in U7) for 5
cycles.

70% Ut
(30% dip in Uy) for
25 cycles.

<5% Ut
(> 95% dip in Ur)
for5s.

(60% dip in Ur) for 5
cycles.

70% Ut
(30% dip in U7) for
25 cycles.

<5% Ur
(> 95% dip in Ur) for
5s.

the user of Piccolo
requires continued
operation during power
mains interruptions, it
is recommended that
Piccolo be powered
from an uninterruptible
power supply or a
battery.

Power frequency
(50/60 Hz) magnetic
field

IEC 61000-4-8

30 A/m

30 A/m

Magnetic fields at
power frequencies
must correspond to the
levels typical of
professional healthcare
facilities.

Note:

@ A lock or reboot of the device with no permanent damage is acceptable

@ U is the a.c. main voltage prior to application of the test level.




Guidance and manufacturer’s declaration — electromagnetic immunity

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

Immunity Test

IEC 60601 Test

Compliance Level

Electromagnetic

Level environment — Guidance
3Vrms 3Vrms
Conducted RF 0.15 — 80 MHz 0.15 — 80 MHz
6 Vrms 6 Vrms
IEC 61000-4-6 in ISM bands between | in ISM bands between
0.15 - 80 MHz 0.15 - 80 MHz .
Portable and mobile RF
Radieted RF 3Vim 3Vim communications equipment
IEC 61000-4-3 80 Mhz - 2,7 Ghz 80 Mhzto 2,7 Ghz | Should be used no closer
than 30cm (12 inches) to
9Vim 9Vim any part of Piccolo,
including cables specified
704-787 MHz 704-787 MHz by the manufacturer.
5100 — 5800 MHz 5100 — 5800 MHz
Radiated RF i ;
>7Vim 7 vim Field strengths from fixed
(from RF Wireless RF transmitters, as
communication 380 - 390 Mh 380 - 390 Mh determined by an
equipment) B z ) z electromagnetic site
auip 28 Vim 28Vim survey®, should be less than
IEC 61000-4-3 the compliance level in each
®
430 - 470 Mhz 430 - 470 Mhz frequency range. .
800 - 960 Mhz 800 - 960 Mhz Interference may occur in

1700 - 1990 Mhz
2400 - 2570 Mhz

1700 - 1990 Mhz
2400 - 2570 Mhz

Proximity Fields
IEC 61000-4-39

8A/m
30KHz CW

65 A/m
134.2KHz
Pulse Mod 2.1KHz

7.5 A/m
13.56MHz
Pulse Mod 50KHz

8A/m
30KHz CW

65 A/m
134.2KHz
Pulse Mod 2.1KHz

7.5 A/m
13.56MHz
Pulse Mod 50KHz

the vicinity of equipment
marked with the following
symbol:

()

Note: At 80 MHz and 800 MHz, the higher frequency range applies.

Note: These guidelines may not apply in all situations. Electromagnetic propagation is affected by
absorption and reflection from structures, objects and people.

Note:

@ Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless)
telephones and land mobile, amateur radio, AM and FM radio broadcast and TV broadcast cannot
be predicted theoretically with accuracy. To assess the electromagnetic environment due to fixed
RF transmitters, an electromagnetic site survey should be considered. If measured field strength
in the location Triangle is used in exceeds the applicable RF compliance level above, Triangle
should be observed to verify its normal operation. If abnormal performance is observed,
additional measures may be necessary, such as re-orienting or relocating Triangle.

@ Over the frequency range 150 kHz to 80 MHz, field strengths should be less than 3 V/m.
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Guidance and manufacturer’s declaration — electromagnetic immunity

Function to verify for freedom from Acceptance pass/fail criteria
unacceptable risk
Sound generation operating correctly No sound from transducers exceeding 80dBHL;
a lock or reboot of the device is acceptable

11
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particular attention to Chapter 1 (“Safety: warnings and

j Read this manual thoroughly before using the device. Pay
information”) and Chapter 2 (“Installation”).

é Internal inspections and repairs must only be performed by
authorised personnel.

Copyright: INVENTIS S.r.l. has the copyright on this manual. It may not be
copied, reproduced or altered, in total or in any part, without the written
specific authorization from INVENTIS S.r.l..
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Foreword

Thank you for purchasing an Inventis audiology device.

Advantageously portable and lightweight, the Piccolo audiometer is a
powerful and versatile portable device, ideal for professionals on the move.

The Inventis company has always considered the use of its devices in
conjunction with computers to be a factor of key importance. Installing the
Maestro software suite, available with or without proprietary database or as
a Noah module, any Inventis audiology device can be connected to a
computer, and all examinations conducted then archived in the user's own
database.

Bear in mind also that Inventis has developed a complete line of audiology
devices: in addition to audiometers, the company's product line includes a
range of middle ear analyzers, REM and HIT hearing aid fitting devices, a
wireless video otoscope and much more.

For further information, and to report any problems of any kind, contact the
company at:

QD inventis

INVENTIS S.r.l.

Corso Stati Uniti, 1/3

35127 Padova, Italia

Tel.: 049.8962844 — Fax: 049.8966343
www.inventis.it info@inventis.it



http://www.inventis.it/
file://///srv2016/share/dati/X/04_GESTIONE/ANNO%202019/I/INVENTIS%20SRL/4290/99_definitivi/Prova/info@inventis.it




CHAPTER 1
Safety: warnings and information

OPERATOR MANUAL

Be sure to read this manual through completely, so that all of the features
offered by the instrument can be used to their full potential. In particular, be
sure to read this chapter in its entirety, as it contains information and warnings
that are of fundamental importance in ensuring safe and correct use of the
device.

The safety warning symbol illustrated below is used in this manual to draw
the attention of the reader to information of particular importance in matters
of safety, and to guard against incorrect use.

A

OPERATOR RESPONSIBILITIES

The Piccolo audiometer is guaranteed to work efficiently and reliably only if
used according to the instructions and procedures given in this manual.

If the instrument ever develops a malfunction or requires repair, disconnect
it from the electrical power supply and do not use it again until the necessary
repairs and servicing have been completed. Defective and malfunctioning
parts must only be replaced with original spare parts supplied by INVENTIS
S.r.l.. All repairs must be performed exclusively by Inventis or by personnel
authorised by Inventis.

No parts of the device may be modified or replaced without the prior written
authorisation of Inventis.

Users are entirely responsible for any malfunctions caused by improper use,
or by maintenance or repairs performed by any party other than INVENTIS
S.r.l. or an authorised Service Centre. INVENTIS S.r.l. and its Service
Centres accept responsibility for the performance and reliability of the
instrument only if:

1. all connections, adjustments, modifications and repairs are
performed exclusively by personnel authorised by Inventis;




2. the electrical power supply and ground connections of the system
comply with applicable standards for electromedical devices.

INTENDED PURPOSE

Piccolo medical device is an audiometer. An audiometer is a device that helps
the operator in defining the patient’s auditory sensitivity by generating and
delivering to the patient sound stimuli of different types and intensities for
diagnostic purposes.

INDICATION FOR USE AND END USERS

Piccolo is intended for use by healthcare ENT professionals in hospitals, ENT
clinics and audiology offices in conducting hearing evaluations and assisting
in diagnosis of possible otologic disorders. There is no patient population
restriction in the use of the device; always be sure to perform an otoscopy
before using the device.

These tests must be conducted in a quiet environment to avoid artifacts.

MEDICAL CONDITIONS

Conditions of impaired sensitivity of the auditory system or any conditions
in which the auditory system is thought to play a role in diagnosis.

PRECAUTIONS

Any serious incident that has occurred in relation to the device
should be reported to the manufacturer and the competent

A authority of the Member State in which the user and/or patient is
established.

To ensure correct and safe use of the audiometer, the following precautions
must be observed.

Installation and general precautions

Make sure that the required ambient conditions are met during
A transport, storage and operation:
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Temperature: between 15°C (59°F) and 35°C
(95°F)

Operation Relative humidity: between 30% and 90%
(non-condensing)
Pressure: between 700 hPa and 1060 hPa
Temperature: between -10°C (14°F) and

Transport and 50°C (122°F)

storage Relative humidity: max. 90% non-condensing
Pressure: between 500 hPa and 1060 hPa

Warm-up time 1 minute

The Piccolo audiometer will not be protected if exposed during
use to flammable anaesthetic gases or similar products during
use. Risk of explosion.

Avoid installing and using the Piccolo audiometer close to
sources of strong electromagnetic fields, since this could interfere
with the operation of the device.

Use only original detachable parts supplied by INVENTIS S.r.1.,
unless specifically instructed otherwise.

Only use power adapters intended for medical equipment,
certified to IEC 60601-1, with the following specifications:
Main unit: 6V, 1.67A d.c.
External adapter: SL POWER MENB1010A0603F02
100-240Vac 50/60 Hz 0.9-0.34A (included) responding to
IEC 60601-1 standard

The Piccolo audiometer is a medical device. Any other external
device to which it is connected (such as a computer or CD player)
within the “patient area” (as defined in IEC 60601-1) must also
be a medical device or must be protected by an isolating
transformer in order to ensure that the complete combination
(computer or external device + audiometer) complies with IEC
standard 60601-1.

Piccolo can be used in conjunction with a soundproof booth to
conduct tests under optimum acoustic conditions. Before
connecting it to a soundproof booth, check that the sockets are
compatible with the specifications prescribed for each connector.

Piccolo needs special precautions regarding EMC and needs to
be installed and put into service according to the EMC
information provided at the end of this manual.
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Use of portable and mobile RF communications equipment can
affect the correct operation of Piccolo device. Make reference to
the EMC information at the end of this manual.

The power adapter cable and the USB cable are considered the
means to disconnect the device from the mains supply.

Do not position the device so that it is difficult to disconnect the
device from the mains supply.

Calibration
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The calibration should be performed at least once every 12
months, and whenever a transducer is replaced.

The calibration of the audiometer is valid only for the transducers
supplied with the device. If a transducer is replaced, the
audiometer must be recalibrated.

The calibration of the audiometer is valid for transducers
supplied with the audiometer, if connected directly to the
instrument, without any interposition of extension leads and
without the passage from connectors to panel (as habitually
occurs in soundproof booth installations). If the transducers are
not connected directly to the audiometer, a new calibration
procedure will be required before the instrument is used.

In each test window, when you select a not-calibrated transducer,
the background of the ‘output’ area will be displayed in red color.
Moreover, you will not be able to send any stimulus through not-
calibrated transducers.

Take note of the audiometer’s specified calibration interval. Use
of the instrument beyond its calibration expiry date can lead to
unreliable diagnoses.

Hygiene
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The eartips of insert earphones are disposable; do not use the
same eartip for different patients. Dispose of eartips after use.

Disinfect the cushions of headphones between one patient and the
next, following the procedure described in CHAPTER 3
“Maintenance ”.



Use

The audiometer can generate tones at an intensity potentially
damaging to the patient. Take particular care to adjust the
intensity of the tone correctly before examinations.

When conducting audiometry using insert earphones, do not
insert or in any way try to conduct measurements without proper
foam tip in place.

Maintaining the previous intensity of the stimulus when changing
frequency, transducer or stimulation side can result in potentially
harmful signals being presented to the patient.

To present a stimulus signal stronger than 100 dB HL, the

operator must first press the “HIGHER dB” button, which is
active only when the intensity of the stimulus reaches 100 dB HL.
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DisPOSAL

Like all electronic devices, your audiometer contains extremely small
quantities of certain hazardous substances such as cadmium or mercury. If
such substances are allowed to enter the normal waste disposal cycle without
suitable preliminary treatment, they can cause damage to the environment
and to health. All parts of the audiometer must therefore be disposed of
separately.

At the end of its life, take (or have taken) the disused instrument to a civic
waste disposal and recycling facility, or return it to the reseller against the
purchase of an equivalent new instrument.

Separate waste collection and the subsequent operations of treatment,
recycling and disposal facilitate the manufacture of new devices from
recycled materials, limiting any negative impact on the environment and
public health that might otherwise derive from improper disposal.

CONFORMITY

Piccolo audiometer is a class Ila medical device according to Annex VIII of
Medical Device Regulation (MDR) 2017/745/EU.

The Inventis Quality Management System has been certified by leading
assessment body TUV as compliant with 1SO 13485 standard.




SYMBOLS ON LABELS
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0123
MD

Rx only

IP20

REF

COMPATIBLE
TRANSDUCERS

SN

Name and address of the manufacturer.

Warning: the use of this device requires certain precautions.
To ensure safe use, consult the accompanying documentation.

This symbol means this product is covered by the Directive
2012/19/EU on waste electrical and electronic equipment
(WEEE). It is required not to dispose this product as unsorted
municipal waste, but to collect it separately.

Refer to instruction manual for use
Device with applied parts of type B (IEC 60601-1).

DC power supply

Product conforms to European Community Medical Device
Regulation (MDR) 2017/745/EU. Class lla device; number of
notified body: 0123 (TUV SUD Product Service GmbH).

Medical Device

Caution: Federal law restricts this device to sale by or on the
order of a licensed healthcare practitioner.

IP (Ingress Protection) Code: this device is protected against
the ingress of objects sized > 12.5 mm; it is not protected
against liquids.

Catalogue number

Section that lists the compatible transducers

Serial number of the device, made up of 13 alphanumeric
characters indicating the model, year of manufacture and
serial number. In particular, the number comprises these
segments:

- first 5 characters: Inventis product code

- characters 6 and 7: year of manufacture (e.g. “12” stands

for 2012)
- characters §8... 13: incremental number
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CHAPTER 2
Installation

Whilst the installation of a Piccolo audiometer is a relatively simple
procedure, it should be entrusted to a person with the requisite skills. If the
installation is not performed correctly, the system could be affected by safety
problems when in use.

This chapter describes the procedure for installing the system.

Keep the packaging materials, in case the audiometer should
need to be sent to the dealer or to Inventis for any reason.

PRECAUTIONS

Like any other electric or electronic device, the Piccolo audiometer will emit

electromagnetic waves. Even though its emissions are within the limits of

standards, other electronic devices close to the audiometer might be affected,

if particularly sensitive to electromagnetic interference.

Should this occur, check just by switching the audiometer OFF and ON and

try to eliminate the interference using one or more of the following solutions:

- change the orientation and/or the position of the device affected by
interference;

- distance the affected device from the audiometer;

- plug the affected device into a power socket on a circuit other than the
circuit to which the audiometer is connected;

- consult the manufacturer or a service centre for assistance.

CONNECTIONS

All connection points for detachable parts are located on the rear panel. This
section refers to the Piccolo Speech audiometer. The Piccolo Plus does not
have a LINE IN connector for an external sound source. The Basic model
also lacks a BC connector (for a bone vibrator).
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Plug all transducers and detachable parts into their respective sockets as
indicated in the following table:

R4

Connector Detachable part
6V==1.67A Power supply. When the Piccolo is connected to a
(OZCaC) computer USB port, the power supply is not needed.
USBE USB port for connection to the PC
PAT. RESP. Patient response button
BC Bone vibrator
AC-L Left headphone/insert earphone
AC-R Right headphone/insert earphone
BiLEKR Operator microphone
LINE IN External line for speech audiometry with external
audio source

Only use power adapters intended for medical equipment,
certified to IEC 60601-1.

Make certain that the electrical power supply and ground
connections comply with the applicable standards for electro-
medical devices. Risk of electric shock

If the Piccolo audiometer is powered via a USB cable, maximum
values (in AC and BC) are 10 dB lower than nominal values.
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The green LED near the O symbol indicates that the audiometer is powered
either from the mains power adapter or via the computer’s USB cable.
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The LED near the © symbol indicates the status of communications
between the audiometer and computer: this LED lights in green if the
audiometer is communicating with a PC.

CONNECTION TO COMPUTER

To permit control from a computer, the Piccolo audiometer must be
connected to one of the computer’s USB ports using the cable provided (a
standard USB A/B cable).

Use the supplied cable to connect the Piccolo audiometer to one
of the USB ports of the computer

The connection is plug-and-play, with no special drivers required for
installation purposes: a few seconds after plugging in, the operating system
will recognize the devices and the following message appears:

l(l Your device is ready to use
9 Device driver software installed successfully.

Piccolo audiometer can be controlled from a computer using Inventis Maestro
software: for further details about the use and the features of Maestro
software, and for minimum system requirements, refer to the Maestro User
Manual.
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CHAPTER 3
Maintenance

Piccolo audiometer does not require any special periodic maintenance other
than calibration, checks, and normal cleaning, all of which are described in
this chapter.

The performance and safety of the instrument will be maintained if the
recommendations for care and maintenance given in this chapter are
observed.

The instrument must be switched off and disconnected from the power supply
before commencing any kind of cleaning operation.
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The inspection and servicing of internal components must be left
entirely to technicians approved by INVENTIS S.r.1..

Transducers are manufactured utilizing ultra-fragile diaphragms
that could be damaged in the event of impact. Handle with care
during maintenance operations.

PERIODIC CHECKS

R

The procedure described under this heading must be carried out
when the instrument is used for the first time each day.

The tests must be done with the audiometer in its installation
position.

Before switching on the instrument, check that no sign of damage is
visible in any part of the device, including detachable parts and the
external power supply; double check visual integrity of insulation of
the mains cable and the connectors, and verify that they are not
exposed to any kind of mechanical load that could involve damage;
verify that all the parts and cables are properly connected

Check subjectively that the air conduction and bone conduction
output is equal on both channels and all frequencies, in order to do
this 10 or 15 dB, just enough to hear is applied. The person who
carries out this check should have good hearing
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- Check at a level of 60 dB in AC and 40 dB in BC that there is no
distortion, noise or parasitic signals in any of the frequencies

- Check that the patient response switch and the indicators function
correctly

- Check the speech audiometry inputs by doing a speech test with
every speech input

- Check the headband strain of headset and of bone vibrator

- Check the communication with the patient

ﬁ If any part or transducer has any malfunction, consult the

“Troubleshooting” Chapter.

Always check that the calibration interval has not elapsed: the expiry of the
interval is indicated at the top left of Maestro software.

INVENTIS S.r.l.. The operation should be performed at least once

f Calibration must be entrusted to technicians approved by

every 12 months, and whenever a transducer is replaced.

MAINTENANCE OF TRANSDUCERS

A Do not use liquids or sprays to clean the audiometer.

Do not allow dust to collect on the transducers. In addition:
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The headphone cushions are made of biocompatible material but are not
sterile: to prevent the spread of infection and guarantee the
biocompatibility of the material, whenever the headphones are to be
worn by a new patient, the cushions must be wiped with
o for DDA45/TDH-39 cushions, denatured alcohol wipe or
denatured alcohol with a microfiber cloth;
o for all other cushions: Hypoallergenic disinfectant, following
the maker’s instructions.
The ear tips of insert earphones are intended to be inserted in the patient’s
ear canal. They are made of biocompatible material and disposable: use
once only and dispose of in accordance with current health and safety
regulations



The eartips of insert earphones are not sterile. The use of
unsterilized earpieces can cause ear infections.

The bone vibrator and the headphone cushions can be repeatedly
cleaned as described in the “Maintenance of Transducers”
paragraph. In the event of any malfunctioning after any cleaning
operation, contact an Inventis service technician.

Though the bone vibrator and headphone cushions can be
repeatedly cleaned, always check that their characteristics and
integrity are maintained. To do so, it is sufficient to perform the
tests described in the “Periodic checks” paragraph. As soon as
any failure is encountered, contact an Inventis service technician
to verify whether your transducer needs to be replaced.

To avoid damaging the DD45/TDH39 headphones, do not push it
against a flat straight surface as this can create vacuum and
cause a damage to the transducer (suction cup effect).
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CLEANING THE INSTRUMENT

To prevent the accumulation of dust on the instrument, always fit the
protective cover when the analyzer is not in use. Also, ensure that dust
collecting underneath the instrument is cleaned away regularly.

All parts not mentioned specifically in the previous section can be cleaned
using a lint-free soft cloth moistened with a solution of water and mild
detergent; in case of sanitization, moisten the cloth with hydrogen peroxide
at a 3% concentration. The device allows multiple cleanings without
degradation of basic safety or performances; always check that the device
characteristics and integrity are maintained. To do so, it is sufficient to
perform the tests described in the “Periodic checks” paragraph. As soon as
any failure is encountered, contact an Inventis service technician to verify
whether any parts need to be replaced.

REPLACEABLE PARTS

The transducers and detachable parts can be disconnected from the device.
Should a fault develop in any one of these devices, the audiometer must be
switched off and isolated from the power supply, and the defective item then
disconnected from the device.

for use with the device. Only parts supplied by Inventis should be

f All detachable parts of the audiometer are designed specifically
connected to the audiometer.
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REPAIRS AND TECHNICAL ASSISTANCE
Before contacting the service department, make certain that all the possible
solutions in the “Troubleshooting” Chapter have been tried.

All the parts being returned to the manufacturer for repair and service shall
be cleaned and sanitized. Transducers should be sealed in a transparent bag.

Important: should the instrument need to be sent to the Inventis service
department or returned to the dealer, make certain that the original packing is
used, and that all detachable parts and transducers are enclosed.
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CHAPTER 4
Troubleshooting

Problem

Possible cause

Solution

No signal from a
transducer

Transducer not
connected to the
correct output

Connect the transducer to the
correct output

Transducer
damaged

Contact your dealer or
service provider

No signal from
patient response
button when

Wrong connection

Connect the patient response
button to the correct socket

Patient response

Contact your dealer or

pressed button damaged service provider
. . Check the USB connection
Connection Problems with USB between instrument and
between PC and connection
. computer
audiometer
ggpa%?;sgzd USB cable Change the USB cable
damaged (standard USB A/B cable)

Unlikely exam
results

Expired calibration

Perform audiometer
calibration

Wrong kind of
selected AC
transducer
(headphones or
earphones)

Modify the selection of
current AC transducer, from
Maestro software or app

You cannot
access to a test

Optional test not
enabled

Contact your reference
technical service to obtain the
licence, communicating the
device serial number

17
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When the audiometer is used in conjunction with a soundproof
booth, check that the connections both inside the booth and
between the booth and the instrument are correct and secure.
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Preste especial atencion al Capitulo 1 (“Seguridad: advertencias

j Lea este manual en su totalidad antes de usar el dispositivo.
e informacion”) y al Capitulo 2 (“Instalacion”).

ﬁ Las inspecciones y reparaciones internas solo las debe realizar
personal autorizado.

Derechos de autor: INVENTIS S.r.l. es el titular de los derechos de autor
del presente manual. Este no puede copiarse, reproducirse o modificarse, ni
total ni parcialmente, sin la autorizacion especifica por escrito de INVENTIS
S.rl.

Inventis ® es una marca comercial de INVENTIS S.r.1.

Etymotic Research Inc. es el titular de QuickSIN™. ha concedido una
licencia a INVENTIS S.r.l. 2013.
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Preambulo

Gracias por comprar un dispositivo de audiologia de Inventis.

El audiometro Piccolo, portatil y ligero, es un dispositivo portatil potente y
versétil, ideal para profesionales que se desplazan.

La empresa Inventis siempre ha considerado que el uso de estos dispositivos
combinados con ordenadores es un factor con una importancia fundamental.
Al instalar el paquete de software Maestro, disponible con o sin una base de
datos de codigo cerrado 0 como un médulo de Noah, cualquier dispositivo de
audiologia Inventis se puede conectar a un ordenador, y todos los examenes
realizados se pueden archivar en la propia base de datos del usuario.

Tenga en cuenta también que Inventis ha desarrollado una linea completa de
dispositivos de audiologia: ademas de los audiémetros, la linea de productos
de la empresa incluye una gama de impedanciémetros, dispositivos de ajuste
de audifonos REM y HIT, asi como videotoscopia inalambrica y muchos mas.

Para obtener méas informacién y para informar sobre cualquier tipo de
problema, pdngase en contacto con la empresa en las siguientes sefias:

QD inventis

INVENTIS S.r.l.

Corso Stati Uniti, 1/3

35127 Padova, Italia

Tel.: 049.8962844 — Fax: 049,8966343
www. Inventis.it info@Inventis.it



http://www.inventis.it/
file://///srv2016/share/dati/X/04_GESTIONE/ANNO%202019/I/INVENTIS%20SRL/4290/99_definitivi/Prova/info@inventis.it




CAPITULO 1
Seguridad: advertencias e informacion

MANUAL DEL OPERADOR

Asegurese de leer este manual completamente, para poder aprovechar todo el
potencial de las caracteristicas que ofrece el instrumento. En especial,
aseglrese de leer todo este capitulo, ya que contiene informacion y
advertencias que tienen una importancia fundamental para asegurar un uso
seguro y correcto del dispositivo.

El simbolo de advertencia de seguridad mostrado a continuacién se usa en
este manual para llamar la atencién del lector ante informacion de especial
importancia sobre seguridad y para proteger de un uso incorrecto.

A

RESPONSABILIDADES DEL OPERADOR

Unicamente se garantiza el funcionamiento efectivo y fiable del audiémetro
Piccolo si se utiliza de acuerdo con las instrucciones y procedimientos
incluidos en el presente manual.

Si el instrumento funciona mal o es necesario repararlo, desconéctelo de la
red eléctrica y no lo use hasta que se haya realizado la reparacidn necesaria y
se haya arreglado. Las partes defectuosas o que no funcionen correctamente
solo deben sustituirse con las piezas de repuesto originales suministradas por
INVENTIS S.rl. Todas las reparaciones deben ser realizadas
exclusivamente por Inventis o por personal autorizado por Inventis.
Ninguna de las piezas del dispositivo puede ser modificada o sustituida sin la
autorizacion previa por escrito de Inventis.

Los usuarios son completamente responsables por cualquier mal
funcionamiento provocado por un uso inadecuado o si se realizan operaciones
de mantenimiento o reparacion por cualquier otra parte que no sea
INVENTIS S.r.l. 0 un Centro de servicio autorizado. INVENTIS S.r.l. y sus
Centros de Reparaciones autorizados responderan del rendimiento y la
fiabilidad del equipo Unicamente si:

1. todas las conexiones, los ajustes, las modificaciones o reparaciones
los realiza exclusivamente personal autorizado por Inventis;



2. la alimentacion eléctrica y las conexiones de tierra del sistema
cumplen las normas aplicables para productos electromédicos.

FIN PREVISTO

El aparato sanitario Piccolo es un audiémetro. Un audiémetro es un
dispositivo que ayuda al operador a determinar la sensibilidad auditiva del
paciente generando y enviando al paciente estimulos sonoros de diferentes
tipos e intensidades para fines diagnosticos.

INDICACIONES DE USO Y USUARIOS FINALES

Piccolo estd destinado al uso por parte de profesionales de la
otorrinolaringologia en hospitales, clinicas de otorrinolaringologia y oficinas
de audiologia para realizar evaluaciones de la audicion y ayudar en el
diagnéstico de posibles trastornos otoldgicos. No hay una restriccion en la
poblacion de pacientes para el uso del dispositivo; aseglrese siempre de
realizar una otoscopia antes de usar el dispositivo.

Estas pruebas deben ser realizadas en un entorno tranquilo para evitar
interferencias.

PROBLEMAS MEDICOS

Los problemas de falta de sensibilidad del sistema auditivo o cualquier
problema en el que se considere que el sistema auditivo tiene un papel
importante para el diagnostico.

PRECAUCIONES

Debe informarse de cualquier accidente grave que se produzca
relacionado con el dispositivo al fabricante y a la autoridad

A competente del Estado miembro en que estad establecido el
usuario o el paciente.

Para garantizar un uso correcto y seguro del audidmetro, es necesario
observar las siguientes precauciones.



Instalacion y precauciones generales
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Aseglrese de que se cumplan las condiciones ambientales
necesarias durante el transporte y funcionamiento:

Temperatura: entre 15°C (59°F) y 35°C
(95°F)

Funcionamiento Humedad relativa: entre 30% y 90% (sin
condensacion)
Presién: entre 700 hPa y 1060 hPa

Temperatura: entre -10°C (14°F) y 50°C
(122°F)

Humedad relativa: méximo 90% sin
condensacion

Presién: entre 500 hPa y 1060 hPa

Transporte y
almacenamiento

Tiempo de

) 1 minuto
calentamiento

El audiémetro Piccolo no estara protegido si al usarlo se le
expone a gases anestésicos inflamables o productos similares.
Riesgo de explosion.

Evite instalar y usar el audiémetro Piccolo cerca de fuentes de
campos electromagnéticos fuertes, podrian interferir en el
funcionamiento del aparato.

Utilice solo piezas desechables originales suministradas por
INVENTIS S.r.l. salvo que se indique especificamente lo
contrario.

Use solo adaptadores de potencia ideados para equipamiento
médico, certificados segun la norma IEC 60601-1, que cumplan
las siguientes especificaciones:
Unidad principal: 6V, 1,67A d.c.
Adaptador externo: SL POWER MENB1010A0603F02
100-240Vac 50/60 Hz 0.9-0.34A (incluido) que cumple la
norma IEC 60601-1

El audiémetro Piccolo es un aparato sanitario. Cualquier otro
dispositivo externo al que esté conectado (como ordenador o
reproductor de CD) en el «area de paciente» (como definido en
IEC 60601-1) también debe ser un aparato sanitario o debe estar
protegido por un transformador de aislamiento a fin de asegurar
que la combinacion completa (ordenador o dispositivo exterior +
audidometro) cumple los requisitos de la norma IEC 60601-1.

Piccolo se puede usar junto con una cabina insonorizada para
realizar pruebas en condiciones acusticas 6ptimas. Antes de
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conectarlo a una cabina insonorizada, compruebe que los
enchufes sean compatibles con las especificaciones indicadas
para cada conector.

Piccolo necesita algunas precauciones especiales sobre EMC y
debe instalarse y ponerse en servicio de acuerdo con la
informacion EMC que se incluye al final de este manual.

El uso de equipo de comunicaciones RF portatil y movil puede
afectar al correcto funcionamiento del dispositivo Piccolo.
Consulte la informacién sobre EMC disponible al final de este
manual.

El cable del adaptador de alimentacion y el cable USB debe
considerarse la manera de desconectar el aparato de la red de
alimentacion.

No coloque el dispositivo de manera que sea dificil desconectarlo
de la alimentacion de red.

Calibracion.
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La calibracion se debe realizar como minimo una vez cada 12
meses y siempre que se sustituya un transductor.

La calibracion del audiometro es vélida solo para los
transductores suministrados con el aparato. Si se sustituye un
transductor, es necesario recalibrar el audiometro.

La calibracién del audiometro es valida para los transductores
suministrados con el equipo, si se conectan directamente al
instrumento, sin ninguna interposicién de cables de extension y
sin el paso de conectores al panel (como ocurre habitualmente
cuando se conectan a una cabina insonorizada). Si los
transductores no estan conectados directamente al audiometro,
serd necesario un nuevo procedimiento de calibracion antes de
usar el instrumento.

En cada ventana de prueba, cuando seleccione un transductor no
calibrado, el fondo del &rea de «salida» se mostrara en color
rojo. Asimismo, no podr& enviar ningdn estimulo si los
transductores estan mal calibrados.

Tome nota del intervalo de calibracidon especificado del
audidmetro. Usar el dispositivo después de la fecha de caducidad
del de calibracion puede dar lugar a diagndsticos poco fiables.



Higiene

Los moldes de los auriculares son desechables; no usar el mismo
molde para diferentes pacientes. Tirelos después de usarlos.

Desinfecte las almohadillas de los auriculares entre un paciente
y el siguiente, con arreglo al procedimiento que se describe en el
CAPITULO 3 «Mantenimiento».

> B

Uso

El audidometro puede generar tonos a una intensidad que puede
provocar dafos al paciente. Tenga especial cuidado al ajustar la
intensidad del tono correctamente antes de los exdmenes.

Al realizar una audiometria usando auriculares de insercién, no
introduzca ni intente realizar medidas sin una punta de la sonda
colocada en el lugar adecuado.

Mantener la intensidad previa del estimulo cuando se cambia la
frecuencia, el transductor o el lado de estimulacion puede
provocar sefiales potencialmente dafiinas que se presentaran al
paciente.

Para presentar una sefial de estimulo superior a 100 dB HL, en
primer lugar el operador debe apretar el » botén de funcién DB
MAS ELEVADOS, que esta activo solo cuando la intensidad del
estimulo alcanza los 100 dB HL.

> B PP

ELIMINACION DE RESIDUOS

Como todos los dispositivos electrénicos, el audiémetro contiene cantidades
muy pequefias de determinadas sustancias dafiinas, como cadmio y mercurio.
Si se permite que dichas sustancias entren en el ciclo normal de eliminacion
de residuos sin un tratamiento previo adecuado, pueden provocar dafios al
medio ambiente y a la salud. Todas las piezas del audidometro deben
eliminarse por separado.

Al final de su vida, tomar o enviar el instrumento que ya no se usa a una
planta publica de recogida de residuos o instalacion de reciclaje, o devolverlo
al vendedor al comprar un instrumento nuevo equivalente.

La recogida separada y las posteriores operaciones de tratamiento, reciclaje
y eliminacion facilitan la fabricacién de nuevos dispositivos a partir de
materiales reciclados, limitando cualquier impacto negativo en el medio
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ambiente y la salud publica que en caso contrario podrian derivarse de una
eliminacion no correcta.

CONFORMIDAD

El audiometro Piccolo es un aparato sanitario de clase Ila segln el Anexo
V11 del Reglamento sobre Aparatos sanitarios (MDR) 2017/745/EU.

El Sistema de Gestién de Calidad de Inventis ha sido certificado por un ente
de evaluacion de primer nivel TUV que certifica el cumplimiento de la norma
ISO 13485.

SIMBOLOS EN LAS ETIQUETAS

u Nombre y direccion del fabricante.

Advertencia: para usar este dispositivo se deben tomar ciertas
precauciones.

Para garantizar un uso seguro, consulte la documentacién
adjunta.

Este simbolo significa que el producto esta protegido por la

ﬁ Directiva 2012/19/EU sobre residuos de equipos eléctricos y
I

electronicos (RAEE). Este producto no se debe eliminar este
producto como residuo urbano no seleccionado, sino
separando los diversos componentes.

Consulte el manual de instrucciones de uso

Dispositivos con piezas aplicadas de tipo B (IEC 60601-1).

— Fuente de alimentacion DC

El producto cumple el Reglamento sobre aparatos sanitarios
c € de la Comunidad Europea (MDR) 2017/745/EU. Dispositivo
0123 de clase lla; numero del organismo notificado: 0123 (Tuv
SUD Product Service GmbH).

MD| Aparato sanitario

Precaucion: La legislacion federal limita la venta de este

Rx onl . L : . .
y dispositivo a profesionales sanitarios colegiados.



Caodigo IP (proteccion de entrada): este dispositivo esta
IP20 protegido contra la entrada de objetos con un tamafio > 12,5
mm, no esta protegido contra liquidos.

REF Numero de catalogo

Tesoenrs Seccion que indica los transductores compatibles

Numero de serie del dispositivo, compuesto de 13 caracteres
alfanuméricos que indican el modelo, serie, afio de
fabricacion y namero de serie. En especial, el nimero incluye
estos segmentos:
SN - Primeros 5 caracteres: Cédig_o de_producto _Inventis

- caracteres 6 y 7: afio de fabricacién (por ejemplo, «12»

se refiere al 2012)

caracteres §8... 13: numero incremental
(01)08054187380372(21)AU1PH16200749

I‘l Cdbdigo UDI







CAPITULO 2
Instalacion

A pesar de que la instalacién del audidometro Piccolo es un procedimiento
relativamente sencillo, debe confiarse a una persona con las habilidades
necesarias. Si la instalacién no se realiza correctamente, el sistema podria
verse afectado por problemas de seguridad durante la utilizacidn.

Este capitulo describe el procedimiento para la instalacién del sistema.

Conserve los materiales de embalaje por si necesitara enviar el
audiometro al distribuidor o a Inventis por cualquier motivo.

PRECAUCIONES

Como cualquier otro dispositivo eléctrico o electronico, el audiémetro

Piccolo emitira ondas electromagnéticas. A pesar de que estas emisiones se

sitian en los limites indicados por las normas, otros aparatos sanitarios

situados cerca del audiémetro podrian verse afectados, si son especialmente

sensibles a las interferencias electromagnéticas.

Si se produce esta situacion, compruebe si es asi encendiendo y apagando el

audiometro e intente eliminar la interferencia recurriendo a una o varias de

estas soluciones.

- cambie la orientacién y/o la posicién del dispositivo afectado por la
interferencia;

- separe el dispositivo afectado del audiémetro;

- enchufe el dispositivo afectado a una toma de electricidad en un circuito
que sea diferente del circuito al que se ha conectado el audiometro;

- consulte al fabricante o a un centro de servicio para recibir asistencia.

CONEXIONES

Todos los puntos de conexion para piezas separadas se ubican en el panel
trasero. Esta seccion trata sobre el audiémetro vocal Piccolo. Piccolo Plus no
tiene un conector LINE IN para la fuente de sonido externa. EI modelo Basic
tampoco tiene un conector BC (para un vibrador dseo).




PAT. RESP. MADE IN ITALYI [ |

TALK
OVER LINE IN
A4

Enchufe todos los transductores y piezas que se pueden separar a sus tomas
correspondientes tal y como se indica en la siguiente tabla:

Conector Pieza que se puede separar
o Fuente de alimentacion Cuando Piccolo se conecta al
ov=_1e7A puerto USB de un ordenador, no es necesaria la fuente
oC®
de alimentacion.
USBE Puerto USB para la conexion al equipo
PAT. RESP. Botdn de respuesta del paciente
BC Vibrador 6seo
AC-L Auricular/auricular de insercion izquierdo
ACR Auricular/auricular de insercidn derecho
TALK .
OVER Micréfono del operador
LINE IN Linea externa para audiometria de voz con fuente de
audio externa

> B B

Use solo adaptadores de potencia ideados para equipamiento
médico, certificados segln la norma IEC 60601-1.

Aseglrese de que la alimentacion de potencia eléctrica y las
conexiones de tierra cumplen las normas aplicables para los
dispositivos electromédicos. Riesgo de descarga eléctrica

Si el audiémetro Piccolo se alimenta por un cable USB, los
valores maximos (en AC y BC) son 10 dB inferiores a los valores

nominales.

El LED verde cerca del simbolo O indica que le audiémetro esta alimentado
desde la red o desde el cable USB del ordenador.
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El LED cerca del simbolo = indica el estado de las comunicaciones entre
el audiémetro y el ordenador: este LED se enciende en verde si el audiometro
se esta comunicando con el ordenador.

CONEXION AL ORDENADOR

Para permitir el control desde un ordenador, el audidmetro Piccolo debe
conectarse a uno o varios puertos USB del ordenador usando el cable incluido
(un cable USB A/B estandar).

Use el cable suministrado para conectar el audiémetro Piccolo
a uno de los puertos USB del ordenador

La conexidn es «Plug-and-play», sin que sea necesario instalar controladores
especiales para la instalacion: unos segundos después de enchufar, el sistema
operativo reconocera los dispositivos y aparece el siguiente mensaje:

l,l Your device is ready to use
9 Device driver software installed successfully.

El audiémetro Piccolo puede controlarse desde un ordenador usando el
software Inventis Maestro: para mas detalles sobre el uso y las caracteristicas
del software Maestro, y para los requisitos de sistema minimos, consulte el
Manual del usuario de Maestro.
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CAPITULO 3
Mantenimiento

El audiémetro Piccolo no requiere ningn mantenimiento periddico especial
mas alld de la calibracién y la limpieza normales, ambas descritas en el
presente capitulo.

El rendimiento y la seguridad del instrumento se mantendrd si se respetan las
recomendaciones para el cuidado y mantenimiento que se incluyen en este
capitulo

El dispositivo debe apagarse y desconectarse de la red antes de iniciar
cualquier operacion de limpieza.

La inspeccion y reparacion de componentes internos deben ser
A realizadas Unicamente por técnicos autorizados por INVENTIS
S.r.l.
Los transductores se fabrican utilizando diafragmas
A superfragiles que se pueden dafiar si se golpean. Manipulelos con
cuidado durante las operaciones de mantenimiento.

INSPECCIONES PERIODICAS

El procedimiento que se describe en este epigrafe se debe realizar
cuando se utilice el instrumento por primera vez cada dia.

é Las pruebas deben realizarse con el audiémetro en la posicion
de instalacion.

Antes de encender el instrumento, compruebe que no hay signos de
dafios visibles en ninguna parte del dispositivo, incluyendo las
piezas que se pueden separar y la alimentacion exterior; compruebe
dos veces la integridad visual del aislamiento del cable de red y los
conectores y verifique que no estan expuestos a ningdn tipo de carga
mecéanica que pueda implicar un dafio; compruebe que todas las
piezas y cables se han conectado adecuadamente

- Compruebe subjetivamente que la salida de conduccion aérea y la
de conduccion ¢sea sea igual en ambos canales y todas las
frecuencias, por ejemplo, generando un estimulo a 10 o 15 dB,
suficiente para oir. La persona que realice esta comprobacién debe
tener una buena audicion

13



- Compruebe al nivel de 60 dB en AC y 40 dB en BC que no haya
ninguna distorsion, ruido o sefiales parasiticas en ninguna de las
frecuencias

- Compruebe que el interruptor y los indicadores funcionan
correctamente

- Compruebe las entradas de audiometria vocal realizando una prueba
vocal con cada entrada vocal

- Compruebe la tension de la diadema de los cascos y del vibrador
6seo

- Compruebe la comunicacién con el paciente

Si cualquier parte del transductor funciona mal, consulte el
Capitulo “Resolucion de problemas”.

Compruebe siempre que no ha transcurrido el intervalo de calibracion: el
vencimiento del intervalo se indica en la parte superior derecha de la pantalla
de Maestro.

INVENTIS S.r.l.. La operacion se debe realizar como minimo una

j La calibracion solo se debe confiar a técnicos autorizados por

vez cada 12 meses y siempre que se sustituya un transductor.

MANTENIMIENTO DE LOS TRANSDUCTORES

& No utilice liquidos ni aerosoles para limpiar el audiémetro.

No deje que se acumule polvo en los transductores. Ademas:

14

Las almohadillas de los auriculares estdn fabricadas con material
biocompatible, pero no son estériles: para evitar que se propaguen
infecciones y garantizar la biocompatibilidad del material, si los
auriculares deben ser utilizados por un nuevo paciente, las almohadillas
deben limpiarse con:

o Para las almohadillas DD45/TDH-39, toallitas con alcohol
desnaturalizado o un pafio de microfibra empapado en alcohol
desnaturalizado;

o Paratodas las otras almohadillas: Desinfectante hipoalergénico,
segun las instrucciones del fabricante.

Los moldes de la sonda de insercién se han disefiado para ser
introducidos en el canal del oido del paciente. Se han fabricado con



material biocompatible y desechable: usar solo una vez y eliminar de
acuerdo con los reglamentos sanitarios y de seguridad actuales

Los moldes de los auriculares de insercién no son estériles. El
uso de moldes no esterilizados puede provocar infecciones de
oido.

El vibrador d6seo y las almohadillas de los altavoces pueden
limpiarse repetidamente como se describe en el parrafo
«Mantenimiento de los transductores». En caso de mal
funcionamiento después de una operacion de limpieza, pongase
en contacto con un técnico de servicio Inventis.

Dado que el vibrador dseo y las almohadillas de los altavoces
pueden limpiarse repetidamente, compruebe siempre que se
mantienen las caracteristicas y la integridad de estos. Para ello,
basta con realizar todas las pruebas descritas en el parrafo
«Comprobaciones periédicas». En cuanto se detecte un fallo,
pongase en contacto con un técnico de servicio Inventis para
comprobar si es necesario sustituir el transductor.

Para evitar dafiar los auriculares DD45/TDH39, no los empuje
contra una superficie recta plana, ya que esto crea el vacio y
puede dafiar el transductor (efecto de la copa de succidn).

> B B P

LIMPIEZA DEL INSTRUMENTO

Para evitar la acumulacién de polvo en el instrumento, ponga siempre la tapa
de proteccién cuando no se use el impedanciémetro. Asimismo, asegurese de
que se limpia de manera regular la recogida de polvo situada debajo del
instrumento.

Todas las partes no mencionadas de manera especifica en la anterior seccion
puede limpiarse con un pafio suave sin pelusa humedecido con una solucion
de agua y detergente suave; en caso de esterilizacion, limpie el pafio con
peroxido de hidrédgeno con una concentracion del 3%. El dispositivo permite
que se realicen multiples operaciones de limpieza sin que se reduzca la
seguridad basica o el rendimiento; compruebe siempre que se mantienen las
caracteristicas y la integridad del dispositivo. Para ello, basta con realizar
todas las pruebas descritas en el parrafo «Comprobaciones periédicas». En
cuanto se detecte un fallo, pdngase en contacto con un técnico de servicio
Inventis para comprobar si es necesario sustituir alguna de las partes.
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PARTES SUSTITUIBLES

Los transductores y las partes extraibles pueden desconectarse del
dispositivo. Si se genera un fallo en uno de estos dispositivos, el audiémetro
debe apagarse y aislarse de la alimentacién, y entonces desconectar el
elemento defectuoso del dispositivo.

Todas las piezas del audiémetro se han disefiado especificamente
para usarse en este dispositivo. Solo los accesorios suministrados
por Inventis se deben conectar al audiémetro.

REPARACIONES Y ASISTENCIA TECNICA

Antes de ponerse en contacto con el departamento de reparaciones, asegurese
de haber intentado todas las soluciones posibles indicadas en el Capitulo
“Resolucion de problemas”.

Deben limpiarse y esterilizarse todas las piezas que deban devolverse al
fabricante para la reparacion y sustitucion. Los transductores deben sellarse
en una holsa transparente.

Importante: Si el instrumento tuviera que enviarse al departamento de
reparaciones Inventis o devolverse al distribuidor, asegurese de que se usa el
embalaje original, junto con todas piezas extraibles y los transductores.
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CAPITULO 4

Resolucién de problemas

Problema

Posible causa

Solucion

Un transductor no

El transductor no
esta conectado a la
salida correcta

Conecte el transductor a la
salida correcta

emite sefial i

Pdngase en contacto con el
Transductor dafiado | vendedor o proveedor de
servicios
., Conecte el botdn de respuesta
L Conexion -
Sin sefial del . del paciente en la toma
. equivocada
botdn de correcta

respuesta del
paciente cuando
se pulsa

Boton de respuesta
del paciente dafiado

Pdngase en contacto con el
vendedor o proveedor de
servicios

No puede
establecerse
conexion entre
ordenador e
audiémetro

Problemas con la
conexion USB

Compruebe la conexion USB
entre el dispositivo y
ordenador

Cable USB dafiado

Cambie el cable USB (cable
estandar USB A/B)

Resultados del
examen
inesperados

Calibracién
caducada

Realizacion de la calibracion
del audiémetro

Tipo equivocado de
transductor AC
seleccionado
(auriculares o
micréfonos)

Modificar la seleccion del
transductor AC actual, desde
el software o aplicacion
Maestro

17




Problema Posible causa Solucion

Péngase en contacto con el

No se puede . servicio técnico para obtener
Prueba opcional no . . .

acceder a la - la licencia, comunicando el
habilitada . .

prueba namero de serie del

dispositivo

Si el audiémetro se usa junto a una cabina insonorizada,

ﬁ compruebe que tanto las conexiones dentro de la cabina como
aquellas entre la cabina y el instrumento son correctas y estan
bien sujetas.
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Annex A

Technical Specifications

APPLICABLE STANDARDS

Performance Piccolo Basic
IEC 60645-1 / ANSI S3.6 type 4

Piccolo Plus
IEC 60645-1 / ANSI S3.6 type 3

Piccolo Speech
IEC 60645-1/ ANSI S3.6 type 3B

Calibration
AC: ISO 389-1, ISO 389-2
BC: 1SO 389-3
Electrical safety IEC 60601-1 Class I, Type B
Electromagnetic compatibility IEC 60601-1-2
Enclosures IEC 60601-1 IP20
Operation mode Continuous

CE CERTIFICATE

MDR 2017/745/EU Classification | Class lla

Classification rule 10
(Annex V111, 2017/745)

TUV SUD Product Service GmbH

Notified body Ridlerstrasse 65
D-80339 Miinchen, Germany
Notified body number 0123

AVAILABLE TESTS

Basic Plus Speech
Pure tone audiometry . o .
Auto-threshold . . .
Speech audiometry - - .
QuickSIN™ - - opt.
Master Hearing Aid - - .




AVAILABLE SIGNALS

Type Basic Plus Speech
Pure tone . . .
Warble tone . . .
2 external inputs for speech audiometry - - .
MIC input for live speech audiometry - - .
Narrow-band noise (NBN) . . .
White noise (WN) - - .
Speech noise (SN) - - .
SIGNALS SPECIFICATIONS
Attenuators step 1,3,5dB
Presentation mode Continuous
Pulsed, with rate of 0.5, 1 or 2 Hz
Frequency accuracy 0,1%
Intensity accurac +3 dB between 125 Hz and 4 kHz
y y +5 dB above 4 kHz
Total Harmonic AC: less than 2,5 %
Distortion (THD) BC: less than 5,5 %
Frequency of the modulating signal: 5 Hz
Warble tone Modulation waveform: sine wave
Modulation range: £12%
Band: Y2 octave, i.e.:
NBN - lower cut-off frequency fi=f/1.1892
- upper cut-off frequency fu=1f-1.1892
where f is the centre frequency
WN Lower cut-off frequency: 100 Hz
Upper cut-off frequency: 24 kHz
SN As specified in IEC 60645-2 §13
External signals EXT1 and EXT2 input: max 3 Vrms
AVAILABLE OUTPUTS
Output Basic Plus Speech
Air conduction (TDH-39, DD45 or DD65 . . .
headphones)
Air conduction (ER-3, IP30 or ER-5 insert . R .
earphones)
Bone conduction (B-71 bone vibrator) - . .




PURE AND WARBLE TONE
AVAILABLE FREQUENCIES AND MAXIMUM INTENSITES
AC AC
Freq. TDH39 AC ER-3 AC BC
¢ | bos | B o | ERS | B
(dB HL) ( ) (dB HL) ( ) ( )
125 80 80 90 90 -
250 100 95 105 100 45
500 110 110 110 110 65
750 115 110 115 120 70
1.000 120 110 120 120 75
1.500 120 110 120 120 80
2.000 120 110 120 115 80
3.000 120 110 120 115 75
4.000 120 110 110 110 75
6.000 105 95 95 100 55
8.000 95 90 90 90 50

(*) Levels refer to device powered by mains power adapter. In case of device powered by

USB, maximum levels decrease by 10 dB.

SPEECH AUDIOMETRY
MAXIMUM INTENSITIES

AC AC AC AC BC
TDH39 ER-3
oris DD65 a8 ER-5 B71
@B (dB HL) @B L) (dB HL) (dB HL)
100 90 100 100 55

(*) Levels refer to device powered by mains power adapter. In case of device powered by

USB, maximum levels decrease by 10 dB.

EXTERNAL SIGNALS LEVEL INDICATOR
(only for Speech model)

Type of indicator VU-meter
Dynamic range +3..-20dB
Input Voltage at 0 dB 1.5Vrms

Speed of the volume following

Increase: 60 dB/s
Decrease: 60 dB/s




MASKING
AVAILABLE FREQUENCIES AND MAXIMUM INTENSITES
AC AC
Freq. TDH39 D?)%S ER-3 EAI‘?(-:S
(Hz) DD45 (dB EM) 1P30 (dB EM)
(dB EM) (dB EM)

125 60 55 70 65
250 80 75 85 85
500 95 90 95 95
750 100 90 100 100
1.000 105 95 105 100
1.500 105 95 105 100
2.000 105 95 105 100
3.000 105 95 105 100
4.000 105 95 100 100
6.000 100 85 90 95
8.000 90 85 80 80
WN 90 80 80 80
SN 90 75 80 80

(*) Levels refer to device powered by mains power adapter. In case of device powered by
USB, maximum levels decrease by 10 dB.

ACOUSTICAL SAFETY OF THE DEVICE

Alert condition Tone intensity higher than 100 dB HL (IEC 60645-1, §5.2)

1) The operator has to press “Higher dB” button to increase
Safety measures in the intensity over 100 dB HL
alert condition 2) Warning on the display

3) “Normally on” function disabled

COMPATIBLE TRANSDUCERS

Type Manufacturer Model
Supra-aural headphones Telephonics Corp. TDH39
Supra-aural headphones Radioear Corp. DD45
Circum-aural headphones Radioear Corp. DD65
Insert earphones Etymotic Research Inc. ER-3
Insert earphones Etymotic Research Inc. ER-5
Insert earphones Radioear Corp. 1P30
Bone vibrator Radioear Corp. B71




PATIENT — OPERATOR COMMUNICATION

Basic Plus Speech
Talk-over through external . . .
microphone (not included)
Patient response trigger . . .

AUDIOMETER CONTROL

Required Software

Inventis Maestro

Communication protocol

USB 1.1

PC communication requirements

USB 2.0 port minimum

MECHANICS

Size (LxDxH) 160 x 160 x 35 mm /6.3 x 6.3 x 1.2 in
Weight (device only) 300g/10.6 0z

SOCKETS ON THE REAR PANEL
Description Type Connector
Power supply In DC plug 2.5 mm
L and R headphones Out 2 audio jack, 1/4” mono
Bone vibrator (not in Piccolo Basic) Out Audio jack, 1/4” mono
Patient response trigger In Audio jack, 1/4” mono
External microphone for talk-over In Audio jack, 3.5 mm mono
USB In-Out | USB type B
Only on Piccolo Speech
LINE IN In Audio jack, 3.5 mm stereo

SPECS OF INPUT FACILITIES

Input

Electrical property

Power supply

Internal pin +6V, external pin OV

Patient response

Switches 3V to logical input (switch current: 10mA)

Sensitivity: 3mV at max volume and 0Vu Impedance:

LINE IN. 10K Q
Freq. response: 75-12000Hz +/- 3dB
Electret or 200 Q dynamic microphone
. Impedance: 47KQ
Microphone

Freq. response: 100-12KHz +/- 3dB
Electret Bias: 2.2V trough 2.2KQ




SPECS OF OUTPUT FACILITIES
Output Available Voltage Nominal Impedance
L and R phones 8Vpp 10Q
Bone vibrator 8Vpp 10Q
SOUND ATTENUATION VALUES
* ER-3
Frequency ng 43;%*; ) DD65 ER-5
IP30
[Hz] [dB] [dB] [dB]
125 3.0 8.3 335
250 5.0 155 34.5
500 7.0 26.1 345
750 - - -
1000 15.0 324 35
1500 - - -
2000 26.0 43.6 33
3000 - - -
4000 32.0 43.8 39.5
6000 - - -
8000 24.0 45.6 435

(*) With MX41\AR or PN 51 cushions

REFERENCE EQUIVALENT THRESHOLD LEVELS

TDH 39 DD45 DD65 ?533 ER-5 B71*
Ref. 1SO 389-1 | 1 Vendor | P | .
std. (ég'\"g)' (ASI\?S?E;%.G) szceicf:‘c'at' (Asr\?sfz%.e) (B2 (Asn%f'i%.%
Freq. dB dB dB dB dB dB
[HZ] [re 20pPa] [re 20pPa] [re 20pPa] [re 20pPa] [re 20pPa]] [re 1uN]
125 45 47.5 30.5 26 26 -
250 25.5 27 17.0 14 14 67
500 115 13 8.0 55 55 58
750 7.5(8) 6.5 55 2 2 485
1000 7 6 4.5 0 0 42.5
1500 6.5 8 25 2 2 36.5
2000 9 8 25 3 3 31
3000 10 8 2.0 35 35 30
4000 9.5 9 9.5 55 55 355
6000 155 20.5 21.0 2 2 40
8000 13 12 21.0 0 0 40

(*) Calibration of bone vibrator (B71) refers to the placement on the mastoid.



Annex B

Electromagnetic compatibility

Piccolo has been thoroughly tested and respects the limits for electro-medical devices
specified by IEC 60601-1-2 standards. These limits ensure reasonable protection against
hazardous interference in typical medical installations.

The instrument generates, uses and radiates radio frequency energy. If not installed and
used according to the instructions in this manual, it may interfere with other nearby
devices. No guarantee is given that interference will not occur under certain conditions.

This instrument is suitable for use in professional healthcare facility environment, i.e. in
hospital environments, except for near active HF surgical equipment and RF shielded
rooms of systems for magnetic resonance imaging, where the intensity of electromagnetic
disturbance is high.

If such use is necessary, this instrument and the other equipment should

f Piccolo should not be used adjacent to or stacked with other equipment.
be observed to verify that they are operating normally.

The existence of electromagnetic interference can be verified easily by switching the
instrument off and back on again. If it is proven that the device is indeed interfering with
other devices, try to solve the problem by adopting one of the following solutions:

- change the orientation and/or position of the affected device;

- move the two devices further away from each other;

- contact the manufacturer or authorised service organisation for further
assistance.

List of cables, transducers and accessories

Cables, transducers and accessories with which Inventis claims the compliance with the
IEC 60601-1-2 standard are those ones supplied with the device, in particular the
followings:

1) 6Vdc Medical Grade mains power adapter

2) Power supply cable (maximum length: 1.8 m)

3) TDH39, DD45 and DD65 transducers with 2 m double signal shielded cable
4) Insert earphone: ER-3 (Etymotic) or IP30 (RadioEar)

5) Bone vibrator B-71 transducer with 2m shielded signal cable



6) Patient response switch (manufactured by Inventis) with 2 m shielded cable
7) Talk over microphone with 2m shielded cable

8) Stereo cable 3.5mm plug to 3.5mm plug, 1.8m, shielded

9) USB cable, shielded, maximum length: 2 m

The use of accessories, transducers and cables other than those specified,
except for transducers and cables sold by the manufacturer as spare parts

A for internal components, may result in increased emissions or decreased
immunity of the device.

Portable RF communications equipment (including peripherals such as
antenna cables and external antennas) should be used no closer than 30

A cm (12 inches) to any part of Piccolo, including cables specified by the
manufacturer. Otherwise, degradation of the performance of this
equipment could result.

Anyone connecting additional equipment is responsible for making sure the system
complies with the IEC 60601-1-2 standard.

The instrument does not have any ESSENTIAL PERFORMANCE as per the IEC 60601
1 standard.

Note: All necessary instruction for maintaining compliance with regard to electromagnetic
compatibility can be found in the maintenance section in this manual. No further steps are
required.

Guidance and manufacturer’s declaration — electromagnetic emissions
Piccolo is intended for use in the electromagnetic environment specified below. The customer or
the user of Piccolo should assure that it is used in such an environment.

Emissions test Compliance Electromagnetic environment-guidance

Piccolo uses RF energy only for its internal

RF emissions Groun 1 function. Therefore, its RF emissions are very

CISPR11 P low and not likely to cause any interference in
nearby electronic equipment.

RF emissions Class B

CISPR1L Piccolo is suitable for use in professional

Harmonic emissions Class A healthcare facility environment and directly

IEC 61000-3-2 .

- connected to the public low-voltage power

Voltage fluctuations / supply network

flickers emissions Complies '

IEC 61000-3-3




Guidance and manufacturer’s declaration — electromagnetic immunity

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

Immunity Test

IEC 60601
test level

Compliance Level

Electromagnetic
Environment
Guidance

Electrostatic
discharge (ESD)

IEC 61000-4-2

+ 8 kV contact

+2kV,x4kV,
+8kV, £ 15 kV air

+ 8 kV contact @

+2kV, £4kV,
+8kV, £15kV air
®

Floors should be wood,
concrete or ceramic
tile. If floors are
covered with synthetic
material, the relative
humidity should be at
least 30%

Electrical fast +2kV f_or power +2kV f_or power Mains power quality
- supply lines supply lines should be that of a
transient / burst h
. . professional healthcare
IEC 61000-4-4 +1kV for input / +1kV for input / facility environment.
output lines output lines
+ 1 kV differential + 1 kV differential Mains power quality
Surge mode mode should be that of a
IEC 61000-4-5 professional healthcare
+2 kV common +2 kV common facility environment.
mode mode
<5% U@ <5% U@ Mains power quality
(> 95% dip in Ur) (> 95% dip in Ur) for | should be that of a
for 0,5 cycle. 0,5 cycle. professional healthcare
. facility environment. If
Voltage dips, short 40% U+ 40% U+

interruptions and
voltage variations on
power supply input
lines

IEC 61000-4-11

(60% dip in U7) for 5
cycles.

70% Ut
(30% dip in Uy) for
25 cycles.

<5% Ut
(> 95% dip in Ur)
for5s.

(60% dip in Ur) for 5
cycles.

70% Ut
(30% dip in U7) for
25 cycles.

<5% Ur
(> 95% dip in Ur) for
5s.

the user of Piccolo
requires continued
operation during power
mains interruptions, it
is recommended that
Piccolo be powered
from an uninterruptible
power supply or a
battery.

Power frequency
(50/60 Hz) magnetic
field

IEC 61000-4-8

30 A/m

30 A/m

Magnetic fields at
power frequencies
must correspond to the
levels typical of
professional healthcare
facilities.

Note:

@ A lock or reboot of the device with no permanent damage is acceptable

@ U is the a.c. main voltage prior to application of the test level.




Guidance and manufacturer’s declaration — electromagnetic immunity

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

Immunity Test

IEC 60601 Test

Compliance Level

Electromagnetic

Level environment — Guidance
3Vrms 3Vrms
Conducted RF 0.15 — 80 MHz 0.15 — 80 MHz
6 Vrms 6 Vrms
IEC 61000-4-6 in ISM bands between | in ISM bands between
0.15 - 80 MHz 0.15 - 80 MHz .
Portable and mobile RF
Radieted RF 3Vim 3Vim communications equipment
IEC 61000-4-3 80 Mhz - 2,7 Ghz 80 Mhzto 2,7 Ghz | Should be used no closer
than 30cm (12 inches) to
9Vim 9Vim any part of Piccolo,
including cables specified
704-787 MHz 704-787 MHz by the manufacturer.
5100 — 5800 MHz 5100 — 5800 MHz
Radiated RF i ;
>7Vim 7 vim Field strengths from fixed
(from RF Wireless RF transmitters, as
communication 380 - 390 Mh 380 - 390 Mh determined by an
equipment) B z ) z electromagnetic site
auip 28 Vim 28Vim survey®, should be less than
IEC 61000-4-3 the compliance level in each
®
430 - 470 Mhz 430 - 470 Mhz frequency range. .
800 - 960 Mhz 800 - 960 Mhz Interference may occur in

1700 - 1990 Mhz
2400 - 2570 Mhz

1700 - 1990 Mhz
2400 - 2570 Mhz

Proximity Fields
IEC 61000-4-39

8A/m
30KHz CW

65 A/m
134.2KHz
Pulse Mod 2.1KHz

7.5 A/m
13.56MHz
Pulse Mod 50KHz

8A/m
30KHz CW

65 A/m
134.2KHz
Pulse Mod 2.1KHz

7.5 A/m
13.56MHz
Pulse Mod 50KHz

the vicinity of equipment
marked with the following
symbol:

()

Note: At 80 MHz and 800 MHz, the higher frequency range applies.

Note: These guidelines may not apply in all situations. Electromagnetic propagation is affected by
absorption and reflection from structures, objects and people.

Note:

@ Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless)
telephones and land mobile, amateur radio, AM and FM radio broadcast and TV broadcast cannot
be predicted theoretically with accuracy. To assess the electromagnetic environment due to fixed
RF transmitters, an electromagnetic site survey should be considered. If measured field strength
in the location Triangle is used in exceeds the applicable RF compliance level above, Triangle
should be observed to verify its normal operation. If abnormal performance is observed,
additional measures may be necessary, such as re-orienting or relocating Triangle.

@ Over the frequency range 150 kHz to 80 MHz, field strengths should be less than 3 V/m.
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Guidance and manufacturer’s declaration — electromagnetic immunity

Function to verify for freedom from Acceptance pass/fail criteria
unacceptable risk
Sound generation operating correctly No sound from transducers exceeding 80dBHL;
a lock or reboot of the device is acceptable
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Veuillez lire trés attentivement ce manuel avant d’utiliser

é l’appareil. Veuillez porter une attention particuliere au chapitre
1 (« Sécurité : avertissements et informations ») et au chapitre 2
(« Installation »).

ﬁ Les inspections et réparations internes ne doivent étre effectuées
que par du personnel autorisé.

Droits d’auteur : INVENTIS S.r.l. posséde les droits d’auteur sur ce manuel.
Il ne peut étre copié, reproduit ou modifié, en totalité ou en partie, sans
l'autorisation écrite spécifique d'INVENTIS S.r.l..

Inventis ® est une marque commerciale appartenant a INVENTIS S.r.l..

QuIckSIN™ est protégé par les droits d’auteur par Etymotic Research Inc.
et sous licence & INVENTIS S.r.l., 2013.
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Avant-propos

Nous vous remercions d’avoir acheté un appareil d’audiologie Inventis.

Avantageusement portable et 1éger, ’audiométre Piccolo est un appareil
portable puissant et polyvalent, idéal pour les professionnels en déplacement.

La société Inventis a toujours considéré que 1’utilisation de ses appareils,
conjointement & des ordinateurs, était un facteur d’importance capitale. En
installant la suite logicielle Maestro, disponible avec ou sans base de données
propriétaire ou en tant que module Noah, tout appareil d’audiologie Inventis
peut étre branché a un ordinateur, et tous les examens effectués sont ensuite
archivés dans la propre base de données de 'utilisateur.

N’oubliez pas non plus qu’lnventis a développé une gamme compléte
d’appareils d’audiologie : en plus des audiomeétres, la gamme de produits de
la société comprend une série d’impédancemetres, des dispositifs
d’adaptation et des prothéses auditives REM et HIT, un otoscope vidéo sans
fil et bien plus encore.

Pour plus d’informations et pour signaler tout probléme de quelque nature
que ce soit, contactez ’entreprise a I’adresse suivante :

QD inventis

INVENTIS S.r.l.

Corso Stati Uniti, 1/3

35127 Padova, Italia

Tél. : 0039 049.8962844 — Fax : 049,8966343
www.Inventis.it info@Inventis.it



http://www.inventis.it/
file://///srv2016/share/dati/X/04_GESTIONE/ANNO%202019/I/INVENTIS%20SRL/4290/99_definitivi/Prova/info@inventis.it




CHAPITRE 1
Sécurité : avertissements et
informations

MANUEL DE L'OPERATEUR

Veuillez lire ce manuel dans son intégralité, afin que toutes les fonctionnalités
offertes par I’instrument puissent étre utilisées au mieux. En particulier,
veillez a lire ce chapitre dans son intégralité, car il contient des informations
et des avertissements qui sont d'une importance fondamentale pour garantir
une utilisation s(re et correcte de I'appareil.

Le symbole d'avertissement de sécurité illustré ci-dessous est utilisé dans ce
manuel pour attirer l'attention du lecteur sur des informations
particulierement importantes en matiere de sécurité et pour éviter toute

utilisation incorrecte.

RESPONSABILITES DE L’OPERATEUR

Le fonctionnement efficace et fiable de 1’audiométre Piccolo est garanti
uniquement s’il est utilisé conformément aux instructions et procédures
fournies dans ce manuel.

Si l'instrument présente un dysfonctionnement ou nécessite une réparation,
débranchez-le de I'alimentation électrique et ne I'utilisez plus jusqu'a ce que
les réparations et l'entretien nécessaires aient été effectués. Les piéces
défectueuses et en mauvais état de fonctionnement doivent étre remplacées
uniquement par des piéces de rechange originales fournies par INVENTIS
S.r.l.. Toutes les réparations doivent étre effectuées exclusivement par
Inventis ou par du personnel autorisé par Inventis.

Aucune piece de I’appareil ne doit étre modifiée ou remplacée sans
I’autorisation écrite préalable d’Inventis.

Les utilisateurs sont entiérement responsables des dysfonctionnements
causés par une utilisation incorrecte, ou par un entretien ou une réparation
effectuée par toute partie autre que INVENTIS S.r.l. ou un Centre




d'Assistance agréé. INVENTIS S.r.l. et ses Centres d'Assistance ne
répondront des performances et de la fiabilité de I’instrument que si :

1. tous les branchements, réglages, modifications et réparations sont
effectués exclusivement par du personnel autorisé par Inventis ;

2. l'alimentation électrique et les connexions a la terre du systeme sont
conformes aux normes applicables aux appareils électromédicaux.

UTILISATION PREVUE

Le dispositif médical Piccolo est un audiométre. Un audiométre est un
appareil qui aide ’opérateur a définir la sensibilité auditive du patient en
générant et en délivrant au patient des stimuli sonores de différents types et
de différentes intensités a des fins de diagnostic.

INDICATION D’UTILISATION ET UTILISATEURS FINAUX

Piccolo est destiné a étre utilisé par les professionnels de santé O.R.L. dans
les hopitaux, les cliniques O.R.L. et les cabinets d’audiologie pour effectuer
des évaluations auditives et aider au diagnostic d’éventuels troubles
otologiques. L utilisation de 1’appareil n’est pas limitée a une population de
patients ; veillez toujours a effectuer une otoscopie avant d’utiliser I’appareil.
Ces tests doivent étre effectués dans un environnement calme pour éviter les
artéfacts.

CONDITIONS MEDICALES

Conditions d'altération de la sensibilité du systéme auditif ou toute
condition dans laquelle on pense que le systeme auditif joue un role dans le
diagnostic.

PRECAUTIONS A PRENDRE

Tout incident grave survenu en relation avec le dispositif doit étre
signalé au fabricant et a I'autorité compétente de I'Etat membre
dans lequel I'utilisateur et/ou le patient est établi.

Pour garantir une utilisation correcte et stire de I’audiométre, les précautions
suivantes doivent étre observées.
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Installation et précautions générales
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>

Assurez-vous que les conditions ambiantes requises sont remplies
pendant le transport, le stockage et le fonctionnement :

Température : entre 15 et 35°C
Humidité relative : entre 30 et 90 % (sans

Opération -

condensation)

Pression : entre 700 et 1060 hPa

Température : entre -10° et 50°C
Transport et Humidité relative : max. 90 % sans
stockage condensation

Pression : entre 500 et 1060 hPa

Temps de mise en

1 minute
route

L'audiomeétre Piccolo ne sera pas protégé s’il est exposé, pendant
son utilisation, a des gaz anesthésiques inflammables ou & des
produits similaires. Risque d’explosion.

Evitez d'installer et d'utiliser I'audiométre Piccolo & proximité de
sources de champs électromagnétiques puissants, dans la mesure
ol ceux-ci pourraient interférer avec le fonctionnement de
I'appareil.

Utilisez uniquement les piéces détachables d’origine fournies par
INVENTIS S.r.I., sauf instructions contraire.

Utilisez uniquement des adaptateurs de courant destinés aux
équipements médicaux, certifiés selon la norme IEC 60601-1,
ayant les spécifications suivantes :
Unité principale : 6 V, 1,67 Ac.c.
Adaptateur externe : SL POWER MENB1010A0603F02
100-240 Vca 50/60 Hz 0,9-0,34 A (inclus) répondant a la
norme IEC 60601-1

L audiometre Piccolo est un dispositif médical. Tout autre
appareil externe auquel il est connecté (tel qu'un ordinateur ou
un lecteur de CD) dans la « zone du patient » telle que définie
dans la norme IEC 60601-1) doit également étre un dispositif
médical, ou protégé par un transformateur d’isolement, afin de
garantir que la combinaison compléte (ordinateur ou dispositif
externe + audiomeétre) est conforme a la norme IEC 60601-1.

Piccolo peut étre utilisé avec une cabine insonorisée pour
effectuer des tests dans des conditions acoustiques optimales.
Avant de le brancher a une cabine insonorisée, vérifiez que les
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prises sont compatibles avec les spécifications prescrites pour
chaque connecteur.

Piccolo nécessite des précautions particulieres concernant la
CEM et doit étre installé et mis en service conformément aux
informations sur la CEM fournies a la fin de ce manuel.

L'utilisation d'équipements de communication RF portables et
mobiles peut affecter le bon fonctionnement de I'appareil Piccolo.
Reportez-vous aux informations sur la CEM a la fin de ce manuel.

Le cable de l'adaptateur d'alimentation et le cable USB sont
considérés comme des moyens de déconnecter I'appareil du
réseau électrique.

Ne placez pas I'appareil de maniére a ce qu'il soit difficile de le
débrancher du réseau électrique.

Etalonnage

> B> B PP

L'étalonnage doit étre effectué au moins une fois tous les 12 mois,
et a chaque remplacement d’un transducteur.

L'étalonnage de l'audiométre n'est valable que pour les
transducteurs fournis avec 'appareil. En cas de remplacement
d'un transducteur, I'audiométre doit étre & nouveau étalonné.

L'étalonnage de l’audiométre est valable pour les transducteurs
fournis avec l'audiomeétre, s'ils sont connectés directement a
I'instrument, sans interposition de rallonges et sans passage des
connecteurs au panneau (comme cela se produit habituellement
dans les installations de cabines insonorisées). Si les
transducteurs ne sont pas connectés directement a I'audiomeétre,
une nouvelle procédure d’étalonnage sera nécessaire avant
d'utiliser I'instrument.

Dans chaque fenétre de test, lorsque vous sélectionnez un
transducteur non calibré, l'arriére-plan de la zone de sortie
(output) s'affiche en rouge. De plus, vous ne pourrez pas envoyer
de stimulus & travers les transducteurs non calibrés.

Prenez note de lintervalle d'étalonnage spécifié pour
l'audiométre. L'utilisation de l'instrument au-dela de la date
d'expiration de I'étalonnage peut conduire a des diagnostics peu
fiables.



Hygiene

Les embouts des écouteurs intra-auriculaires sont jetables ;
n'utilisez pas le méme embout pour différents patients. Jetez les
embouts apreés usage.

Désinfectez les coussinets du casque entre un patient et le suivant,
en suivant la procédure décrite au CHAPITRE 3 « Entretien ».

> B>

Utilisation

L’audiometre peut générer des sons d’une intensité
potentiellement dommageable pour le patient. Prenez soin de
régler correctement l'intensité du son avant d’effectuer les
examens.

Lorsque vous effectuez une audiométrie a l'aide d'écouteurs
intra-auriculaires, n'insérez pas ou n'essayez pas d'effectuer des
mesures sans que I'embout en mousse approprié soit en place.

Le maintien de lintensité précédente du stimulus lors du
changement de fréquence, de transducteur ou de c6té de
stimulation peut entrainer la présentation de signaux
potentiellement dangereux au patient.

Pour présenter un signal de stimulus plus fort que 100 dB HL,
I'opérateur doit d'abord appuyer sur le bouton « dB PLUS
ELEVE », qui n'est actif que lorsque I'intensité du stimulus atteint
100 dB HL.

> B B P

MISE AU REBUT

Comme tous les appareils électroniques, votre audiométre contient de trés
faibles quantités de certaines substances dangereuses telles que le cadmium
ou le mercure. Si ces substances peuvent entrer dans le cycle normal
d'élimination des déchets sans traitement préalable approprié, elles peuvent
causer des dommages a I'environnement et a la santé. Toutes les pieces de
I'audiométre doivent donc étre éliminées séparément.

A la fin de sa vie, amenez (ou faites amener) I’instrument désaffecté a une
installation publique de mise au rebut et de recyclage des déchets, ou
renvoyez-le au revendeur contre I'achat d'un nouvel instrument équivalent.
La collecte sélective des déchets et les opérations ultérieures de traitement,
de recyclage et d'élimination facilitent la fabrication de nouveaux appareils a
partir de matériaux recyclés, limitant ainsi tout impact négatif sur
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I'environnement et la santé publique qui pourrait autrement découler d'une
élimination inappropriée.

CONFORMITE

L'audiometre Piccolo est un dispositif médical de classe lla, conformément a
I'annexe V111 du reglement sur les dispositifs médicaux (MDR) 2017/745/EU.
Le systeme de management de la qualité d'Inventis a été certifié par le
principal organisme d'évaluation TUV comme étant conforme a la norme 1SO
13485.

SYMBOLES SUR LES ETIQUETTES

u Nom et adresse du fabricant.

Attention : [’utilisation de cet appareil nécessite certaines
précautions.

Pour garantir une utilisation sdre, consultez la documentation
jointe.

Ce symbole signifie que ce produit est couvert par la directive

ﬁ 2012/19/EU relative aux déchets d'équipements électriques et
|

électroniques (DEEE). Il est demandé de ne pas jeter ce
produit comme un déchet municipal non trié, mais de le
collecter séparément.

Se référer au manuel d'instructions pour I'utilisation

Dispositif avec des parties appliquées de type B (IEC 60601-
1).

— Alimentation en DC

Le produit est conforme au réglement de la Communauté
c € européenne sur les dispositifs médicaux (MDR) 2017/745/EU.
0123 Dispositif de classe I1a ; numéro de I'organisme notifié : 0123
(TUV SUD Product Service GmbH).

MD| Dispositif médical

Avertissement : La loi fédérale restreint la vente de ce

Rx onl - s . , g
y dispositif & un praticien de santé agreé ou sur son ordre.



Code IP (Indice de Protection) : ce dispositif est protégé
IP20 contre la pénétration d'objets de taille > 12,5 mm, mais pas
contre les liquides.

REF Numeéro de catalogue

Temeouenrs  Section répertoriant les transducteurs compatibles

Numéro de série du dispositif, composé de 13 caractéres
alphanumériques indiquant le modéle, I'année de fabrication
et le numéro de série. En particulier, le numéro comprend les
segments suivants :

SN - les 5 premiers caractéres : Code produit Inventis

- caracteres 6 et 7 : année de fabrication (exemple : « 12 »

correspond & 2012)
caractéres 8... 13 : numéro d'incrémentation

T

(01)08054187380372(21)AU1PH16200749







CHAPITRE 2
Installation

Bien que linstallation d'un audiometre Piccolo soit une procédure
relativement simple, elle doit étre confiée a une personne ayant les
compétences requises. Si l'installation n'est pas effectuée correctement, le
systéme pourrait présenter des problémes de sécurité lors de son utilisation.
Ce chapitre décrit la procédure d'installation du systéme.

Conservez les matériaux d'emballage, au cas ou l'audiomeétre
devrait étre envoyé au revendeur ou & Inventis pour une raison
quelconque.

PRECAUTIONS A PRENDRE

Comme tout autre appareil électrique ou électronique, I’audiometre Piccolo

émet des ondes électromagnétiques. Méme si ses émissions sont dans les

limites des normes, d'autres appareils électroniques proches de l'audiometre

peuvent étre affectés, s'ils sont particuliérement sensibles aux interférences

électromagnétiques.

Si cela se produit, vérifiez simplement en éteignant et en rallumant

l'audiométre et essayez d'éliminer l'interférence en utilisant une ou plusieurs

des solutions suivantes :

- modifier ’orientation et/ou la position de D’appareil affecté par
I’interférence ;

- éloigner l'appareil affecté de l'audiomeétre ;

- brancher l'appareil affecté dans une prise de courant sur un circuit autre
que celui auquel l'audiomeétre est branché ;

- consulter le fabricant ou le centre d’assistance pour obtenir 1’assistance
désirée.

CONNEXIONS

Tous les points de connexion des pieces détachées sont situés sur le panneau
arriére. Cette section concerne l'audiométre Piccolo Speech. Le Piccolo Plus
ne dispose pas d'un connecteur LINE IN pour une source sonore externe. Le
modele Basic ne dispose pas non plus d'un connecteur BC (pour un vibrateur
a conduction osseuse).




PAT. RESP. MADE IN ITALYI [ |

TALK
OVER LINE IN
A4

Branchez tous les transducteurs et les piéces détachables dans leurs prises
respectives comme indiqué dans le tableau suivant :

Connecteur Piéce détachable
o Alimentation électrique. Lorsque le Piccolo est
EV="167A raccordé au port USB d'un ordinateur, 1’alimentation
[ORCRO P
électrique n'est pas nécessaire.
USB Port USB pour la connexion a l'ordinateur
PAT. RESP. Bouton de réponse du patient
BC Vibrateur a conduction osseuse
AC-L Ecouteur gauche/écouteur intra-auriculaire
AC-R Ecouteur droit/écouteur intra-auriculaire
B’:,LEKR Microphone de l'opérateur
LINE IN Ligne externe pour l'audiométrie vocale avec source

audio externe

> B B

Utilisez uniquement des adaptateurs de courant destinés aux
équipements médicaux, certifiés selon la norme IEC 60601-1.

Assurez-vous que I'alimentation électrique et les mises a la terre
sont conformes aux normes applicables aux appareils
électromédicaux. Risque de choc électrique

Si l'audiométre Piccolo est alimenté par un cable USB, les
valeurs maximales (en AC et BC) sont inférieures de 10 dB aux
valeurs nominales.

La LED verte prés du O symbole indique que l'audiométre est alimenté soit
par l'adaptateur alimenté par le secteur, soit par le cable USB de I'ordinateur.
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La LED prés du o symbole indique I'état des communications entre
l'audiométre et l'ordinateur : cette LED s'allume en vert si l'audiometre
communique avec un PC.

BRANCHEMENT A L'ORDINATEUR

Pour permettre la commande a partir d'un ordinateur, l'audiométre Piccolo
doit étre branché a I'un des ports USB de I'ordinateur a I'aide du cable fourni
(un céble USB A/B standard).

Utilisez le cable fourni pour brancher I'audiométre Piccolo & I'un
des ports USB de I'ordinateur

La connexion est de type « préte a I’emploi », aucun pilote spécial n'est

nécessaire pour l'installation : quelques secondes aprés le branchement, le
systeme d'exploitation reconnait les appareils et le message suivant apparait :

l,l Your device is ready to use
9 Device driver software installed successfully.

l'audiomeétre Piccolo peut étre commandé a partir d'un ordinateur a l'aide du
logiciel Inventis Maestro : pour plus de détails sur l'utilisation et les
fonctionnalités du logiciel Maestro, et pour connaitre la configuration
minimale requise, reportez-vous au Manuel de l'utilisateur de Maestro.
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CHAPITRE 3
Entretien

L’audiométre Piccolo ne nécessite aucun entretien périodique particulier
autre que 1’étalonnage, les vérifications et le nettoyage normal, qui sont tous
décrits dans ce chapitre.

Les performances et la sécurité de l'instrument seront maintenues si les
recommandations d'entretien et de maintenance données dans ce chapitre sont
respectées.

L'instrument doit étre éteint et débrancher de 1’alimentation électrique avant
de commencer toute opération de nettoyage.

A
A

L'inspection et I'entretien des composants internes doivent étre
confiés exclusivement a des techniciens agréés par INVENTIS
S.r.l.

Les transducteurs sont fabriqués en utilisant des membranes
ultra-fragiles qui pourraient étre endommagées en cas de choc.
Manipuler avec précaution lors des opérations d’entretien.

CONTROLES PERIODIQUES

A
A

La procédure décrite dans cette rubrique doit étre effectuée
chaque jour lors de la premiere utilisation de [’'instrument.

Les tests doivent étre effectués avec I'audiometre dans sa position
d'installation.

Avant d'allumer l'instrument, vérifiez qu'aucun signe de dommage
n'est visible sur aucune partie du dispositif, y compris les pieces
détachables et I'alimentation externe; vérifiez deux fois
visuellement I'intégrité de I'isolation du cable d'alimentation et des
connecteurs, et vérifiez qu'ils ne sont exposés a aucun type de charge
mécanique qui pourrait entrainer des dommages ; vérifiez que toutes
les parties et les cables sont correctement branchés

Vérifier subjectivement que le rendement de la conduction aérienne
et de la conduction osseuse est égal sur les deux canaux et sur toutes
les fréquences, pour ce faire on applique 10 ou 15 dB, juste assez
pour entendre. La personne qui effectue ce contrble doit avoir une
bonne audition
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- Vérifiez a un niveau de 60 dB en AC et 40 dB en BC qu’il n’y a pas
de distorsion, de bruit ou de signaux parasites dans aucune des
fréquences

- Vérifiez que le bouton de réponse du patient et les indicateurs
fonctionnent correctement

- Veérifiez les entrées d'audiométrie vocale en effectuant un test vocal
avec chaque entrée vocale

- Vérifiez la tension du serre-téte du casque et du vibrateur a
conduction osseuse.

- Vérifiez la communication avec le patient

é En cas de dysfonctionnement d'une piéce ou d'un transducteur,
consultez le Chapitre « Résolution des problémes ».

Vérifiez toujours que l'intervalle d'étalonnage n'a pas expiré : ’expiration de
I'intervalle est indiquée en haut a gauche du logiciel Maestro.

L’étalonnage doit étre confié a des techniciens agréés par
A INVENTIS S.r.L. L’opération doit étre effectuée au moins une fois
tous les 12 mois, et a chaque fois qu'un transducteur est remplacé.

ENTRETIEN DES TRANSDUCTEURS

Nutilisez pas de liquides ou de vaporisateurs pour nettoyer
l"audiometre.

Ne laissez pas la poussiére s’accumuler sur les transducteurs. De plus :

- les coussinets du casque sont fabriqués dans un matériau biocompatible
mais ne sont pas stériles : pour éviter la propagation d'infections et
garantir la biocompatibilité du matériau, chaque fois que le casque doit
étre porté par un nouveau patient, les coussinets doivent étre essuyés
avec :

o pour les coussinets DD45/TDH-39, une lingette d'alcool
dénaturé ou de I'alcool dénaturé avec un chiffon microfibre ;

o pour tous les autres coussinets: un désinfectant
hypoallergénique, en suivant les instructions du fabricant.

- Les embouts des écouteurs intra-auriculaires sont destinés a étre
introduits dans le conduit auditif du patient. lls sont fabriqués dans un
matériau biocompatible et sont jetables : a n'utiliser qu'une seule fois et
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a éliminer conformément aux réglementations en vigueur en matiére de
santé et de sécurité.

Les embouts des écouteurs intra-auriculaires ne sont pas stériles.
L utilisation d’écouteurs non stérilisés peut provoquer des
infections de l’oreille.

Le vibrateur a conduction osseuse et les coussinets du casque
peuvent étre nettoyés a plusieurs reprises comme décrit dans le
paragraphe « Entretien des transducteurs». En cas de
dysfonctionnement aprés une opération de nettoyage, contactez
un technicien d'entretien d'Inventis.

Bien que le vibrateur a conduction osseuse et les coussinets du
casque puissent étre nettoyés a plusieurs reprises, Vérifiez
toujours que leurs caractéristiques et leur intégrité sont
maintenues. Pour ce faire, il suffit d'effectuer les tests décrits
dans le paragraphe « Controles périodiques ». Dés qu'une
défaillance est constatée, contactez un technicien d’entretien
d’Inventis pour vérifier si votre transducteur doit étre remplacé.
Pour éviter d'endommager le casque DD45/TDH39, ne le
poussez pas contre une surface plane et rectiligne car cela peut
créer une dépression et endommager le transducteur (effet
ventouse).

> B B P

NETTOYAGE DE L’ INSTRUMENT

Pour éviter I'accumulation de poussiére sur I'instrument, toujours mettre le
couvercle de protection lorsque I'analyseur n'est pas utilisé. Veillez également
a ce que la poussiére accumulée sous l'instrument soit réguliérement nettoyée.
Toutes les parties non mentionnées spécifiquement dans la section précédente
peuvent étre nettoyées a l'aide d'un chiffon doux non pelucheux humidifié
avec une solution d'eau et de détergent doux ; en cas de désinfection,
humidifiez le tissu avec du peroxyde d'hydrogéne a une concentration de 3 %.
Le dispositif peut étre nettoyé plusieurs fois sans dégradation de la sécurité
de base ou des performances ; toujours vérifier que les caractéristiques et
I'intégrité du dispositif sont maintenues. Pour ce faire, il suffit d'effectuer les
tests décrits dans le paragraphe « Contrdles périodiques ». Dés qu'une
défaillance est constatée, contactez un technicien d’entretien d’Inventis pour
vérifier si des pieces doivent étre remplacées.
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PIECES REMPLAGABLES

Les transducteurs et les parties détachables peuvent étre déconnectés de
I'appareil. En cas de défaillance de I'un de ces dispositifs, l'audiométre doit
étre mis hors tension et isolé de l'alimentation électrique, puis I'élément
défectueux doit étre débranché de I'appareil.

Tous les piéces détachables de [’audiométre sont congues

é spécifiquement pour étre utilisées avec [’appareil. Seuls les
pieces fournies par Inventis doivent étre connectées a
I"audiometre.

REPARATIONS ET ASSISTANCE TECHNIQUE

Avant de contacter le département d’assistance, assurez-vous que toutes les
solutions possibles figurant dans le Chapitre « Résolution des problemes »
ont été essayées.

Toutes les pieces renvoyées au fabricant pour réparation et entretien doivent
étre nettoyées et désinfectées. Les transducteurs doivent étre scellés dans un
sac transparent.

Important : si l'instrument doit étre envoyé au département d’assistance
d'Inventis ou retourné au revendeur, assurez-vous que I'emballage d'origine
est utilisé et que toutes les pieces détachables et les transducteurs y sont
inclus.
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CHAPITRE 4

Résolutions des problemes

Probléme Cause possible Solution
Le transducteur s
, s Brancher le transducteur a la
Aucun signal n'est pas branché a bonne sortie
, la bonne sortie
provenant d’un
transducteur
Transducteur Contactez votre revendeur ou
endommagé votre fournisseur de services
Brancher le bouton de
. Branchement . Co
Aucun signal du . réponse du patient a la bonne
défectueux "
bouton de prise
réponse du

patient lorsqu'il
est pressé

Bouton de réponse
du patient
endommagé

Contactez votre revendeur ou
votre fournisseur de services

La connexion
entre le PC et
l'audiomeétre ne
peut pas étre

Problémes de
connexion USB

Vérifiez la connexion USB
entre I’instrument et
I’ordinateur

établie Céable USB Changez le cable USB (céble
endommagé Standard USB A/B)
L’étalonnage a Effectuez 1’étalonnage de
expiré l'audiométre

Résultats

d'examen Mauvais type de Modifiez la sélection du

improbables transducteur AC transducteur AC actuel, a

sélectionné (casque
ou écouteurs)

partir du logiciel ou de I'App
Maestro
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Probléme

Cause possible

Solution

Vous ne pouvez
pas accéder a un
test

Le test optionnel
n'est pas activé

Contactez votre service
technique de référence pour
obtenir la licence, en
communiquant le numéro de
série de l'appareil

vérifiez que les branchements, a l'intérieur de la cabine et entre

j Lorsque l'audiometre est utilisé avec une cabine insonorisée,

la cabine et I'instrument, sont corrects et sirs.
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NMpoAoyog

Evyapiotodpe mov ayopdooate po cuokevn akooroyiag g Inventis.

Me mAeovektipota 0Tt givat popnTo Kot eappd, To akoopetpo Piccolo givat
U0 1oYVpN KOl TOAMOTADV YPNOEDY  (QOPNTH OCULCKELY], 1OAVIKY Yo
EMOYYEMLOTIEG TTOV HETOKIVOVVTOL.

H etopeio Inventis avékabev Bewpovoe 0Tl givor eEapetikd ovoLmOOVG
oNpaGiog 1 XPNoT TOV GLOKEVAOV TNG € GLVIVAGUO e VTOAOYIOTEG. Me v
£YKOTAOTAON TG OKOYEVELNG AoYIolkoy Maestro, Tov dtatifetar pe 1 yopig
Wk Paon dedopévav | og povada Noah, kdbe cuokevn akooroyiog
Inventis pmopel va cvvdebel oe LVTOAOYIOTH KAl OTN CLVEXEW OAEG Ol
eketdoelg mov ektedobviol apyelobetovvral otn Pdon dedopévov Tov

xpno.

AdPete emiong vmdéym Ottt 1 Inventis €yer avamtoéer g TANPN oEPa
GLOKEVAOV 0KOOAOYIOG: EKTOG TMV OKOOUETP®V, 1 GEPG TPOIOVTOV TNg
gtapeiog meptiapPavel S16popovg avarntég HEGOL WTOG, TIg cvokevLég REM
kot HIT yio v gpappoyn Bondnudtmv akomng, achppoto Bivieo mtookdmio
KoL TOAAG oKOLLOL.

INo meplocdTepeg TANPOPOPIEG KL Y10 VO AVOQEPETE TLYOV TPOPANLLOTO
0T010VONTOTE IOV, EMKOVOVIOTE LE TNV eTapeia 0T €61 oTOLYE N
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KE®AAAIO 1
Ac@AaA&ia: TTpOEISOTTOINCEIG KAl

TTANPOYOpPiEg

ErXEIPIAIO AEITOYPIIAZ

BePoawwbeite 611 éxete daPdost oAdKANPO TO TOPdY EYYEPid0, DOTE VO
umopécete vo. a&lomomoete TANPMG OAEG TIG SVVATOTITEG TOL TOPEXEL TO
opyavo. Ewdwotepa, fefarmbeite 01t Stafdoate 0oAOKANPO aVTO TO KEQAAALO,
koG mepiéyel TANpoPopiec kol mpogdonomoelg Oepeiiddong onpaciog
®oTE Vo eE0COOMOTEL | ACPAAELN KOl 1] GOGTY| YPNOT TNG CUGKELNG.

To mpogidomomtikd cOUPoA0 TOL amelKOVILETOL TAPAKAT®, XPTCUYLOTOLEITOL
OTO MAPOV EYYEPIO0 YO VO EMGTHCEL GTOV OVOYVMOGTN TNV TPOCOYN GE
TANpoPopies Wlaitepng onpaciog 6cov apopd {ntiuate acedielog, Kabmg
Kot Yo vo amopevyOei | ecaApévn ypron.

A

EYOYNEZ XEIPIZTH

H amodotikry kot a&omot Aettovpyio tov akoduetpov Piccolo eivat
eyyuonuévn UOvo €POGOV TO OKOOUETPO YPNOLOTOLEITOL COUPOVO UE TIG
00Myieg Kt Tig dadikacieg TOV TEPLYPAPOVTUL GTO TAPHV EYYEPIDIO.

Edv mopovciactel duoieitovpyio. 6T0 OPYOVO 1) OV OTALTEITOL EXIGKEVT TOV
opydvov, amocuvdéote to Opyavo amd v 7mpilo TAPOYNG MAEKTPLKOD
pevpOTOG Kol Uy To Eovaypnoylomomoete £0G 0Tov oAoKANpmBovV ot
amopoitnTeg emokevés kot gpyacieg ofépPfic. Ta ehattopaTIKG KoL
SdvoAettovpycd eEaptiuate TPENEL Vo avtikoBioToviol pHovo He yviolo
avtorlaktikd Tov mapéyxel 1 INVENTIS S.r.l. Oleg ot emicokevég mpémet va
eKTEAODVTOL  OMOKAEIOTIKG o6 tnv  Inventis 71 amd TPOCOMTIKO
gEovotodotnuévo and v Inventis.

Ta eEaptpoto ™G OLOKEVNG OEV TPEMEL VO TPOTOMOOVVIOL 1 VO
avtikafiotavtor ympic v mponyoduevn ypart) €£ovc1odoTnon and v
Inventis.

Ou ypnoteg €xovv TNV OTOKAEWOTIKY €VOVVN Yy SvcAeltovpyieg mov
TPOKAAOVVTOL AO OKATAAANAN ¥pHON N A0 GLVINPNOT 1| EMICKEVES TOV
ekteléotniay amd tpito pépog kar oyt amd v INVENTIS S.r.l. 1 anod
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e&ovorodotnuévo kévtpo oépPig. H INVENTIS S.r.l. xou 1o kévipa oépPig
™me avorapfdvooy v gubovn yoo v amddoon kol v a&lomiotio. Tov
e£omMaoo0 povo av:

1. 0O)eg o1 GVVOEGELG, OL PLOUIGELG, Ol TPOTOTONCELS KOl Ol ETOKEVEG
EKTEAODVTOL OTOKAEIOTIKG OO TPOSOTIKO ££0VG1000TNHEVO amd
v Inventis,

2. M MAEKTPIKN TPOPOSOGin Kot 01 GUVOEGELS YEIOTG TOV GUGTHLLOTOG
GUULLOPOOVOVTAL LE TO. LOYVOVTO TPOTLTA Y10 TLG NAEKTPOIUTPIKES
GLOKEVEC.

MPOBAENOMENH XPHZH

To wrpoteyvoroyucd mpoidv Piccolo eivar axodpetpo. AKoOUETpO givar pa
ovokevn Tov Ponbd Tov ¥EPLOTH VO TPOGIIOPIcEL TNV KOVOTIKT evonsbnacio
00 0acbsvolg OSMUOVPYDVTOG Kol TOPEXOVINS oToV acfevry mymrikd
epeiCLOTA JLOPOPETIKAOV EWOMV KoL EVIACEDV Y10l SILYVOOTIKOVS GKOTOVG.

ENAEIZEIZ XPHZHZ KAI TEAIKOI XPHITEX

To Piccolo mpoopiletar yu ypnon and emoyyeipotieg vysiog QPA oe
voookopeia, khvikég QPA kot watpeic okooAoyiag, ot die&aymyn
afloloynoemv okong Kot v vroPfonfnon g ddyvoong mbavov
AKOOAOYIKAV dlatapay®dv. Agv VLRAPYEL TEPLOPWOUOG OTOV TANOLGUO
acBevdv 6Gov aeopd TN xpNon g cvokevng. Na dacpaiilete Tavta OTL
dlevepyeite OTOGKONNON TPV OO T YPNOT TNG GCVGKEVNG.

O1 eetdoelg avTég TPEMEL VO, EKTEAOVVTAL GE NoLYo TePIPaAlov ywo TV
OTOPLYN TAUCTAOV ATOTEAECUATOV.

KATAZTAZEIZ YTEIAZ

[Mabnoeig dwTapayng TG VOGO GING TOV GLCTAUATOS KOG 1
omoldNToTE TAONoN oTNV omoia Bempeitor 6TL TO GVOTNUA KOG
Stadpapatifel Kamolov pOAO WG TPOGS TN S1dyvmon.



MPO®YANAZEIZ

KéBe oofopo ooufav to omoio mpokOTTEL o€ GYEOH LE TH GVOKEVH
Oo. mpémer vo. avVapEPETAL GTOV KATACKEVO.OT KOL GTHV GpPUOOLa,

A apynN OV KPATOLS UEAODS OTO OTOL0 OLGUEVEL O YPHOTHS /KOl O
ac0evig.

[poxkeiévov va S10cQoloTEL 1) COGTN Kol AGOAAIG XPTON TOV OKOOUETPOUL,
Ba mpémel va mpovvtat ot akdAovBeg TPOoPLAGEELS.
Mpo@uUAGgeIg EYyKATAOTAONG KOl YEVIKEG TTPOPUAAEEIG

Befaiwbeite ot mhnpodviar o1 amoutodueves  ovvOnkegs
wEPIPAliovios Katd TN UETAPOPd, THV amobikevon Kkoi T

Agrrovpyia:

Ocpuorpooio: perald 15 °C (59 °F) kou 35 °C
(95 °F)

Aertovpyio, Zyenikn vypaoia: uetalo 30% kor 90% (ywpic

A COUTVKVWOT])

icon: perolov 700 hPa ko 1.060 hPa
Oceprorpooio: petold -10 °C (14 °F) ko1 50

Meragopa ka °C (122 °F)

amobnxevon Zyetun vypogio: uéy. 90% ywpic ooundrvwon
Iigon: uetaéd 500 hPa kou 1.060 hPa

Xpivos 1 Jemed

npobépuavons

To axoouetpo Piccolo dev d10béter mpoaraoio o€ mepintwon mov,
KOO T O10pKela. THG ypHong, ektelel oe evplexta avaioBntixd,
aépio. ) wopouoia rpoiovra. Kivovvog éxpnéng.

>

Amopdyete v eykatdotaony kai ypHon tov axoouetpov Piccolo
KOVTIG 0€ TNYES 10YOPAYV NHAEKTPOUOYVHTIKOYV TediwV, KOS
LTOPEL Vo, TPOoKOWEL TOPeUPorT] oTh Ae1Tovpyio THS CLOKEVHG.
Xpnowomoieite uovo ta. avBeviika apaipodueve. eCopTHioTa IO
wapéyovior amo v INVENTIS S.r.l, extoc eav vmapyet
OLOPOPETIKT] PpHTH 0onYyia.

> B



Xpnowomoieite UOVo UETOTYNUOTIOTEG TOV TPOOPILOVTaL Yio.
10Tpik0  eEOTAIOUO KoL EIVOL TIOTOTOINUEVOL OOUPMVO IE TO
rpororo IEC 60601-1, ue tig eéng mpodiaypopés:

Kopio uovado.: ovveyés pebua 6 V, 1,67 A
Elwtepixoc UETOTYNUOTIOTHG: SL POWER
MENB1010A0603F02

100-240 Vac 50/60 Hz 0,9-0,34 A (courepilopfaverar) mov
avrarokpiveral aro mpotoro IEC 60601-1

To axoduetpo Piccolo eivar  10Tpoteyvoloyikd  mpoiov.
Onoiaonmote dAAn elwtepikn ovoKEVY] OTHY OTOIO. CVLVOEETAL
(omwe vroloyiotig 1 ovokevy avomapaywyns CD) eviog g
«mepLoyng aolevoicy (omawg opiletar oto mpotvmo IEC 60601-1)
TPETEL ETIONG VO €IV 1OTPOTEYVOLOYIKO TPOIOV 1 TPETEL Va
TPOOTATEVETAL UECQ UETOCYNUATIOTH] OTOUOVWOONS, MOOTE VO,
0100QOALOTEL 0TI 0 TANPNS CVVOVLOCUOS (VIoLoYLoTHS 1 eEWwTEPIKn
ovoKeEDY + aKxodueTpo) avpuuoppaveror e o rpotoro IEC 60601 -
1.

>

To Piccolo umopei va ypnowonoinlei oc ovvovaouo ue
nrouovotikd Oaiopo yoo t oweloywyn eletdoewv vmo TG
pélniotes axovotikés ovvOnkes. Ilptv amd ) obvdeoh tov o€
nyouovatikd Oaiouo, eleylre 6tL 01 VTOOOYES VoL oVUPOTES uE
TG TPOOSLAYPaPES OV TPofAEmovTaL Yio. kalbe fooua.

Tia 1o Piccolo amoitodvion €101kéc mpopvid el 06ov apopd. thv
EMC ko1 n eyxatdoroon tov, kobwgs kot n Oéon tov oe ypion,
TPETEL vo. EKTEAODVTOL aOUpVa e Tig TAnpogopies wepi EMC mov
TOPEYOVTAL 0TO TEAOS TOV TAPOVTOS EYYELPIOIOD.

H ypnon popnrod xau krvyrod elomiouod emxorvaoviov pe RF
UTOPEL vo. emnpedoel T owath Agrtovpyio T ovokevns Piccolo.
Avorpélre otig wAnpopopies mepi EMC mov mopéyoviar aro téAog
TOV TAPOVTOG EYYEIPIOLOD.

> B P

To xadwdio uetooynuatiory kot w0 kolworo USB Oswpodvial o
Uéoo yio. ™V omoodVOEoH THG OVOKEDHS OXO THYV HASKIPIKN
POPOJoTia.

>

Mnv tomobeteite ) ovokevn oe Oéon any omoia eivor 0DoKOAN 1
OTOTOVOETH THG OO TV NAEKTPIKH TPOPOOOTia.
BaBuovounon

H fobuovounon Bo mpémer va exteleitor tovAdyiorov uio. popa
kafe 12 puives ko o€ KGbe AVTIKOTATTAON UETATPOTEN.



> B> B P

H pabuovounon tov axoductpov eivar Eykopn HOVO YIo. TOVG
UETATPOTEIC TOV TOPEYOVIOL UE TH OVOKEVY. 2E TEPITTWON
OVTIKOTOOTOOHS EVOS UETOTPOTER, TO OKOOUETPO TPETEL VO
Sobuovounbei ex véov.

H fobuovounon tov axoduetpov ivar Eykopn yio UETOTPOTEIS TOV
TOPEYOVTaL e TO OKOOUETPO, £V ovVOEOVTal amevbeiag e To
opyovo, ywpic v mopiuPoon KalwoiwV ETEKTOONS KOl YWPIG
O1élevon amo vrodoyés orov mivaka (Omws cvufaivel ovvnBwg
OTIC EYKATOOTAOELS Nyouovwtikwy Goiduwv). Eav o1 uetatponeic
oev ovvoéovtar amevbeiog oto axoouetpo, Bo. mpémel vo. ekteleiton
véa dradikaoio fabuovounong mpiv amwo T ypHomn Tov opyavo.

2e kabe mapabopo elétaong, otav emirélete un Pabuovounuévo
HETATPOTED, TO POVTIO THG WEPIOYNG «outputy Oa supaviletor ue
KOKKIVO ypaduo. Emimléov, dev Bo eivar dvvarn n amootors
epebhoudrv péow un fobuovounuévav uetatpomémy.

Adate Tpoooyn ato vTOJEKVVOUEVO dLdoThie. fobuovounons tov
axoouetpov. H ypnon tov opydvov uetd v nuepounvio. Anéng g
Pobuovounons umopei vo. Exel w¢g omotédeoua un aliomioreg
10y VATELG.

Yyieiviy

>

X
©
e 1)
Q

> B B

To drpo avTicddy TV EVIETWV 0KOVOTIKOV EIval uiog yprons. Mn
XPNOLUOTOLEITE TO [010 GKPO QDTIOD 0& O10POPETIKODS O0OEVELS.
ATmoppinTeTe TO GKPO ODTIOV UETC, TH XPIOH.

Amolvpaivete 1o HalIAaplKlo, TWV OKOVOTIKOV KEQAING UETOLD
TV 000svav, axolovboviag t dadikacio Tov TEPLYPOPETOL OTO
KEDAAAIO 3 «Xvvtipnon».

To aKOOUETPO UTTOPET VO, ONUIOVPYITEL TOVOVS GE EVTO.TH OVVHTIKA
emprofn ya tov aclevy. Ilpocéte 10100téps wate vo. pvbuicete
Y EVTAoH TOD TOVOD 6WaTd TPLy amo kabe e&étaon.

Orav ekteleite  axoouétpnon ue ™  ypnon  Poouotoeidwy
OKODOTIKV, UV ELGYETE KO O KOUIO TEPITTWOH UNV ETLYEIPEITE
VO, EKTEAECETE UETPNTELS XWPIC VO EYETE TOTOOETHOEL TO KATAALNAO
QPPOIES GKPO.

H owripnon e mponyoduevng évioons epebiouatos otav
orAaleTe oVLYVOTHTO, UETOTPOTEQ 1 TAEVPG OLEYEPONG UTOPEL

5




ovvnuikd vo, mpokaléoel emiPlofn onuota mov HETAdIOoVTal oTOV

acBevi.

Lo v avomopoywyn evog oHiaTog OIEYEPONS 10YVPOTEPOD ATO

100 dB HL, o yeipiotig mpémel mparo. vo. mothoel To kovumi «[110
A YWYHAO dB», to omoio evepyomoieital uovo 0tav 1 €viooy Tov

epebiouorog praver ta 100 dB HL.

AMNOPPIYH

Onwg 6Aeg 01 NAEKTPOVIKEG GUOKEVEG, TO OKOOUETPO GOG TEPLEYEL EEUPETIKA
UIKPEC TOGOTNTEG GLYKEKPWEVOV EMPAAPOV 0VCLDY, OT®G KASWO 1)
vdpapyvpog. Edav emitpomel M eloaymyn TETOIOV OLGIOV GTOV KOKAO
AToOPPIYNG GUVIO®V ATOPPLUUATOV, XOPIG TNV KATAAANAT TPOKATAPKTIKN
emelepyacia, ol ovoieg avTég pmopel vo Tpokarécovy {nud oto tepPdilov
Kot TNV vyeio. ZUVEn®S, 0o TO €EQPTNLOTA TOV OKOOUETPOV TPEMEL VO
ATOPPITTOVTAL YOPLOTAL.

Y10 téhog Tov KVKAOL (NG Tov, petapépete (| {ntiote va petaeepbel) o
Opyavo EKTOG yYpNoNG o€ [ dMuUoclo  gyKoTdotaor Owdbsong Kot
AVOKOKA®ONG OMOPPIUUATOV 1| ETOTPEYTE TO GTOV LETOTMOANTH YO VO
ayopdoete £va avtioTolyo vEo Opyavo.

O Jloy®PIGUOG KOTA TNV OmOKOUON TOV amopppudtev, Kabdg kot ot
emakolovBeg dladikaocieg emefepyaciag, OovaKLKA®ONG Kol amdppyng,
GUUPAALOVY GTNV KOTOOKELT VEMV GLOKEVMOV OO OVOKVKAMUEVE VAIKA,
meplopifovtag TIg apvnTIKEG EMATMOELG 610 TePIPdAiov Kot T dnuodcia
vyeio, TOL JOPOPETIKA B LTOPOVCAV VO TPOKOYOLV amd TNV AKOTOAANAN
andppy.

2ZYMMOP®Q3IH

To oaxoopetpo Piccolo etvar 1atpoteyvoroywkd mpoidv kortnyopiog Ila
ooppova pe to mapdptnua VII tov kovovicpod yio o 1TpoTe)VOAOY K
npoiovta (MDR) 2017/745/EE.

To cbotnpa Swyeipiong mowmrag g Inventis £xel motonombei and tov
KOp10 opyaviopd aforoyicsnv TUV 611 suppopedvetot pe to mpdTumo ISO
13485.

2YMBOAA =TIz ETIKETEZ

u Ovouao. kot S1e00vvon tov katacksvaoTi.



1>3 I >

2N
& M

Rx only

IP20

REF

COMPATIBLE
TRANSDUCERS

SN

Ipoeidomoinon: n ypRon OVTHG TG COOKEVHG OTOLTEL EIOIKES
Tpopvlalels.

o va. dioopolioete v aopaln ypnon, ovufovievbeite ta
OVLVOOEVTIKG, EYYPaPa.

To abufolo avto onpaivel 0Tt T0 TPOIOV KOADTTETOL ATO THY
oonyio. yia ta amofAnta niektpikod Kai  WAEKTPOVIKOD
elomhiouod (AHHE) 2012/19/EE. To mpoiov dev mpémel va.
ATOPPITTTETOL OG OTOLIVOUNTO, QOTIKG OTOPPIUUIOTa, OLAG Va
ovIAEYETAL YWPLOTC.

Avozpéére oo eyyepioo ypnong yia 0onyies

2vokev] ue epopuolousva uépn tomov B (IEC 60601-1).

Tpopodoaia peduartog DC

To mpoiov ovupoppmvetar e t0 Kavoviouo s Evpomaikng
Kowoétnrag yio ta  1azpoteyvoloyika  mpoiovio. (MDR)
2017/745/EE. Ilpoiov katnyopiag lla, opiBudg korvomoinuévoo
opyoviguod: 0123 (TUV SUD Product Service GmbH).

lozpoteyvoloyixo mpoiov

Ipoooyn: H opoomoviioki vouoBeoio emitpénet v wwlnon
aUTHG THG OVOKEVNHS WHOVO OO 10TPO 1] KOTOTLY EVIOING
AOEI000THUEVOD ETAYYELLLOTIO DYELOG.

Kwdwog IP (Ilpoorooio. omo esioydpnon): 1 oLOKELY O0TH
TPOOTATEDETAL OTO THV EICYWDPNOY OVIIKEEVWY UEYEBOVS >
12,5 mm, eva dev mPOTTOTEDETAL OTO TV EIGYWPHOTN VYPOV.

Ap16uog kozaloyov
Tunua oro omoio wapatifevrar o1 cvuforol uetoTporneic

O apiuos oepds s ovokevns omoteleitor amo 13

0APAPIOUNTIKODS YOPOKTHPES TOV DTOOEIKVDOVY TO UOVTELO, TO

ETOC KOTOOKEVHS Kol TOV apliuo oeIpdg. ZVYKEKPIUEVO, O

op10uog omoteleitar amwo To. ECHG TUNUOTOL.

- WWT01 5 YapaKTHpEeS: KwIKog mpoiovrog Inventis

- yopoxtipes 6 koi 7. ET10¢ KaTOOKELHS (Wy. 10 «12»
onuaiver 2012)

- yopoxtipes 8... 13: avéwv apiBuog
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KE®DAAAIO 2
EykardoTaon

Evé n eykatdotaon evog axoduetpov Piccolo givar por oyetikd omdn
Swdkocia, Bo wpénel vo avotedel oe GTOUO [LE TO ATOLTOVUEVE, TPOGOVT.
Ed&v 1 gykotdotoon dev mpaypatonombel 6motd, To cUGTNHO UTOPEl, KATA
™ XPNoN, Vo PPavicel TpoPANLATe AcQOAELS.

To ke@dAao avtd TEPLYPAPEL TN SLOIKAGI0 EYKATAGTAGNG TOV GUGTHLOTOG.

Aotnpriote 10 VAIKG OLOKEVOOIAG, OE TEPITTWON WOV, VI
OTOLOVONTOTE )0Y0, TO OKOOUETPO TPEMEL VO, OTOCTOAEL GTOV
ovurpoowno ) oty Inventis.

MPO®YAAZEIZ

Onwg kdBe GAAN NAEKTPIKN 1) NAEKTPOVIKT] GLGKELT, TO axodueTpo Piccolo

EKTEUTEL  MAEKTPOUAYyVNTIKA KkOpata. [lopdlo mov o1 EKTMOUTES TOL

Kopaivovtor eviog Tov opimwv mov opiloviol oTo wPOTLTA, GAAEG

NAEKTPOVIKEG GUGKEVEG GE KOVTIVI] OTOGTOOT| LUE TO OKOOUETPO EVOEXETOL VAL

EMNPENOTOVY, av givol WTépmg gvaichnteg oI MAEKTPOUOYVITIKEG

TapePPorEG.

Edv ovppet katt 1ét010, EAEYETE AMEVEPYOTOIOVTAG KOl EVEPYOTOIDVTOS TO

akoduetpo ko1 mpoomobnote  vo  efohelyete TG mopepforég

YPNOOTOLDVTOG LLiot 1} TEPIOTOTEPES OO TIG TUPOUKAT® AVGELS:

- 0AAOYN TOL TPOCAVOATOAMGHOV T/Kol TG BEomg TG GLOKEVLNG TOL
ennpedletar omd v mapepPoin

- OmOMAKPLVOT| TNG EMNPEACOUEVTIG GUGKEVTG OO TO OKOOUETPO

- obvdeon g ennpealdpevng cuokevng o€ TTpilo pevIOTOC 6 KOKAMMLA
Ol0POPETIKO amd TO KUKA®WUO OTO Omoio &ivol oLVOEdEUEVO  TO
OKOOUETPO"

- ovpuPovlievbeite TOV KATOOKELAGTN 1 KAMOWO KEVIPO GEPPLS, Yo
Bondeia.

ZYNAEZEIX

Ola ta onueio odvdeong yu agarpovpeva eEaptipata Ppickovior ctov
micw wivaka. H evomta avtq agopd 1o optlokd axodpetpo Piccolo. To
Piccolo Plus dev €xgt 6uvdeoo €16050V Ypopuns Yo EmTEPIKN TN 1)XOV.

9




To povtédo Basic dgv éyel emiong ovvoespo BC (yio dovnt ootévrg
ayoyng).

V=167 PAT. RESP. Bc R AL ACR  MADEINITALYN N
oc®  UsB

TALK S

o O

R4

Yuvdéote OAOVG TOVG HETATPOTEIS KAl TO APALPOVLEVO EEQPTHLOTA OTI
AVTIOTOLYEG VTLOJOYEG TOVG, OTMG VIOSEIKVIETOL GTOV TIVAIKOL TOV AKOAOLOEL:

Ymodoym Agarpovpuevo eEdpTnpa

Hlektpwry tpogodocia. Otav to Piccolo eivon
ov=_1e7A ovovdedepévo oe  Bopa USB  vmoAoyiot), dev
CACRC) ’

ypEBLETOL NAEKTPIKY| TPOPOSOGIa.

UsB ®0pa USB y1o 6Ovdeon otov vroAoylot

PAT. RESP. Kovuni amoxpiong acevoig

BC AovnTig 06TEVNG Oy ®YNS

AC-L Ap1otepd aKOVOTIKO KEPAANG/EVOETO KOVOTIKO
AC-R Ag&1o 0KoVOTIKO KEPOANG/EVOETO OKOVOTIKO
Ba\:,LEP; Mikpoomvo yeptot

Eéotepikny ypopp Yoo OMUANTIKY] OKOOUETPloL LE
eEmTepikn mNYN NYoL

LINE IN

Xpnoomoieite [OVO  UETOCYNUOTIOTES TOV  TPOOPILOVTaL YLa.
10p1K0  eCOTAMIOUO KO EIVOL  TLOTOTOINUEVOL GOUPWVO. UE TO
zpotomo IEC 60601-1.

Befoiwbeite ot n nlextpixi tpopodoaio. kai 01 6VVOECEIS YEIWTNS
OOUUOPPAVOVTOL UE TO. LOXDOVTIQ TPOTOTO, Y10, HAEKTPOIOTPIKES
ovokeveg. Kivovvog nlextporintios

Edv o axoduetpo Piccolo tpopodoteitor péow kaiwdiov USB, o1
uéyioreg tués (oe AC ka1 BC) eivar 10 dB youniotepes amo g
OVOUAOTTIKES TIUEG.

P BPP

1



H npdovn evdewtikny Avyvia LED kovtd oto copporo O vrodewvie 61t
TO OKOOWUETPO TPOPOSOTEITOL €ITE OO TOV UETACYNUOTIOT PELUOTOG €iTE
péom tov Kahmdiov USB tov vroloyioty.

H evdewctkry Avyvie LED kovtd oto ocvOufoiro O yrodewvost mv
KOTAOTAON EMKOWOVIOG HETOED TOV aKOOUETPOL Kot Tov vroloyioth: h
evdetikn Avyvio LED avafet pe mpdovo ov To 0KOOUETPO EMIKOIVOVEL LUE
PC.

2YNAEZH ZE YNOAOTIZTH

INo vo enttpomei 0 yePopds amd VITOAOYIoTH, TO 0KoOpUETPO Piccolo mpémet
va ouvdebel og pia and tig BOpec USB tov 1T0A0YIGTH YPNCILOTOIDVTOS TO
KaA®DS10 TOL TTapéyeTat (Tumikd Kokddo USB A/B).

Xpnoyomonjore T0 KOADOIO TOV TOPEYETOL VIO, VO. GOVOECETE TO
axoouetpo Piccolo ge pia omo g Ovpeg USB tov vmoioyioth

H ovvéeon sivar tomov plug-and-play, yopic vo omortovvior €dikd
TPOYPALLLLOTO 0OTYNONG YO TNV EYKATACTACN: Alyo AenTd Petd T ohvdeo,
T0 Agrtovpykd cvotnua avoyvopilel TG cvokevés kol epeavifetor To
axoiovfo ppvopo.

| (l Your device is ready to use
9 Device driver software installed successfully.

O yepopdc Tov akodpueTpov Piccolo pmopet va ekteAeiton omd vroloylot
YPNOOTOIDVTAG TO Aoywopukd Inventis Maestro: v weplocOTEPES
AETTONEPELEG OYETIKG pe TN ¥PNOM Kol TG SVVATOTNTEG TOL AOYICULIKOD
Maestro, Kot Yo TG €AIYIOTEG OMOITNOES GLOTNUOTOC, avaTpééte oTo
eyyeipiono yprnons tov Maestro.
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KE®AAAIO 3
2uvtipnon

To axoodpetpo Piccolo dev amortel kdmowo €101k TEPLOJIKY GLVTHPNON,
€KTOC NG Pabovopnong, Tmv eAEyxmv Kot Tov cuviOn kabapicpov, o omoia
O\ TEPLYPAPOVTAL OE AVTO TO KEPAAOLO.

H am6doon kot 1 ao@dreio Tov 0pydvou dtatnpodvol EpOcoV THPOovVTIL Ol
GLOTAGELG OGOV APOPE TN PPOVTISA KoL T1) GUVTINPNOT|, Ol OTTOIEG TAPEXOVTOL
G€ 0VTO TO KEPAANLO.

To Opyavo mpémel v QMEVEPYOTOLEITOL KAl VO OTOCLVOEETOL Omd TNV
NAeKTPIK Tpo@odocio. mpwv amd ™V Eévapén omowacdmote epyociog
kaBapiopoo.

A
A

H embecpnon ko1 n extéleon epyociav oépfic oto eowmTePIKa
eCoptiuota mpémer vo oavatifetal OmOKAEIOTIKG O€ TEYVIKOUG
eykerpiuévoog omd v INVENTIS S.r.l.

O uetatpomeis katookevaloviar ue ) ypnon  eCOIPETIKA
e00pOVOTWV OLOPPOYUATWY, TO. OTTOLO. UTOPEL VO, DTOGTOVV (Uil
o€ mepintwon mpockpovans. O yEIPIoUOS TOVS KATA TIS EPYATIES
OOVTHPNONG TPETEL VO, YIVETOL UE TPOTOYH.

MEPIOAIKOI EAEXOI

A
A

H diadikaoio mov mepiypdpetar o6 avty v EVOTNTO TPETEL VO
EKTEAEITOL KAONUEPIVA KOTA TNV TPADTH YXPHON TOV OPYEVOD.

O1 0OKIUES TPETEL VO, TPAYUATOTOIODVTIOL UE TO OKOOUETPO OTH
Oéan eyraraoroons Tov.

IIpwv gvepyomomoete 10 Opyovo, EAEYETE OTL OEV LITAPYOVV OPATEG
evdeifelg  (nuag  oe  Kovéva  HEPOG  TNG  OLGKELTG,
GUUTEPILAUPOVOUEVOV TV APAPOVUEVEOV EEQPTIHATOV KAl TNG
eEoTepunc nhektpikng Tpoodociog. Ipaypatomomote SmAd
OTTIKO €AEYYO TNG OKEPUOTNTAG TNG UOVOONG TV KAA®IiV
pELILOTOG KOt TV PuoUdTev, Kot emaAnfevote 0TL dev ektiBevTal oe
Kavevog €1000g pnyovikd @optio mov Ba propodoe va TPOKAAESEL
Onué. ErainBedote 611 OAa ta e€aptripnota Kot ta kaAddio etval
omGTA GLVOEDEUEVQL.
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EMéy&te mpocmmikd 6Tl 1 €£000G ay®@YOTNTAG 0EPO. KO OGTIKNG
AYOYOTNTAG €ivol ion kot oTo 600 KovOAl KOl G OAEG TIG
GLYVOTNTES, KOl Yo va Yivel avutd epappolovratl 101 15 dB ta omoia
EMAPKOVY Y10, TNV 0KkpOacT. To GTopo Tov dlevePyel BLTOVG TOVG
eAEyyovg Ba mpEmEL vaL EYEL KAAT] OKOT|

EMéy&re 011 og eminedo 60 dB oe AC kot 40 dB oe BC dev vrdpyet
mapapdpewon, 86pvPog 1 onuata Tapacttikd, ce kapio ond Tig
GLYVOTNTES

EMéyEte O0TL 0 dwakomng omdkpiong acBevovg kot ot evdeiEelg
Agrtovpyohv cOoTA

EMéyEte TIC €10000VG OMANTIKNG OKOOUETPLOG, OlEVEPYDVTOS
e&étoom opuog pe kaBe elcodo opiiog

EMéy&te v mieon ¢ KOPOELNG TOV OKOVOTIKAV KOl TOV dOVNTH
00TEWVNG AYOYNG

EMéy&te v emicovevio pe Tov aobevn

Edv  omoiodnmore  uépog tov  upetarpoméa  Exel  KAmola
ovolertovpyia, ovufovievbeite 10 Kepdlaio «Avuuetwmion
TpoPANUGTOI Y.

EMéyyete mavta 0Tt dev €xet mopéABetl to drdotnpa Pabrovounong: n Anén
TOV SLOGTNHATOG VTOSEIKVIETAL EXAV® APIOTEPE 0TO Aoylokd Maestro.

A

H paluovounon mpémer va avariBetor o€ te)viKoDS EYKEKPIUEVODS
omo v INVENTIS S.r.l. H epyooio Oo mpémer vo, exteleitol
ovAdyiotov uio. popa kdbe 12 unpves kar o kGOe aVIIKATAOTAON
UETATPOTE QL.

ZYNTHPHZH TQN METATPOIMNEQN

My  ypnoworoigite vypd 1 ompél yiow TOv KAOOPIoUO TOD
OKOOUETPOD.

Mnv aVETE VO GLGGMOPEVETAL GKOVN TAV® GTOVS PETOTponels. EmmAéov:

- Ta po&hapdxio TV 0KOVOTIKGOV KEPAANG EIVOL KATOOKEVAGUEVO OO
Brocvpfotd vAKS, oAl dev Elvorl OTOGTEPOUEVA: Y10 VO, ATOTPEYETE TN
petddoon AodEemv kol vo dc@aricete ) Procvuforotnta Tov
VAoV, kdbe Qopd mov mpdKeTol Vo ypnoiponomBodv and Evav véo
acBevn mpémnet va kabopilete To AKOVOTIKA e
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o yw pa&hopakio DD45/TDH-39, pavimAdxt n movi amd
UIKPOTVEG EUTOTICUEVO LLE LETOVCLOUEVT] OAKOOAN

o yw 6lo ta A0 pa&AOPAKLN: VTOUAAEPYIKO OTOAVLOVTIKO,
aK0AoVODVTOG TIG 0d1YiEG TOV KOTOCKELOGTY.

- Ta dxpo avtod TV £vOETOV AKOVOTIKOV Tpoopilovtat va ecayfovv
GTOV 0KOVOTIKO TTOpOo Tov 0oBevoug. Katackevdlovtar amd frocvpfatd
VAKO kot givar piog ypnong ypnowomoleite poévo pio @opd kot
ATOPPINTETE GOUPMOVO LLE TOVG IGYVOVTEG KAVOVIGHLOVS Y10l TNV VYELR Kot
™V acedAeln

To dxpa ovtiod dev eivar amooteipowuevo. H  yprion un
OTOGTELPWUEVDV OKOVOTIKWDV UTOPEL VO, TPOKALETEL WITITIOES.

O dovnuig o0Tévng aywyng kot to UaIlopaKio. OKODOTIKWY
umwopodv va. kabopiloviar exavatopfovoueva, Onws TEPLypoPeETaL
OTIYV TOPOYPOPO «ZVVINPHON TV UETOTPOTEWVY. L€ TEPITTWON
ovolertovpyiog HETG amb epyacia KaBopiouov, EXKOIVWVHOTE UE
evay teyviko oépPic e Inventis.

Hopoio mov o dovnrig ootévng aywyng kai ta polilopaxio
OKOVOTIKWV  umopodv va. kabopiloviar emavoloufoviueva,
eléyyete mAVIO. 0TI OLOTHPOVVIOL TO, YOPOKTHPIOTIKG KOL 1]
OKEPALOTNTA TOVG. LG TPOG AVTO, GPKEL VO EKTEAEITE TOVS EAEYYOVG
OV  TEPLYPLYOVIOL oty Topdypapo «llepiodikoi  Eleyyoin.
Auéowg uoiic evrorioete kamoio. fLAfn, emikovwviote e évav
TeYVIKO GEPPIS TG Inventis yia va O10TIOTMOOETE AV O UETATPOTEAS
00¢ TPETEL VO AVTIKOTOOTOOEL.

Tia vo. amopiyete v mpokinon {Muics oto aKOLOTIKG KEPOANG
DD45/TDH39, unv ta mélete move o€ emineon emipavelo, kodwg
umwopel vo. onurovpynbei kevo kor vo mpoxinbel {quia otov
uetatpoméa (parvouevo Peviovlog).

> B B P

KAGAPIZMOZ TOY OPFANOY

Mo vo anotpéyete T GLGGMOPEVGN OKOVNG GTO OpYnvo, ToTobeTeite TavTOL
£VOL TPOGTATEVTIKO KAAVUULO OTAV OEV YpNoLonoleite Tov avaivt. Emiong,
BeParwbeite 6T KaBapilete TAKTIKE TN CKOVI] TOV GCLGCOPEVETOL KATW® OO
T0 OpYyOaVO.
Mmnopeite va kaBopilete OAa TO eE0PTAILOTA TOV OVOPEPOVTOAL GUYKEKPLEVOL
OTNV TPONYOVUEVT EVOTNTA, YPNOLOTOIOVIONG EVOL HOAOKO TTOVE TOL Ogv
APNVEL XVOLOL, VYPOUEVO LE dAVLO amd vEPO KOl TTLO OTOPPLTTOVTIKG. [
Adyovg vylewng, vyphvere to mavi pe vnepoeidio Tov vOpoydvov oe
ovykévipwon 3%. Empénovior ot moAlamiol koBopiopol g cvokevng
x®pig va vroPabuiletor  facikn) aocedrela 1 ot enddoels. EAEyyetot mhvta
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OTL JLOTNPOVVTOL TAL YOPOUKTNPIOTIKA KoL 1] OKEPALOTNTO TNG GLOKEVTNG. Qg
TPOG OVTO, OPKEL VO EKTEAEITE TOVG EAEYYOVG TOL TEPLYPAPOVTOL GTNV
napdypapo «Ileplodikoi Ereyyon. Apéomg LOMG eviomicete Kamota AN,
EMKOWOVNOTE L Evay TeXViKd aépPig g Inventis yia va S1amcTOCETE OV
Kamoto e£apTHATA TPETEL VOL AVTIKOTOOTAOOVV.

ANTIKATAZTAZIMA EEAPTHMATA

O1 LETUTPOTEIG KO TO, APAPOVUEVA PEPT] HTOPOVV VO 0TOCGVVIEDOVV OTTd T
ovokevr. Edv mpokdyel kdmowo eAdttoe GE 0TO100NTOTE ad oVTh TO.
TPOTOVTa, TPEMEL VAL OTMEVEPYOTOICETE TO OKOOLETPO, VO, TO OTOLUOVMDGETE
amd TNV NAEKTPIKN TPOPOJOGIO. KOl GTN) CUVEXEWN VO OTOGLVOECETE TO
EAATTOUATIKO GTOLYEIO amTd TN GLOKELT.

Olo. ta  apaipodueve,  eCoptiuoTa 00  OKOOUETPOD  EYOVV

é OYeOLQOTEL EIOIKG. Ylo. XPHON UE TH OVOKEVY. 2T0 aKooueTpo Ho
TPETEL VO GOVOEOVTOL UOVO ECOPTHUATO. TOV TOPEYOVTIOL OTTO THV
Inventis.

ENIZKEYEZ KAI TEXNIKH BOHOEIA

[pw emkowvmvioete pe o TuUa 6€pPLs, PeParwbeite 6Tt Exete dokpdoet
TG mbavéc Adoelg mov avagépoviar oto Kepdiawo «Avnuerwmion
TpoPAnUATOVY.

Oha To EQPTALOATO TTOV EMGTPEPOVTOL GTOV KOTOOKEVOGTN Y10, EMICKELT] KoL
oépPig mpénel va Egovv kabaplotel kat amoivpavOei. Ov petatponeic Oa
npénel vo, copayilovtat og dapavi 6GKo.

INuavtiko: v o Opyovo TPEMEL VO OTOCTOAEL 0TO TUNUA GEPPLS TNg
Inventis v vo emotpagel otov avimpoéocwno, PePoiwdeite 611 Oo
ypnoonombel N apykn cvokevacio kol 6Tt Bo meprhapupfdvovtor Ao To
APOIPOVUEVO EEQPTNUATO KO O1 LETATPOTEIC.
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KE®AAAIO

4

AvTIeTWTTION TTPOBANMATWYV

péprnpa

MOavi) mrtia

Adon

Amovcia ofjpotog
omd LETATPOTEN

O petatponéog dev
glvat ocvvdedepévog
o 6ot €060

YVVOEGTE TOV LETOTPOTED,
ot oot ££060

O petatpoméag £xet
vrootetl {nud

Emuwcowamvnorte pe tov
Tpoundevti| 1 TOV TAPOYO
VINPECIDOV GOG

Amovcia ofpotog
amnd 1o Kovumi
amOKPIoNG
acBevoic, otav
10 TATATE

Yvvdéote 10 Kovumi

E{?\(/PSO::};HSVT] amoKplong aclevoig ot
N o®OoTN LITOdoyN

To oot Emwowaovnote pe tov

ATOKPIONG

aoBevoig €xet
vrootel {nud

npoundevth N TOV TAPOYO
VANPECIOV COG

Agv givar duvom
1 obvdeon
HETOED
VTOAOYIGTN KoL
OKOOUETPOL

EXéyEre T oOvdeon USB

[IpoPAquata pe ; ;

ovvdeon USB petago 0pYEVOD Kol
VIOAOYIOTH

To ariswo USB AMGETE TO Koddd10 USB

€xervmootel {nuid

(tomucd karddo USB A/B)

Mn avapevopeva
ATOTEAEGLOTOL
eketdoemv

H Babpovéunon
énée

Exteléote fabpovounon tov
OKOOUETPOL

EcpaAipévog tomog
EMAEYILEVOV
petatponéa AC
(aKovoTIKA
KEPOAG N
OKOVGTIKA)

Tpomomowmote v mAoyn
TOV TPEYOVTOG LETATPOTEN
AC, amd 10 Aoyopiko 1| v
epappoyn Maestro
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péprnpa MOavi) mrtia Adon

Enwowwovnote pe v

Agv givar duvam Aev elvan . apPOSIOL TEXVIKN VTINPEGTQL
n npdoPacmn o€ ;VZ@;O::“E & v vo AdPete ddeto,
e&étoon 8gém g " ol apéyovtag tov apipod

oEPAg TG CUOKELTG

Otav 10 OKOOUETPO  YPHOWOTOLEITAL  OE  OVVOVOOUO  LE

ﬁ nyouovatiko Gélouo, EAEYETE 6T 01 GLVOECELS TOGO GTO ECMTEPIKO
70V Badduov 600 Kkat wetalt v Baldpov Kol Tov 0pyavov, eival
OWOTES KO ATPALELS.
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Annex A

Technical Specifications

APPLICABLE STANDARDS

Performance Piccolo Basic
IEC 60645-1 / ANSI S3.6 type 4

Piccolo Plus
IEC 60645-1 / ANSI S3.6 type 3

Piccolo Speech
IEC 60645-1/ ANSI S3.6 type 3B

Calibration
AC: ISO 389-1, ISO 389-2
BC: 1SO 389-3
Electrical safety IEC 60601-1 Class I, Type B
Electromagnetic compatibility IEC 60601-1-2
Enclosures IEC 60601-1 IP20
Operation mode Continuous

CE CERTIFICATE

MDR 2017/745/EU Classification | Class lla

Classification rule 10
(Annex V111, 2017/745)

TUV SUD Product Service GmbH

Notified body Ridlerstrasse 65
D-80339 Miinchen, Germany
Notified body number 0123

AVAILABLE TESTS

Basic Plus Speech
Pure tone audiometry . o .
Auto-threshold . . .
Speech audiometry - - .
QuickSIN™ - - opt.
Master Hearing Aid - - .




AVAILABLE SIGNALS

Type Basic Plus Speech
Pure tone . . .
Warble tone . . .
2 external inputs for speech audiometry - - .
MIC input for live speech audiometry - - .
Narrow-band noise (NBN) . . .
White noise (WN) - - .
Speech noise (SN) - - .
SIGNALS SPECIFICATIONS
Attenuators step 1,3,5dB
Presentation mode Continuous
Pulsed, with rate of 0.5, 1 or 2 Hz
Frequency accuracy 0,1%
Intensity accurac +3 dB between 125 Hz and 4 kHz
y y +5 dB above 4 kHz
Total Harmonic AC: less than 2,5 %
Distortion (THD) BC: less than 5,5 %
Frequency of the modulating signal: 5 Hz
Warble tone Modulation waveform: sine wave
Modulation range: £12%
Band: Y2 octave, i.e.:
NBN - lower cut-off frequency fi=f/1.1892
- upper cut-off frequency fu=1f-1.1892
where f is the centre frequency
WN Lower cut-off frequency: 100 Hz
Upper cut-off frequency: 24 kHz
SN As specified in IEC 60645-2 §13
External signals EXT1 and EXT2 input: max 3 Vrms
AVAILABLE OUTPUTS
Output Basic Plus Speech
Air conduction (TDH-39, DD45 or DD65 . . .
headphones)
Air conduction (ER-3, IP30 or ER-5 insert . R .
earphones)
Bone conduction (B-71 bone vibrator) - . .




PURE AND WARBLE TONE
AVAILABLE FREQUENCIES AND MAXIMUM INTENSITES
AC AC
Freq. TDH39 AC ER-3 AC BC
¢ | bos | B o | ERS | B
(dB HL) ( ) (dB HL) ( ) ( )
125 80 80 90 90 -
250 100 95 105 100 45
500 110 110 110 110 65
750 115 110 115 120 70
1.000 120 110 120 120 75
1.500 120 110 120 120 80
2.000 120 110 120 115 80
3.000 120 110 120 115 75
4.000 120 110 110 110 75
6.000 105 95 95 100 55
8.000 95 90 90 90 50

(*) Levels refer to device powered by mains power adapter. In case of device powered by

USB, maximum levels decrease by 10 dB.

SPEECH AUDIOMETRY
MAXIMUM INTENSITIES

AC AC AC AC BC
TDH39 ER-3
oris DD65 a8 ER-5 B71
@B (dB HL) @B L) (dB HL) (dB HL)
100 90 100 100 55

(*) Levels refer to device powered by mains power adapter. In case of device powered by

USB, maximum levels decrease by 10 dB.

EXTERNAL SIGNALS LEVEL INDICATOR
(only for Speech model)

Type of indicator VU-meter
Dynamic range +3..-20dB
Input Voltage at 0 dB 1.5Vrms

Speed of the volume following

Increase: 60 dB/s
Decrease: 60 dB/s




MASKING
AVAILABLE FREQUENCIES AND MAXIMUM INTENSITES
AC AC
Freq. TDH39 D?)%S ER-3 EAI‘?(-:S
(Hz) DD45 (dB EM) 1P30 (dB EM)
(dB EM) (dB EM)

125 60 55 70 65
250 80 75 85 85
500 95 90 95 95
750 100 90 100 100
1.000 105 95 105 100
1.500 105 95 105 100
2.000 105 95 105 100
3.000 105 95 105 100
4.000 105 95 100 100
6.000 100 85 90 95
8.000 90 85 80 80
WN 90 80 80 80
SN 90 75 80 80

(*) Levels refer to device powered by mains power adapter. In case of device powered by
USB, maximum levels decrease by 10 dB.

ACOUSTICAL SAFETY OF THE DEVICE

Alert condition Tone intensity higher than 100 dB HL (IEC 60645-1, §5.2)

1) The operator has to press “Higher dB” button to increase
Safety measures in the intensity over 100 dB HL
alert condition 2) Warning on the display

3) “Normally on” function disabled

COMPATIBLE TRANSDUCERS

Type Manufacturer Model
Supra-aural headphones Telephonics Corp. TDH39
Supra-aural headphones Radioear Corp. DD45
Circum-aural headphones Radioear Corp. DD65
Insert earphones Etymotic Research Inc. ER-3
Insert earphones Etymotic Research Inc. ER-5
Insert earphones Radioear Corp. 1P30
Bone vibrator Radioear Corp. B71




PATIENT — OPERATOR COMMUNICATION

Basic Plus Speech
Talk-over through external . . .
microphone (not included)
Patient response trigger . . .

AUDIOMETER CONTROL

Required Software

Inventis Maestro

Communication protocol

USB 1.1

PC communication requirements

USB 2.0 port minimum

MECHANICS

Size (LxDxH) 160 x 160 x 35 mm /6.3 x 6.3 x 1.2 in
Weight (device only) 300g/10.6 0z

SOCKETS ON THE REAR PANEL
Description Type Connector
Power supply In DC plug 2.5 mm
L and R headphones Out 2 audio jack, 1/4” mono
Bone vibrator (not in Piccolo Basic) Out Audio jack, 1/4” mono
Patient response trigger In Audio jack, 1/4” mono
External microphone for talk-over In Audio jack, 3.5 mm mono
USB In-Out | USB type B
Only on Piccolo Speech
LINE IN In Audio jack, 3.5 mm stereo

SPECS OF INPUT FACILITIES

Input

Electrical property

Power supply

Internal pin +6V, external pin OV

Patient response

Switches 3V to logical input (switch current: 10mA)

Sensitivity: 3mV at max volume and 0Vu Impedance:

LINE IN. 10K Q
Freq. response: 75-12000Hz +/- 3dB
Electret or 200 Q dynamic microphone
. Impedance: 47KQ
Microphone

Freq. response: 100-12KHz +/- 3dB
Electret Bias: 2.2V trough 2.2KQ




SPECS OF OUTPUT FACILITIES
Output Available Voltage Nominal Impedance
L and R phones 8Vpp 10Q
Bone vibrator 8Vpp 10Q
SOUND ATTENUATION VALUES
* ER-3
Frequency ng 43;%*; ) DD65 ER-5
IP30
[Hz] [dB] [dB] [dB]
125 3.0 8.3 335
250 5.0 155 34.5
500 7.0 26.1 345
750 - - -
1000 15.0 324 35
1500 - - -
2000 26.0 43.6 33
3000 - - -
4000 32.0 43.8 39.5
6000 - - -
8000 24.0 45.6 435

(*) With MX41\AR or PN 51 cushions

REFERENCE EQUIVALENT THRESHOLD LEVELS

TDH 39 DD45 DD65 ?533 ER-5 B71*
Ref. 1SO 389-1 | 1 Vendor | P | .
std. (ég'\"g)' (ASI\?S?E;%.G) szceicf:‘c'at' (Asr\?sfz%.e) (B2 (Asn%f'i%.%
Freq. dB dB dB dB dB dB
[HZ] [re 20pPa] [re 20pPa] [re 20pPa] [re 20pPa] [re 20pPa]] [re 1uN]
125 45 47.5 30.5 26 26 -
250 25.5 27 17.0 14 14 67
500 115 13 8.0 55 55 58
750 7.5(8) 6.5 55 2 2 485
1000 7 6 4.5 0 0 42.5
1500 6.5 8 25 2 2 36.5
2000 9 8 25 3 3 31
3000 10 8 2.0 35 35 30
4000 9.5 9 9.5 55 55 355
6000 155 20.5 21.0 2 2 40
8000 13 12 21.0 0 0 40

(*) Calibration of bone vibrator (B71) refers to the placement on the mastoid.



Annex B

Electromagnetic compatibility

Piccolo has been thoroughly tested and respects the limits for electro-medical devices
specified by IEC 60601-1-2 standards. These limits ensure reasonable protection against
hazardous interference in typical medical installations.

The instrument generates, uses and radiates radio frequency energy. If not installed and
used according to the instructions in this manual, it may interfere with other nearby
devices. No guarantee is given that interference will not occur under certain conditions.

This instrument is suitable for use in professional healthcare facility environment, i.e. in
hospital environments, except for near active HF surgical equipment and RF shielded
rooms of systems for magnetic resonance imaging, where the intensity of electromagnetic
disturbance is high.

If such use is necessary, this instrument and the other equipment should

f Piccolo should not be used adjacent to or stacked with other equipment.
be observed to verify that they are operating normally.

The existence of electromagnetic interference can be verified easily by switching the
instrument off and back on again. If it is proven that the device is indeed interfering with
other devices, try to solve the problem by adopting one of the following solutions:

- change the orientation and/or position of the affected device;

- move the two devices further away from each other;

- contact the manufacturer or authorised service organisation for further
assistance.

List of cables, transducers and accessories

Cables, transducers and accessories with which Inventis claims the compliance with the
IEC 60601-1-2 standard are those ones supplied with the device, in particular the
followings:

1) 6Vdc Medical Grade mains power adapter

2) Power supply cable (maximum length: 1.8 m)

3) TDH39, DD45 and DD65 transducers with 2 m double signal shielded cable
4) Insert earphone: ER-3 (Etymotic) or IP30 (RadioEar)

5) Bone vibrator B-71 transducer with 2m shielded signal cable



6) Patient response switch (manufactured by Inventis) with 2 m shielded cable
7) Talk over microphone with 2m shielded cable

8) Stereo cable 3.5mm plug to 3.5mm plug, 1.8m, shielded

9) USB cable, shielded, maximum length: 2 m

The use of accessories, transducers and cables other than those specified,
except for transducers and cables sold by the manufacturer as spare parts

A for internal components, may result in increased emissions or decreased
immunity of the device.

Portable RF communications equipment (including peripherals such as
antenna cables and external antennas) should be used no closer than 30

A cm (12 inches) to any part of Piccolo, including cables specified by the
manufacturer. Otherwise, degradation of the performance of this
equipment could result.

Anyone connecting additional equipment is responsible for making sure the system
complies with the IEC 60601-1-2 standard.

The instrument does not have any ESSENTIAL PERFORMANCE as per the IEC 60601
1 standard.

Note: All necessary instruction for maintaining compliance with regard to electromagnetic
compatibility can be found in the maintenance section in this manual. No further steps are
required.

Guidance and manufacturer’s declaration — electromagnetic emissions
Piccolo is intended for use in the electromagnetic environment specified below. The customer or
the user of Piccolo should assure that it is used in such an environment.

Emissions test Compliance Electromagnetic environment-guidance

Piccolo uses RF energy only for its internal

RF emissions Groun 1 function. Therefore, its RF emissions are very

CISPR11 P low and not likely to cause any interference in
nearby electronic equipment.

RF emissions Class B

CISPR1L Piccolo is suitable for use in professional

Harmonic emissions Class A healthcare facility environment and directly

IEC 61000-3-2 .

- connected to the public low-voltage power

Voltage fluctuations / supply network

flickers emissions Complies '

IEC 61000-3-3




Guidance and manufacturer’s declaration — electromagnetic immunity

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

Immunity Test

IEC 60601
test level

Compliance Level

Electromagnetic
Environment
Guidance

Electrostatic
discharge (ESD)

IEC 61000-4-2

+ 8 kV contact

+2kV,x4kV,
+8kV, £ 15 kV air

+ 8 kV contact @

+2kV, £4kV,
+8kV, £15kV air
®

Floors should be wood,
concrete or ceramic
tile. If floors are
covered with synthetic
material, the relative
humidity should be at
least 30%

Electrical fast +2kV f_or power +2kV f_or power Mains power quality
- supply lines supply lines should be that of a
transient / burst h
. . professional healthcare
IEC 61000-4-4 +1kV for input / +1kV for input / facility environment.
output lines output lines
+ 1 kV differential + 1 kV differential Mains power quality
Surge mode mode should be that of a
IEC 61000-4-5 professional healthcare
+2 kV common +2 kV common facility environment.
mode mode
<5% U@ <5% U@ Mains power quality
(> 95% dip in Ur) (> 95% dip in Ur) for | should be that of a
for 0,5 cycle. 0,5 cycle. professional healthcare
. facility environment. If
Voltage dips, short 40% U+ 40% U+

interruptions and
voltage variations on
power supply input
lines

IEC 61000-4-11

(60% dip in U7) for 5
cycles.

70% Ut
(30% dip in Uy) for
25 cycles.

<5% Ut
(> 95% dip in Ur)
for5s.

(60% dip in Ur) for 5
cycles.

70% Ut
(30% dip in U7) for
25 cycles.

<5% Ur
(> 95% dip in Ur) for
5s.

the user of Piccolo
requires continued
operation during power
mains interruptions, it
is recommended that
Piccolo be powered
from an uninterruptible
power supply or a
battery.

Power frequency
(50/60 Hz) magnetic
field

IEC 61000-4-8

30 A/m

30 A/m

Magnetic fields at
power frequencies
must correspond to the
levels typical of
professional healthcare
facilities.

Note:

@ A lock or reboot of the device with no permanent damage is acceptable

@ U is the a.c. main voltage prior to application of the test level.




Guidance and manufacturer’s declaration — electromagnetic immunity

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

Immunity Test

IEC 60601 Test

Compliance Level

Electromagnetic

Level environment — Guidance
3Vrms 3Vrms
Conducted RF 0.15 — 80 MHz 0.15 — 80 MHz
6 Vrms 6 Vrms
IEC 61000-4-6 in ISM bands between | in ISM bands between
0.15 - 80 MHz 0.15 - 80 MHz .
Portable and mobile RF
Radieted RF 3Vim 3Vim communications equipment
IEC 61000-4-3 80 Mhz - 2,7 Ghz 80 Mhzto 2,7 Ghz | Should be used no closer
than 30cm (12 inches) to
9Vim 9Vim any part of Piccolo,
including cables specified
704-787 MHz 704-787 MHz by the manufacturer.
5100 — 5800 MHz 5100 — 5800 MHz
Radiated RF i ;
>7Vim 7 vim Field strengths from fixed
(from RF Wireless RF transmitters, as
communication 380 - 390 Mh 380 - 390 Mh determined by an
equipment) B z ) z electromagnetic site
auip 28 Vim 28Vim survey®, should be less than
IEC 61000-4-3 the compliance level in each
®
430 - 470 Mhz 430 - 470 Mhz frequency range. .
800 - 960 Mhz 800 - 960 Mhz Interference may occur in

1700 - 1990 Mhz
2400 - 2570 Mhz

1700 - 1990 Mhz
2400 - 2570 Mhz

Proximity Fields
IEC 61000-4-39

8A/m
30KHz CW

65 A/m
134.2KHz
Pulse Mod 2.1KHz

7.5 A/m
13.56MHz
Pulse Mod 50KHz

8A/m
30KHz CW

65 A/m
134.2KHz
Pulse Mod 2.1KHz

7.5 A/m
13.56MHz
Pulse Mod 50KHz

the vicinity of equipment
marked with the following
symbol:

()

Note: At 80 MHz and 800 MHz, the higher frequency range applies.

Note: These guidelines may not apply in all situations. Electromagnetic propagation is affected by
absorption and reflection from structures, objects and people.

Note:

@ Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless)
telephones and land mobile, amateur radio, AM and FM radio broadcast and TV broadcast cannot
be predicted theoretically with accuracy. To assess the electromagnetic environment due to fixed
RF transmitters, an electromagnetic site survey should be considered. If measured field strength
in the location Triangle is used in exceeds the applicable RF compliance level above, Triangle
should be observed to verify its normal operation. If abnormal performance is observed,
additional measures may be necessary, such as re-orienting or relocating Triangle.

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

10




Guidance and manufacturer’s declaration — electromagnetic immunity

Function to verify for freedom from Acceptance pass/fail criteria
unacceptable risk
Sound generation operating correctly No sound from transducers exceeding 80dBHL;
a lock or reboot of the device is acceptable

11
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dispositivo. Preste especial atengdo ao Capitulo 1 ("Seguranca:

j Leia este manual cuidadosamente antes da utilizacdo do
avisos e informacGes™) e ao Capitulo 2 (“Instalagao").

é As inspec@es e reparagdes internas devem ser realizadas apenas
por pessoal autorizado.

Copyright: A INVENTIS S.r.l tem os direitos de autor deste manual. Nao
pode ser copiado, reproduzido ou alterado, no todo ou em qualquer parte, sem
a autorizacao especifica por escrito da INVENTIS S.r.l..

Inventis ® é uma marca comercial da INVENTIS S.r.1.

QuickSIN™ ¢ protegido por direitos de autor pela Etymotic Research Inc. e
licenciado para a INVENTIS S.r.l., 2013.
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Preambulo

Obrigado por ter adquirido um dispositivo de audiologia Inventis.

Vantajosamente portatil e ligeiro, o audidometro Piccolo é um dispositivo
portéatil potente e versétil, ideal para profissionais em movimento.

A empresa Inventis considerou sempre a utilizacdo dos seus dispositivos em
conjunto com os computadores um fator de importancia fundamental. Com a
instalacdo do pacote de software Maestro, disponivel com ou sem base de
dados proprietario ou como um modulo Noah, qualquer dispositivo de
audiologia Inventis pode ser conectado a um computador e todos 0s exames
efetuados serdo arquivados na prdpria base de dados do utilizador.

Recordar-se também que a Inventis desenvolveu uma linha completa de
dispositivos de audiologia: além dos audiémetros, a linha de produtos da
empresa inclui uma gama de analisadores do ouvido médio, dispositivos de
ajuste para correcdo auditiva REM e HIT, um otoscépio video sem fios e
muito mais.

Para mais informagdes e relatar quaisquer tipos de problemas, contactar a
empresa em:

QD inventis

INVENTIS S.r.l.

Corso Stati Uniti, 1/3

35127 Padova, Italia

Tel.: 049.8962844 — Fax: 049,8966343
www.Inventis.it info@Inventis.it
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CAPITULO 1

Seguranca: avisos e informagoes

MANUAL DO OPERADOR

Leia este manual completamente, para que todos os recursos oferecidos pelo
instrumento possam ser utilizados em todo o seu potencial. Em particular,
certifique-se de ler este capitulo na integra, pois contém informacges e avisos
de importancia fundamental para garantir a utilizacdo segura e correta do
dispositivo.

O simbolo de aviso de seguranca ilustrado infra é utilizado neste manual para
chamar a atencdo do leitor para informagdes de particular importancia em
questdes de seguranga e para Se proteger contra a sua utilizacéo incorreta.

A

RESPONSABILIDADES DO OPERADOR

O audiometro Piccolo garante um funcionamento eficiente e confiavel apenas
se utilizado de acordo com as instrugdes e procedimentos fornecidos neste
manual.

Se o instrumento apresentar alguma anomalia ou necessita de reparacdao,
desligue-o da alimentacdo e ndo o utilize novamente até que a reparagéo e a
manutenc¢do necessérias tenham sido concluidas. As pegas defeituosas e com
mau funcionamento devem ser substituidas apenas por pegas originais
fornecidas pela INVENTIS S.r.l.. Todas as reparacdes devem ser realizadas
exclusivamente pela Inventis ou por pessoal autorizado pela Inventis.
Nenhuma parte do dispositivo pode ser modificada ou substituida sem a
autorizacdo prévia por escrito da Inventis.

Os utilizadores sdo inteiramente responsaveis por quaisquer maus
funcionamentos causados por uma utilizagéo inadequada ou por operacfes de
manutencdo ou reparacdo realizadas por qualquer parte que ndo seja a
INVENTIS S.r.I. ou um Centro de Servi¢o autorizado. A INVENTIS S.r.l. e
0s seus Centros de Servico aceitam a responsabilidade pelo desempenho e
confiabilidade do instrumento apenas se:

1. todas as conexdes, ajustes, alteracBes e reparacdes sdo realizados
exclusivamente por pessoal autorizado pela Inventis;



2. a fonte de alimentacdo elétrica e as ligagdes a terra do sistema
cumprem as normas aplicaveis aos dispositivos electromédicos.

FINS PREVISTOS

O dispositivo médico Piccolo é um audiémetro. Um audiémetro é um
dispositivo de auxilio ao operador para a defini¢do da sensibilidade auditiva
do paciente, que gera e fornece ao paciente estimulos sonoros de diferentes
tipos e intensidades para propositos de diagndstico.

INDICACAO DE UTILIZACAO E UTILIZADORES FINAIS

Piccolo  destina-se & utilizagdo por parte de profissionais
otorrinolaringolégicos em hospitais, clinicas otorrinolaringolégicas e
consultorios de audiologia na avaliagdo auditiva e no diagndstico de possiveis
distirbios otol6gicos. Nao ha restricdo de populacdo de pacientes na
utilizacdo do dispositivo; certifique-se sempre de realizar uma otoscopia
antes de utilizar o dispositivo.

Estes testes devem ser realizados num ambiente silencioso para evitar
artefatos.

CONDICOES MEDICAS

Condicdes de sensibilidade prejudicada do sistema auditivo ou quaisquer
condicBes em que o sistema auditivo é pensado para desempenhar um papel
no diagndstico.

PRECAUCOES

Qualquer acidente grave que tenha ocorrido em relagdo ao
dispositivo deve ser comunicado ao fabricante e a autoridade

A competente do Estado-Membro em que o utilizador e/ou paciente
estdo estabelecidos.

Para garantir a utilizacdo correta e segura do audidmetro, devem ser
observadas as seguintes precaucdes.



Instalacdo e precaucdes gerais

Certifique-se de que as condi¢Ges ambientais exigidas sejam
atendidas  (durante o transporte, armazenamento e
funcionamento):

Temperatura: entre 15°C (59°F) e 35°C
(95°F)

Operagéo Humidade relativa: entre 30% e 90% (sem
condensagao)
Pressdo: entre 700 hPa e 1060 hPa
Temperatura: entre -10°C (14°F) e 50°C

>

Transporte e (122°F)
armaz%namento Humidade relativa: max. 90% sem
condensacao

Pressdo: entre 500 hPa e 1060 hPa

Tempo de pré-

. 1 minuto
aguecimento

O audiometro Piccolo ndo estara protegido se exposto durante a
utilizag@o de gases anestésicos inflaméveis ou produtos similares
durante a utilizac&o. Risco de explosé&o.

Evite instalar e usar o audiémetro Piccolo perto de fontes de
campos eletromagnéticos fortes, uma vez que tal pode interferir
no funcionamento do dispositivo.

Utilize apenas pecas originais destacaveis fornecidas pela
INVENTIS S.r.l., a menos que seja instruido de outra forma.

Utilize apenas adaptadores de energia destinados a
equipamentos médicos, certificados de acordo com a IEC 60601-
1, com as seguintes especificacdes:
Unidade principal: 6V, 1.67A cc
Adaptador externo: SL POWER MENB1010A0603F02
100-240Vac 50/60 Hz 0,9-0,34A (incluido) respondendo a
norma IEC 60601-1

O audiometro Piccolo é um dispositivo médico. Qualquer outro
dispositivo externo ao qual esteja conectado (como um
computador ou leitor de CD) dentro da "area do paciente"
(conforme definido na IEC 60601-1) também deve ser um
dispositivo médico ou deve ser protegido por um transformador
isolador de forma a garantir que a combinacdo completa
(computador ou dispositivo externo + audiémetro) esteja em
conformidade com a norma IEC 60601-1.
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Piccolo pode ser utilizado em conjunto com uma cabina a prova
de som para realizar testes em condi¢des acusticas ideais. Antes
de conectd-lo a uma cabina a prova de som, controle se as
tomadas séo compativeis com as especificacGes prescritas para
cada conector.

Piccolo necessita de precaucdes especiais quanto a EMC e
necessita de ser instalado e colocado em funcionamento de
acordo com as informagcdes EMC fornecidas no final deste
manual.

O uso de equipamentos de comunicacBes RF portateis e mdveis
pode afetar o funcionamento correto dos dispositivos Piccolo.
Consulte as informagdes de CEM no final deste manual.

O cabo do adaptador de alimentagcdo e o cabo USB séo
considerados os meios para desconectar o dispositivo da fonte de
alimentacéo.

N&o posicione o dispositivo de modo que seja dificil desconecta-
lo da fonte de alimentacg&o.

Calibracao

>k B PP

A calibracéo deve ser realizada pelo menos uma vez a cada 12
meses e sempre que um transdutor seja substituido.

A calibragdo do audiémetro é valida somente para o0s
transdutores fornecidos com o dispositivo. Se um transdutor for
substituido, o audiémetro deve ser recalibrado.

A calibragcdo do audiémetro é valida para os transdutores
fornecidos com o audiometro, se conectados diretamente ao
instrumento, sem interposicdo de extensdes e sem a passagem dos
conectores para o painel (como habitualmente ocorre em
instalacOes de cabinas a prova de som). Se os transdutores nao
estiverem conectados diretamente ao audidémetro, sera
necessario um novo procedimento de calibragdo antes que o
instrumento seja utilizado.

Em cada janela de teste, quando selecionar um transdutor néo
calibrado, o plano de fundo da drea de ‘saida’ sera exibido na
cor vermelha. Além disso, ndo podera enviar nenhum estimulo
por meio de transdutores ndo calibrados.

Anote o intervalo de calibragéo especificado pelo audiémetro. A
utilizagdo do instrumento além da data de expiragdo da
calibracéo pode levar a diagnosticos néo confiaveis.



Higiene

As pontas dos auriculares de insercdo sdo descartaveis; ndo use
a mesma ponta para pacientes diferentes. Elimine as pontas dos
ouvidos apds o uso.

Desinfete as almofadas dos auriculares entre um paciente e o
seguinte, da forma descrita no CAPITULO 3 “Manutengdo”.

> B>

Utilizacao

O audiémetro pode gerar tons com uma intensidade
potencialmente prejudicial para o paciente. Tenha cuidado
especial para ajustar a intensidade do tom corretamente antes
dos exames.

Ao realizar audiometria utilizando auriculares de inser¢éo, ndo
insira ou de qualquer forma tente realizar medic6es sem a ponta
de espuma adequada no lugar.

Manter a intensidade prévia do estimulo ao alterar a frequéncia,
0 transdutor ou o lado da estimulagdo pode resultar na
apresentacdo de sinais potencialmente prejudiciais ao paciente.

Para apresentar um sinal de estimulo maior que 100 dB HL, o
operador deve primeiro pressionar o botdo de fung¢do “DB
MAIOR”, que esta ativo somente quando a intensidade do
estimulo atingir 100 dB HL.

> BBk P

ELIMINACAO

Como todos os dispositivos eletronicos, o seu audiémetro contém
quantidades extremamente pequenas de certas substancias perigosas, como
cadmio ou mercurio. Se estas substancias forem permitidas entrarem no ciclo
normal de eliminacédo dos residuos sem um tratamento preliminar adequado,
poderdo causar danos ao meio ambiente e a saide. Por conseguinte, todas as
partes do audidometro devem ser eliminadas separadamente.
No final da sua vida dtil, leve o instrumento ndo utilizado para uma instalacdo
de eliminac&o e reciclagem de residuos civicos, ou devolvé-lo ao revendedor
contra a compra de um novo instrumento equivalente.
A recolha separada de residuos e as operacfes subsequentes de tratamento,
reciclagem e eliminacdo facilitam a fabricacdo de novos dispositivos a partir
de materiais reciclados, limitando qualquer impacto negativo no ambiente e
na salde publica que, de outra forma, possa derivar de uma eliminagdo
inadequada.
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CONFORMIDADE

O audiémetro Piccolo é um dispositivo médico de classe Ila, de acordo com
0 Anexo VIII do Regulamento de Dispositivos Médicos (MDR)
2017/745/UE.

O Sistema de Gestdo da Qualidade da Inventis foi certificado pelo principal
organismo de avaliagio TUV como estando em conformidade com a norma

SO 13485.

SIMBOLOS NAS ETIQUETAS

>3 I > E

2
o M\

Rx only

Nome e enderec¢o do fabricante.

Aviso: a utilizacao deste dispositivo requer certas precaucoes.
Para garantir uma utilizacdo segura, consultar a
documentacao que o acompanha.

Este simbolo significa que este produto esta abrangido pela
Diretiva 2012/19/UE relativa aos residuos de equipamentos
elétricos e eletronicos (REEE). E necessario ndo descartar
este produto como residuos municipais ndo separados, mas
coleta-lo separadamente.

Consulte o manual de instrucdes de utilizacdo

Dispositivo com pecas aplicadas de tipo B (IEC 60601-1).

Fonte de alimentacéo DC

O produto estd em conformidade com o Regulamento de
Dispositivos Médicos da Comunidade Europeia (MDR)
2017/745/EU. Dispositivo de Classe Ila; numero do
organismo notificado: 0123 (TUV SUD Product Service
GmbH).

Dispositivo médico
Cuidado: A Lei Federal restringe a venda, distribuicéo, e uso

deste dispositivo apenas por e sob a ordem de um médico ou
outro profissional de satde.



IP20

REF

Cadigo IP (Protecédo de entrada): este dispositivo é protegido
contra a entrada de objetos de tamanho > 12,5 mm; nao é

protegido contra liquidos.

Numero de catalogo

Toivsooears Seccdo que lista os transdutores compativeis

SN

O numero de série do dispositivo € composto por 13
caracteres alfanuméricos que indicam o modelo, o ano de
fabricacdo e o nimero de série. Em particular, o nimero é
composto por estes segmentos:

- primeiros 5 caracteres: Codigo do produto Inventis

- caracteres 6 e 7: ano de fabricacdo (por exemplo, “12”

significa 2012)

caracteres §8... 13: numero incremental

I‘l Cdbdigo UDI

(01)08054187380372(21)AU1PH16200749






CAPITULO 2

Instalacao

Embora a instalacdo de um audiémetro Piccolo ser um procedimento
relativamente simples, este deve ser confiado a uma pessoa com as
habilidades necessarias. Se a instalagdo ndo for executada corretamente, o
sistema pode ser afetado por problemas de seguranca durante a utilizacéo.
Este capitulo descreve o procedimento de instalacdo do sistema.

Guarde os materiais da embalagem, caso o audiémetro precise
ser enviado ao revendedor ou & Inventis por qualquer motivo.

PRECAUCOES

Como qualquer outro dispositivo elétrico ou eletrénico, o audidmetro Piccolo

emitira ondas eletromagnéticas. Embora as suas emissdes estejam dentro dos

limites das normas, os outros dispositivos eletrénicos préximos do

audiémetro podem ser afetados se forem particularmente sensiveis as

interferéncias eletromagnéticas.

Caso tal ocorra, verifique apenas desligando e ligando o audiémetro e tente

eliminar a interferéncia usando uma ou mais das seguintes solugdes:

- alterar a orientacdo e/ou posicdo do dispositivo afetado pela
interferéncia.

- distancia entre o dispositivo afetado e o0 audiémetro;

- conecte o dispositivo afetado a uma tomada elétrica num circuito
diferente daquele ao qual o audidmetro esta ligado;

- consulte o fabricante ou o centro de servigo para assisténcia.

CONEXOES

Todos os pontos de conexdo para pecas destacaveis estdo localizados no
painel traseiro. Esta secdo refere-se ao audiometro de fala Piccolo. Piccolo
Plus ndo tem um conector de entrada de LINHA para uma fonte de som
externa. O modelo Basic também carece de um conector BC (para um
vibrador 6sseo).



PAT. RESP. MADE IN ITALYI [ |

TALK
OVER LINE IN
A4

Conecte todos os transdutores e pecas destacaveis nas suas respetivas
tomadas, conforme indicado na seguinte tabela:

Conector Peca destacavel
B Alimentaco elétrica. Quando Piccolo esta conectado
g—Cl'GC?A a uma porta USB do computador, a fonte de
alimentacéo ndo € necessaria.
USB Porta USB para ligacéo ao PC
PAT. RESP. Botdo de resposta do paciente
BC Vibrador 6sseo
AC-L Auscultador esquerdo/auricular de insercdo
ACR Auscultador direito/auricular de insercéo
B’?‘“,LEKR Microfone do operador
LINE IN Linha externa para audiometria de fala com fonte de
audio externa

A
A
A

10

Utilize apenas adaptadores de energia destinados a
equipamentos médicos, certificados de acordo com a IEC 60601-
1.

Certifique-se de que a fonte de alimentacao elétrica e as conexfes
de aterramento estejam em conformidade com as normas
apliciveis para dispositivos eletromédicos. Risco de choque
elétrico

Se o audiémetro Piccolo for alimentado por um cabo USB, os
valores maximos (em AC e BC) séo 10 dB menores que os valores
nominais.




O LED verde proximo ao simbolo O indica que o audiémetro é alimentado
pelo adaptador de alimentacéo ou pelo cabo USB do computador.

O LED préximo ao simbolo S indica o estado das comunicagdes entre o
audiometro e o computador: esta luz LED acende-se a verde se 0 audiometro
estiver a comunicar com um PC.

CONEXAO AO COMPUTADOR

Para permitir o controlo a partir de um computador, o audiémetro Piccolo
deve ser ligado a uma das portas USB do computador utilizando o cabo
fornecido (um cabo USB A/B padrao).

Use o cabo fornecido para conectar o audiémetro Piccolo a uma
das portas USB do computador

A conexado é plug-and-play, sem necessidade de drivers especiais para fins de
instalacdo: alguns segundos ap6s a conexao, o sistema operativo reconhecera
os dispositivos e aparecera a seguinte mensagem:

:l,l Your device is ready to use
] Device driver software installed successfully,

O audiémetro Piccolo pode ser controlado a partir de um computador usando
o software Inventis Maestro: para obter mais detalhes sobre o uso e os
recursos do software Maestro, e para 0s requisitos minimos do sistema,
consulte 0 Manual do Utilizador do Maestro.
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CAPITULO 3

Manutencao

O audiémetro Piccolo ndo requer nenhuma manutencédo periddica especial
além da calibragdo, inspecdes e da normal limpeza, ambas as quais descritas
neste capitulo.

O desempenho e a seguranga do instrumento serdo mantidos se as
recomendagdes de cuidados e manutencgdo fornecidas neste capitulo forem
realizadas.

O instrumento deve ser desligado e desconectado da fonte de alimentacédo
antes de iniciar qualquer tipo de operacéo de limpeza.

ﬁ A inspecéo e a manutencdo dos componentes internos devem ser
deixadas inteiramente a técnicos aprovados pela INVENTIS S.r.l.

Os transdutores sdo fabricados utilizando diafragmas ultra-
frageis que podem ser danificados em caso de impacto. Manuseie
com cuidado durante as operac¢@es de manutencao.

VERIFICACOES PERIODICAS

O procedimento descrito sob este cabe¢alho deve ser executado
A quando o instrumento for utilizado pela primeira vez todos os
dias.

ﬁ Os testes devem ser feitos com o audidmetro na sua posicgéo de
instalacéo.

- Antes de ligar o instrumento se nenhum sinal de dano est visivel
em qualquer parte do dispositivo, incluindo as pecas destacaveis e a
fonte de alimentacdo externa; verifique a integridade visual do
isolamento do cabo de alimentagdo e dos conectores e verifique se
ndo estdo expostos a qualquer tipo de carga mecanica que possa
envolver danos; verifique se todas as pecas e cabos estdo conectados
corretamente.

- Controle subjetivamente se a saida de conducéo aérea e 6ssea € igual
nos canais e em todas as frequéncias, para fazer isso sdo aplicados
10 ou 15 dB, apenas o suficiente para ser ouvido. A pessoa que
realiza esta verificagdo deve ter boa audicéo.
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- Controle a um nivel de 60 dB em AC e 40 dB em BC se ndo ha
distorcdo, ruido ou sinais parasitas em nenhuma das frequéncias.

- Controle se o interruptor de resposta do paciente e os indicadores
estdo a funcionar corretamente

- Controle as entradas da audiometria de fala fazendo um teste de fala
com cada entrada de fala

- Controle a tensdo da banda da cabeca dos fones de ouvido e do
vibrador 6sseo

- Controle a comunicacdo com o paciente

Se qualquer peca ou transdutor apresentar qualquer avaria,
consulte o Capitulo “Resolugdo de problema”.

Sempre verifique se o intervalo de calibracdo ndo expirou: o prazo de
validade do intervalo € indicado na parte superior esquerda do software
Maestro.

j A calibracdo deve ser confiada a técnicos aprovados pela

INVENTIS S.r.l. A operacéo deve ser realizada pelo menos uma
vez a cada 12 meses e sempre que um transdutor seja substituido.

MANUTENCAO DOS TRANSDUTORES

A N&o utilizar liquidos ou sprays para limpar o audiémetro.

Né&o permitir acumulagdes de p6 nos transdutores. Além disso:

14

As almofadas dos auscultadores s8o compostas por material
biocompativel mas ndo séo estéreis: para a prevengdo da propagacéo de
infecGes e garantir a biocompatibilidade do material, sempre que o0s
auscultadores forem utilizados por um novo paciente, as almofadas
devem ser limpas
o para almofadas DD45/TDH-39, pano desnaturado com alcool
ou alcool desnaturado com um pano de microfibra;
o para todas as outras almofadas: Desinfetante hipoalergénico,
seguindo as instru¢des do fabricante.
As pontas dos auriculares de inser¢do devem ser inseridas no canal
auditivo do paciente. Sdo compostos por material biocompativel e
descartaveis: utilizar apenas uma vez e descartar de acordo com o0s
regulamentos atuais de salde e seguranca



As pontas dos fones intraauriculares ndo sdo estéreis. A
utilizacdo de fones ndo esterilizados pode causar infecBes no
ouvido.

O vibrador 6sseo e as almofadas dos auscultadores podem ser
limpos repetidamente conforme descrito no paragrafo
“Manutengdo dos transdutores”. Em caso de mau funcionamento
apos qualquer operacdo de limpeza, contacte um técnico de
manutenc¢do da Inventis.

Embora o vibrador dsseo e as almofadas dos auscultadores
possam ser limpos repetidamente, verifique sempre se as suas
caracteristicas e integridade sdo mantidas. Para isso, basta
realizar os testes descritos no pardgrafo “Verificagoes
periddicas”. Assim que qualquer falha for encontrada, entre em
contacto com um técnico de servigo da Inventis para verificar se
0 seu transdutor precisa ser substituido.

Para evitar danificar os auscultadores DD45/TDH39, ndo o
empurre contra uma superficie plana e reta, pois isso pode criar
Vacuo e causar danos ao transdutor (efeito ventosa).

> B B P

LIMPEZA DO INSTRUMENTO

Para evitar a acumulacdo de poeira no instrumento, ajustar sempre a tampa
de protecdo quando o analisador ndo estiver em utilizagdo. Além disso,
garantir que a coleta de poeira por baixo do instrumento seja limpa
regularmente.

Todas as pegas ndo mencionadas especificamente na sec¢éo anterior podem
ser limpas com um pano macio sem fiapos humedecido com uma solucéo de
&gua e detergente neutro; em caso de higienizagdo, humedeca o pano com
agua oxigenada a uma concentragdo de 3%. O dispositivo permite varias
limpezas sem degradagdo da seguranga basica ou dos desempenhos; verifique
sempre se as caracteristicas e a integridade do dispositivo sdo mantidas. Para
isso, basta realizar os testes descritos no paragrafo “Verificagdes periddicas”.
Assim que qualquer falha for encontrada, entre em contacto com um técnico
de servico da Inventis para verificar se alguma pega precisa ser substituida.

PECAS SOBRESSELENTES

Os transdutores e as pecas destacaveis podem ser desconectados do
dispositivo. Se ocorrer uma falha em qualquer um desses dispositivos, o
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audiometro deve ser desligado e isolado da fonte de alimentacéo, e o item
defeituoso deve ser desconectado do dispositivo.

Todas as partes destacaveis do audiometro foram concebidas

é especificamente para utilizacdo com o dispositivo. Apenas as
pecas fornecidas pela Inventis devem ser conectados ao
audidmetro.

REPARACOES E ASSISTENCIA TECNICA

Antes de entrar em contacto com o departamento de servico, certifique-se que
todas as solugfes possiveis no Capitulo "Resolugdo de problemas" foram
tentadas.

Todas as pecas que estdo védo ser devolvidas ao fabricante para reparo e
servico devem ser limpas e higienizadas. Os transdutores devem ser selados
numa bolsa transparente.

Importante: caso o instrumento deva ser enviado para o departamento de
servico da Inventis ou devolvido ao revendedor, certifique-se que a
embalagem original seja utilizada e que todas as pegas destacaveis e
transdutores estejam incluidos.
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CAPITULO 4

Resolucao de problemas

Problema

Causa possivel

Solucéo

Nenhum sinal de
um transdutor

Transdutor nao
conectado a saida
correta

Ligue o transdutor a saida
correta

Transdutor
danificado

Entre em contacto com o
vendedor ou o representante
de servigo

Nenhum sinal do
bot&o de resposta
do paciente
quando
pressionado

Ligacdo errada

Conecte o botdo de resposta
do paciente a tomada correta

Botéo de resposta
do paciente
danificado

Entre em contacto com o
vendedor ou o representante
de servigo

A conexdo entre
oPCeo
audiometro ndo
pode ser
estabelecida

Problemas com a
conexdo USB

Controle a conexdo USB
entre o instrumento e 0
computador

Cabo USB
danificado

Troque o cabo USB (cabo
USB A/B padrao)

Resultados
improvéveis do
exame

Calibracdo expirada

Realize a calibracdo do
audiémetro

Tipo errado de
transdutor CA
selecionado
(auscultadores ou
auriculares)

Modifique a sele¢do do
transdutor AC atual, do
software ou app Maestro
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Problema

Causa possivel

Solucéo

Né&o é possivel
aceder a um teste

Teste opcional ndo
habilitado

Contacte 0 seu servigo
técnico de referéncia para
obter a licenca, comunicando
0 nimero de série do
dispositivo

a prova de som, verifique se as liga¢des tanto dentro da cabina

j Quando o audiémetro for utilizado em conjunto com uma cabina

como entre a cabina e o instrumento estao corretas e seguras.
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Annex A

Technical Specifications

APPLICABLE STANDARDS

Performance Piccolo Basic
IEC 60645-1 / ANSI S3.6 type 4

Piccolo Plus
IEC 60645-1 / ANSI S3.6 type 3

Piccolo Speech
IEC 60645-1/ ANSI S3.6 type 3B

Calibration
AC: ISO 389-1, ISO 389-2
BC: 1SO 389-3
Electrical safety IEC 60601-1 Class I, Type B
Electromagnetic compatibility IEC 60601-1-2
Enclosures IEC 60601-1 IP20
Operation mode Continuous

CE CERTIFICATE

MDR 2017/745/EU Classification | Class lla

Classification rule 10
(Annex V111, 2017/745)

TUV SUD Product Service GmbH

Notified body Ridlerstrasse 65
D-80339 Miinchen, Germany
Notified body number 0123

AVAILABLE TESTS

Basic Plus Speech
Pure tone audiometry . o .
Auto-threshold . . .
Speech audiometry - - .
QuickSIN™ - - opt.
Master Hearing Aid - - .




AVAILABLE SIGNALS

Type Basic Plus Speech
Pure tone . . .
Warble tone . . .
2 external inputs for speech audiometry - - .
MIC input for live speech audiometry - - .
Narrow-band noise (NBN) . . .
White noise (WN) - - .
Speech noise (SN) - - .
SIGNALS SPECIFICATIONS
Attenuators step 1,3,5dB
Presentation mode Continuous
Pulsed, with rate of 0.5, 1 or 2 Hz
Frequency accuracy 0,1%
Intensity accurac +3 dB between 125 Hz and 4 kHz
y y +5 dB above 4 kHz
Total Harmonic AC: less than 2,5 %
Distortion (THD) BC: less than 5,5 %
Frequency of the modulating signal: 5 Hz
Warble tone Modulation waveform: sine wave
Modulation range: £12%
Band: Y2 octave, i.e.:
NBN - lower cut-off frequency fi=f/1.1892
- upper cut-off frequency fu=1f-1.1892
where f is the centre frequency
WN Lower cut-off frequency: 100 Hz
Upper cut-off frequency: 24 kHz
SN As specified in IEC 60645-2 §13
External signals EXT1 and EXT2 input: max 3 Vrms
AVAILABLE OUTPUTS
Output Basic Plus Speech
Air conduction (TDH-39, DD45 or DD65 . . .
headphones)
Air conduction (ER-3, IP30 or ER-5 insert . R .
earphones)
Bone conduction (B-71 bone vibrator) - . .




PURE AND WARBLE TONE
AVAILABLE FREQUENCIES AND MAXIMUM INTENSITES
AC AC
Freq. TDH39 AC ER-3 AC BC
¢ | bos | B o | ERS | B
(dB HL) ( ) (dB HL) ( ) ( )
125 80 80 90 90 -
250 100 95 105 100 45
500 110 110 110 110 65
750 115 110 115 120 70
1.000 120 110 120 120 75
1.500 120 110 120 120 80
2.000 120 110 120 115 80
3.000 120 110 120 115 75
4.000 120 110 110 110 75
6.000 105 95 95 100 55
8.000 95 90 90 90 50

(*) Levels refer to device powered by mains power adapter. In case of device powered by

USB, maximum levels decrease by 10 dB.

SPEECH AUDIOMETRY
MAXIMUM INTENSITIES

AC AC AC AC BC
TDH39 ER-3
oris DD65 a8 ER-5 B71
@B (dB HL) @B L) (dB HL) (dB HL)
100 90 100 100 55

(*) Levels refer to device powered by mains power adapter. In case of device powered by

USB, maximum levels decrease by 10 dB.

EXTERNAL SIGNALS LEVEL INDICATOR
(only for Speech model)

Type of indicator VU-meter
Dynamic range +3..-20dB
Input Voltage at 0 dB 1.5Vrms

Speed of the volume following

Increase: 60 dB/s
Decrease: 60 dB/s




MASKING
AVAILABLE FREQUENCIES AND MAXIMUM INTENSITES
AC AC
Freq. TDH39 D?)%S ER-3 EAI‘?(-:S
(Hz) DD45 (dB EM) 1P30 (dB EM)
(dB EM) (dB EM)

125 60 55 70 65
250 80 75 85 85
500 95 90 95 95
750 100 90 100 100
1.000 105 95 105 100
1.500 105 95 105 100
2.000 105 95 105 100
3.000 105 95 105 100
4.000 105 95 100 100
6.000 100 85 90 95
8.000 90 85 80 80
WN 90 80 80 80
SN 90 75 80 80

(*) Levels refer to device powered by mains power adapter. In case of device powered by
USB, maximum levels decrease by 10 dB.

ACOUSTICAL SAFETY OF THE DEVICE

Alert condition Tone intensity higher than 100 dB HL (IEC 60645-1, §5.2)

1) The operator has to press “Higher dB” button to increase
Safety measures in the intensity over 100 dB HL
alert condition 2) Warning on the display

3) “Normally on” function disabled

COMPATIBLE TRANSDUCERS

Type Manufacturer Model
Supra-aural headphones Telephonics Corp. TDH39
Supra-aural headphones Radioear Corp. DD45
Circum-aural headphones Radioear Corp. DD65
Insert earphones Etymotic Research Inc. ER-3
Insert earphones Etymotic Research Inc. ER-5
Insert earphones Radioear Corp. 1P30
Bone vibrator Radioear Corp. B71




PATIENT — OPERATOR COMMUNICATION

Basic Plus Speech
Talk-over through external . . .
microphone (not included)
Patient response trigger . . .

AUDIOMETER CONTROL

Required Software

Inventis Maestro

Communication protocol

USB 1.1

PC communication requirements

USB 2.0 port minimum

MECHANICS

Size (LxDxH) 160 x 160 x 35 mm /6.3 x 6.3 x 1.2 in
Weight (device only) 300g/10.6 0z

SOCKETS ON THE REAR PANEL
Description Type Connector
Power supply In DC plug 2.5 mm
L and R headphones Out 2 audio jack, 1/4” mono
Bone vibrator (not in Piccolo Basic) Out Audio jack, 1/4” mono
Patient response trigger In Audio jack, 1/4” mono
External microphone for talk-over In Audio jack, 3.5 mm mono
USB In-Out | USB type B
Only on Piccolo Speech
LINE IN In Audio jack, 3.5 mm stereo

SPECS OF INPUT FACILITIES

Input

Electrical property

Power supply

Internal pin +6V, external pin OV

Patient response

Switches 3V to logical input (switch current: 10mA)

Sensitivity: 3mV at max volume and 0Vu Impedance:

LINE IN. 10K Q
Freq. response: 75-12000Hz +/- 3dB
Electret or 200 Q dynamic microphone
. Impedance: 47KQ
Microphone

Freq. response: 100-12KHz +/- 3dB
Electret Bias: 2.2V trough 2.2KQ




SPECS OF OUTPUT FACILITIES
Output Available Voltage Nominal Impedance
L and R phones 8Vpp 10Q
Bone vibrator 8Vpp 10Q
SOUND ATTENUATION VALUES
* ER-3
Frequency ng 43;%*; ) DD65 ER-5
IP30
[Hz] [dB] [dB] [dB]
125 3.0 8.3 335
250 5.0 155 34.5
500 7.0 26.1 345
750 - - -
1000 15.0 324 35
1500 - - -
2000 26.0 43.6 33
3000 - - -
4000 32.0 43.8 39.5
6000 - - -
8000 24.0 45.6 435

(*) With MX41\AR or PN 51 cushions

REFERENCE EQUIVALENT THRESHOLD LEVELS

TDH 39 DD45 DD65 ?533 ER-5 B71*
Ref. 1SO 389-1 | 1 Vendor | P | .
std. (ég'\"g)' (ASI\?S?E;%.G) szceicf:‘c'at' (Asr\?sfz%.e) (B2 (Asn%f'i%.%
Freq. dB dB dB dB dB dB
[HZ] [re 20pPa] [re 20pPa] [re 20pPa] [re 20pPa] [re 20pPa]] [re 1uN]
125 45 47.5 30.5 26 26 -
250 25.5 27 17.0 14 14 67
500 115 13 8.0 55 55 58
750 7.5(8) 6.5 55 2 2 485
1000 7 6 4.5 0 0 42.5
1500 6.5 8 25 2 2 36.5
2000 9 8 25 3 3 31
3000 10 8 2.0 35 35 30
4000 9.5 9 9.5 55 55 355
6000 155 20.5 21.0 2 2 40
8000 13 12 21.0 0 0 40

(*) Calibration of bone vibrator (B71) refers to the placement on the mastoid.



Annex B

Electromagnetic compatibility

Piccolo has been thoroughly tested and respects the limits for electro-medical devices
specified by IEC 60601-1-2 standards. These limits ensure reasonable protection against
hazardous interference in typical medical installations.

The instrument generates, uses and radiates radio frequency energy. If not installed and
used according to the instructions in this manual, it may interfere with other nearby
devices. No guarantee is given that interference will not occur under certain conditions.

This instrument is suitable for use in professional healthcare facility environment, i.e. in
hospital environments, except for near active HF surgical equipment and RF shielded
rooms of systems for magnetic resonance imaging, where the intensity of electromagnetic
disturbance is high.

If such use is necessary, this instrument and the other equipment should

f Piccolo should not be used adjacent to or stacked with other equipment.
be observed to verify that they are operating normally.

The existence of electromagnetic interference can be verified easily by switching the
instrument off and back on again. If it is proven that the device is indeed interfering with
other devices, try to solve the problem by adopting one of the following solutions:

- change the orientation and/or position of the affected device;

- move the two devices further away from each other;

- contact the manufacturer or authorised service organisation for further
assistance.

List of cables, transducers and accessories

Cables, transducers and accessories with which Inventis claims the compliance with the
IEC 60601-1-2 standard are those ones supplied with the device, in particular the
followings:

1) 6Vdc Medical Grade mains power adapter

2) Power supply cable (maximum length: 1.8 m)

3) TDH39, DD45 and DD65 transducers with 2 m double signal shielded cable
4) Insert earphone: ER-3 (Etymotic) or IP30 (RadioEar)

5) Bone vibrator B-71 transducer with 2m shielded signal cable



6) Patient response switch (manufactured by Inventis) with 2 m shielded cable
7) Talk over microphone with 2m shielded cable

8) Stereo cable 3.5mm plug to 3.5mm plug, 1.8m, shielded

9) USB cable, shielded, maximum length: 2 m

The use of accessories, transducers and cables other than those specified,
except for transducers and cables sold by the manufacturer as spare parts

A for internal components, may result in increased emissions or decreased
immunity of the device.

Portable RF communications equipment (including peripherals such as
antenna cables and external antennas) should be used no closer than 30

A cm (12 inches) to any part of Piccolo, including cables specified by the
manufacturer. Otherwise, degradation of the performance of this
equipment could result.

Anyone connecting additional equipment is responsible for making sure the system
complies with the IEC 60601-1-2 standard.

The instrument does not have any ESSENTIAL PERFORMANCE as per the IEC 60601
1 standard.

Note: All necessary instruction for maintaining compliance with regard to electromagnetic
compatibility can be found in the maintenance section in this manual. No further steps are
required.

Guidance and manufacturer’s declaration — electromagnetic emissions
Piccolo is intended for use in the electromagnetic environment specified below. The customer or
the user of Piccolo should assure that it is used in such an environment.

Emissions test Compliance Electromagnetic environment-guidance

Piccolo uses RF energy only for its internal

RF emissions Groun 1 function. Therefore, its RF emissions are very

CISPR11 P low and not likely to cause any interference in
nearby electronic equipment.

RF emissions Class B

CISPR1L Piccolo is suitable for use in professional

Harmonic emissions Class A healthcare facility environment and directly

IEC 61000-3-2 .

- connected to the public low-voltage power

Voltage fluctuations / supply network

flickers emissions Complies '

IEC 61000-3-3




Guidance and manufacturer’s declaration — electromagnetic immunity

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

Immunity Test

IEC 60601
test level

Compliance Level

Electromagnetic
Environment
Guidance

Electrostatic
discharge (ESD)

IEC 61000-4-2

+ 8 kV contact

+2kV,x4kV,
+8kV, £ 15 kV air

+ 8 kV contact @

+2kV, £4kV,
+8kV, £15kV air
®

Floors should be wood,
concrete or ceramic
tile. If floors are
covered with synthetic
material, the relative
humidity should be at
least 30%

Electrical fast +2kV f_or power +2kV f_or power Mains power quality
- supply lines supply lines should be that of a
transient / burst h
. . professional healthcare
IEC 61000-4-4 +1kV for input / +1kV for input / facility environment.
output lines output lines
+ 1 kV differential + 1 kV differential Mains power quality
Surge mode mode should be that of a
IEC 61000-4-5 professional healthcare
+2 kV common +2 kV common facility environment.
mode mode
<5% U@ <5% U@ Mains power quality
(> 95% dip in Ur) (> 95% dip in Ur) for | should be that of a
for 0,5 cycle. 0,5 cycle. professional healthcare
. facility environment. If
Voltage dips, short 40% U+ 40% U+

interruptions and
voltage variations on
power supply input
lines

IEC 61000-4-11

(60% dip in U7) for 5
cycles.

70% Ut
(30% dip in Uy) for
25 cycles.

<5% Ut
(> 95% dip in Ur)
for5s.

(60% dip in Ur) for 5
cycles.

70% Ut
(30% dip in U7) for
25 cycles.

<5% Ur
(> 95% dip in Ur) for
5s.

the user of Piccolo
requires continued
operation during power
mains interruptions, it
is recommended that
Piccolo be powered
from an uninterruptible
power supply or a
battery.

Power frequency
(50/60 Hz) magnetic
field

IEC 61000-4-8

30 A/m

30 A/m

Magnetic fields at
power frequencies
must correspond to the
levels typical of
professional healthcare
facilities.

Note:

@ A lock or reboot of the device with no permanent damage is acceptable

@ U is the a.c. main voltage prior to application of the test level.




Guidance and manufacturer’s declaration — electromagnetic immunity

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

Immunity Test

IEC 60601 Test

Compliance Level

Electromagnetic

Level environment — Guidance
3Vrms 3Vrms
Conducted RF 0.15 — 80 MHz 0.15 — 80 MHz
6 Vrms 6 Vrms
IEC 61000-4-6 in ISM bands between | in ISM bands between
0.15 - 80 MHz 0.15 - 80 MHz .
Portable and mobile RF
Radieted RF 3Vim 3Vim communications equipment
IEC 61000-4-3 80 Mhz - 2,7 Ghz 80 Mhzto 2,7 Ghz | Should be used no closer
than 30cm (12 inches) to
9Vim 9Vim any part of Piccolo,
including cables specified
704-787 MHz 704-787 MHz by the manufacturer.
5100 — 5800 MHz 5100 — 5800 MHz
Radiated RF i ;
>7Vim 7 vim Field strengths from fixed
(from RF Wireless RF transmitters, as
communication 380 - 390 Mh 380 - 390 Mh determined by an
equipment) B z ) z electromagnetic site
auip 28 Vim 28Vim survey®, should be less than
IEC 61000-4-3 the compliance level in each
®
430 - 470 Mhz 430 - 470 Mhz frequency range. .
800 - 960 Mhz 800 - 960 Mhz Interference may occur in

1700 - 1990 Mhz
2400 - 2570 Mhz

1700 - 1990 Mhz
2400 - 2570 Mhz

Proximity Fields
IEC 61000-4-39

8A/m
30KHz CW

65 A/m
134.2KHz
Pulse Mod 2.1KHz

7.5 A/m
13.56MHz
Pulse Mod 50KHz

8A/m
30KHz CW

65 A/m
134.2KHz
Pulse Mod 2.1KHz

7.5 A/m
13.56MHz
Pulse Mod 50KHz

the vicinity of equipment
marked with the following
symbol:

()

Note: At 80 MHz and 800 MHz, the higher frequency range applies.

Note: These guidelines may not apply in all situations. Electromagnetic propagation is affected by
absorption and reflection from structures, objects and people.

Note:

@ Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless)
telephones and land mobile, amateur radio, AM and FM radio broadcast and TV broadcast cannot
be predicted theoretically with accuracy. To assess the electromagnetic environment due to fixed
RF transmitters, an electromagnetic site survey should be considered. If measured field strength
in the location Triangle is used in exceeds the applicable RF compliance level above, Triangle
should be observed to verify its normal operation. If abnormal performance is observed,
additional measures may be necessary, such as re-orienting or relocating Triangle.

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

10




Guidance and manufacturer’s declaration — electromagnetic immunity

Function to verify for freedom from Acceptance pass/fail criteria
unacceptable risk
Sound generation operating correctly No sound from transducers exceeding 80dBHL;
a lock or reboot of the device is acceptable

11
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Cititi cu atentie acest manual inainte de a utiliza dispozitivul.
A Acordati o atentie deosebita Capitolului 1 (,,Siguranta:
avertismente si informatii ") si Capitolului 2 (,, Instalare”).

ﬁ Inspectiile in interior si reparatiile trebuie efectuate numai de
personal autorizat.

Drepturi de autor: INVENTIS S.r.1. detine drepturile de autor asupra acestui
manual. Acesta nu poate fi copiat, reprodus sau modificat, total sau partial,
fara o autorizatie specifica in scris din partea INVENTIS S.r.L..

Inventis® este o marca comerciala a INVENTIS S.r.1..

QuickSIN™ este protejat prin drepturi de autor de cdtre Etymotic Research
Inc., iar INVENTIS S.r.1. detine licenta din 2013.
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Introducere

Va multumim cé ati cumparat un echipament audiologic Inventis.

Portabil si usor, audiometrul Piccolo este un dispozitiv portabil puternic si
versatil, ideal pentru profesionistii aflati in miscare.

Compania Inventis a considerat intotdeauna ca utilizarea dispozitivelor sale
impreuna cu computerele reprezintd un factor extrem de important. Instaland
software-ul Maestro, disponibil cu sau fara baza de date proprietard sau ca
modul Noah, orice echipament audiologic Inventis poate fi conectat cu un
computer, investigatiile fiind astfel arhivate 1n baza de date a utilizatorului.

Nu uitati ca Inventis a dezvoltat o linie completa de echipamente audiologice:
pe langd audiometre, linia de produse a companiei include o gama de
timpanometre, aparatele auditive REM si HIT, un video otoscop wireless si
multe altele.

Pentru mai multe informatii si pentru a comunica orice probleme contactati
compania la:

QD inventis

INVENTIS S.r.l.

Corso Stati Uniti, 1/3

35127 Padova, Italia

Tel.: 049.8962844 — Fax: 049.8966343
www.inventis.it info@inventis.it



http://www.inventis.it/
file://///srv2016/share/dati/X/04_GESTIONE/ANNO%202019/I/INVENTIS%20SRL/4290/99_definitivi/Prova/info@inventis.it




CAPITOLUL 1
Siguranta: avertismente si informatii

MANUAL DE UTILIZARE

Asigurati-va ca cititi in Intregime acest manual, astfel incat toate functiile
oferite de instrument sa poata fi utilizate la maximul performantelor lor. in
special asigurati-va ca cititi acest capitol in intregime, deoarece contine
informatii si avertismente care sunt de o importantd fundamentald pentru
utilizarea corecta si sigura a dispozitivului.

Simbolul de avertizare ilustrat mai jos este utilizat Tn acest manual pentru a
atrage atentia cititorului asupra informatiilor de o importanta deosebitd in
domeniul sigurantei si pentru a preveni utilizarea incorecta.

A

RESPONSABILITATILE OPERATORULUI

Functionarea audiometrului Piccolo va fi eficientd si fiabila numai daca
acesta este utilizat conform instructiunilor si procedurilor indicate in acest
manual.

Dacd instrumentul prezintd vreodati o defectiune sau necesitd reparatii,
deconectati-1 de la reteaua electrica si nu il mai utilizati pana la finalizarea
reparatiei si Intretinerii necesare. Piesele defecte si care functioneaza
necorespunzitor trebuie inlocuite numai cu piese de schimb originale,
furnizate de INVENTIS S.r.l.. Toate reparatiile trebuie efectuate numai de
Inventis sau de personal autorizat de Inventis.

Nicio componenta a dispozitivului nu trebuie modificatd sau inlocuita fara
autorizatia prealabila a companiei Inventis.

Utilizatorii 1si asuma intreaga raspundere pentru orice defectiune cauzata de
utilizarea necorespunzatoare sau de operatiuni de intretinere sau reparatii
efectuate de oricine altcineva in afard de INVENTIS S.r.l. sau un Centru de
service autorizat. INVENTIS S.rl. si Centrele de service isi asuma
responsabilitatea pentru performantele si fiabilitatea instrumentului numai
daca:

1. toate conexiunile, reglajele, modificarile si reparatiile sunt efectuate
numai de persoane autorizate de Inventis;




2. sursa de alimentare electricd si impamantarea sistemului respecta
standardele aplicabile pentru echipamentele electromedicale.

DESTINATIA DE UTILIZARE

Dispozitivul medical Piccolo este un audiometru. Un audiometru este un
dispozitiv care ajutd operatorul sia defineasca sensibilitatea auditivd a
pacientului prin generarea si transmiterea catre pacient a unor stimuli sonori
de diferite tipuri si intensitati Tn scopuri de diagnostic.

INDICATII DE UTILIZARE S| UTILIZATORI FINALI

Piccolo este destinat utilizarii de catre profesionistii in domeniul ORL care
lucreaza in spitale, clinici ORL si cabinete de audiologie pentru efectuarea
evaludrilor auditive si a permite diagnosticarea posibilelor afectiuni
auriculare. Nu existd restrictii privind pacientii care pot folosi acest
dispozitiv; asigurati-va intotdeauna ca efectuati o otoscopie inainte de a
utiliza dispozitivul.

Aceste teste trebuie efectuate Tntr-un mediu linistit pentru a evita artefactele.

CONDITII MEDICALE

considera ca sistemul auditiv joaca un rol in diagnostic.
PRECAUTII

Orice incident grav in legatura cu dispozitivul trebuie comunicat
A producatorului §i autoritatii competente din Statul membru n
care este stabilit utilizatorul si/sau pacientul.

Pentru a asigura utilizarea corecta si sigurd a audiometrului trebuie respectate
urmatoarele mésuri de precautie.

Instalare si masuri generale de precautie

Asigurati-va ca sunt indeplinite conditiile de mediu necesare in
timpul transportului, depozitarii i functiondrii:
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Temperatura: intre 15°C (59°F) si 35°C
(95°F)

Functionare Umiditate relativa: intre 30% si 90% (fara
condens)
Presiune: intre 700 hPa si 1060 hPa
Temperatura: intre -10°C (14°F) si 50°C

Transport si (122°F)

depozitare Umiditate relativa: max. 90% farda condens
Presiune: intre 500 hPa si 1060 hPa

Timp de incalzire 1 minut

Audiometrul Piccolo nu va fi protejat daca in timpul utilizarii este
expus gazelor anestezice inflamabile sau altor produse similare.
Pericol de explozie.

Evitati instalarea si utilizarea audiometrului Piccolo in
apropierea oricarei surse de campuri electromagnetice
puternice, acestea ar putea interfera cu functionarea
dispozitivului.

Utilizati numai componente detasabile originale furnizate de
INVENTIS S.r.l., daca nu este specificat altfel.

Folositi numai adaptoare de alimentare destinate echipamentelor
medicale, certificate conform |EC 60601-1, cu urmdtoarele
specificatii:
Unitatea principala: 6V, 1.674 c.c.
Adaptor extern: SL POWER MENB1010A0603F02
100-240Vac 50/60 Hz 0.9-0.34A (inclus) conform cu
standardul 1EC 60601-1

Audiometrul Piccolo este un dispozitiv medical: Orice alte
dispozitive externe la care este conectat (cum ar fi un computer
sau un dispozitiv de redare a CD-urilor), situate in ,,zona
pacientului” (conform definitiei din IEC 60601-1), trebuie sa fie
dispozitive medicale sau trebuie sa fie protejate printr-un
transformator de izolare, pentru a asigura conformitatea
combinatiei (computer sau dispozitiv extern + audiometru) cu

standardul IEC 60601-1.

Piccolo poate fi utilizat impreund cu o cabind izolatd fonic pentru
efectuarea testelor in conditii acustice optime. Inainte de a-|
conecta la o cabina izolata fonic, asigurati-va ca porturile sunt
compatibile cu specificatiile fiecarui conector.
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Piccolo necesitda precautii speciale in ceea ce priveste EMC si
trebuie instalat si pus in functiune in conformitate cu informatiile
privind EMC furnizate la sfarsitul acestui manual.

Utilizarea echipamentelor de comunicatii RF portabile si mobile
poate afecta functionarea corecta a dispozitivului Piccolo.
Consultati informatiile referitoare la EMC de la sfarsitul acestui
manual.

Cablul adaptorului de alimentare si cablul USB sunt considerate
mijlocul de deconectare a dispozitivului de la sursa de
alimentare.

Nu pozitionati dispozitivul astfel incdt deconectarea acestuia de
la sursa de alimentare sa fie dificila.

ﬁ
(¢

Reglarea trebuie efectuata cel putin o data la 12 luni si ori de
cate ori este Tnlocuit un traductor.

Reglarea audiometrului este valabild numai pentru traductoarele
furnizate cu dispozitivul. Daca este inlocuit un traductor,
audiometrul trebuie reglat din nou.

Reglarea audiometrului este valabila pentru traductoarele
furnizate impreund cu acesta, dacda sunt conectate direct la
instrument, fara prelungitoare si fara interpuneri intre conectori
si panou (cum se intdmpla de obicei in cazul cabinelor izolate
fonic). Daca traductoarele nu sunt conectate direct la audiometru
va fi necesara o noud procedurd de reglare inainte ca
instrumentul sd poata fi utilizat.

Atunci cand selectati un traductor nereglat, in fiecare fereastra
de testare fundalul zonei de ,,iesire”’ va fi afisat in culoarea rosie.
In plus, nu veti putea trimite niciun stimul prin traductoarele care
nu sunt reglate.

Acordati  atentie intervalului de reglare specificat al
audiometrului. Utilizarea instrumentului dupd data de expirare a
reglarii poate determina obtinerea unor diagnostice nesigure.
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Pernutele castilor intra-aurale sunt de unicd folosintd, nu
utilizati aceleasi pernute pentru diferifi pacienti. Aruncati
pernutele dupa utilizare.

Dezinfectati cupele castii intre un pacient si altul, urmand
procedura descrisa in CAPITOLUL 3 ,, Intretinerea”.

> B>

Utilizare

Audiometrul poate genera tonuri la o intensitate potential
daundtoare pentru pacient. Este foarte important sa reglati
corect intensitatea tonului inainte de efectuarea investigatiilor.

Cand efectuati teste audiometrice folosind casti intra-aurale nu
introduceti si nu incercati in niciun fel sa efectuati masurdatori
fard o pernutd adecvata.

Mentinerea intensitatii anterioare a stimulului atunci cand se
schimba frecventa, traductorul sau partea stimulata poate cauza
semnale potential daunatoare pentru pacient.

Pentru a emite un semnal de stimulare mai puternic de 100 dB
HL operatorul trebuie mai intdi sa apese butonul ,,dB MAI
MARE”, care este activ doar atunci cdnd intensitatea stimulului
atinge 100 dB HL.

> BBk Pk

ELIMINARE

Ca toate dispozitivele electronice, audiometrul dvs. contine cantitati extrem
de mici de anumite substante periculoase, cum ar fi cadmiul sau mercurul.
Daca astfel de substante sunt lasate sa intre in ciclul normal de eliminare a
deseurilor fard un tratament prealabil adecvat, ele pot cauza daune mediului
si sanatatii. Prin urmare, toate componentele audiometrului trebuie eliminate
separat.

La sfarsitul duratei sale de viatd, predati sau trimiteti instrumentul dezafectat
unui centru de colectare si reciclare a deseurilor sau returnati-1 vanzatorului
la achizitionarea unui instrument nou echivalent.

Colectarea separata a deseurilor si operatiunile ulterioare de tratare, reciclare
si eliminare faciliteazd fabricarea unor noi dispozitive din materiale reciclate,
limitdnd orice impact negativ asupra mediului si sdnatatii publice care ar
putea rezulta altfel din eliminarea necorespunzatoare.




CONFORMITATE

Audiometrul Piccolo este un dispozitiv medical de clasa IIa, conform Anexei
VI la Regulamentul privind dispozitivele medicale (MDR) 2017/745/UE.
Sistemul de management al calitatii al Inventis a fost certificat de organismul
de evaluare TUV ca fiind conform cu standardul 1SO 13485.

SIMBOLURI PE ETICHETE
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Rx only

IP20

REF

Numele si adresa producatorului.

Atentie: utilizarea acestui dispozitiv necesitd anumite
precautii.

Pentru a asigura utilizarea in sigurantda, consultati
documentatia insotitoare.

Acest simbol indicd faptul ca acest produs este reglementat de
Directiva 2012/19/UE privind deseurile de echipamente
electrice si electronice (DEEE). Acest produs nu trebuie
eliminat ca deseu urban nesortat, ci trebuie colectat separat.

Consultati manualul de instructiuni pentru utilizare

Dispozitiv cu componente aplicate de tip B (IEC 60601-1).

Sursa de curent continuu

Produs conform cu Regulamentul Comunitatii Europene
privind dispozitivele medicale (MDR) 2017/745/UE.
Dispozitiv clasa Ila;, numadrul organismului notificat: 0123
(TUV SUD Product Service GmbH).

Dispozitiv medical

Atentie: Legea federald limiteazd vanzarea acestui dispozitiv
de catre sau la comanda unui profesionist autorizat din
domeniul sanatatii.

Cod IP (protectie la intrare): acest dispozitiv este protejat
impotriva pdatrunderii obiectelor de dimensiuni > 12,5 mm; nu
este protejat impotriva lichidelor.

Numar de catalog



COMPATIBLE
mranspocers Sectiune in care sunt indicate traductoarele compatibile

Numarul de serie al dispozitivului este alcatuit din 13
caractere alfanumerice indicand modelul, anul de fabricatie
si numadrul de serie. Mai precis, numdrul cuprinde
urmatoarele segmente.
SN - primele 5 caractere: codul produsului Inventis
- caracterele 6 si 7: anul de fabricatie (de ex. , 12"
inseamna 2012)
caracterele 8... 13: numar incremental

(01)08054187380372(21)AU1PH16200749
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CAPITOLUL 2
Instalarea

Desi instalarea unui audiometru Piccolo este o procedura relativ simpla,
trebuie oricum sa fie Incredintatid unei persoane care detine competentele
necesare. Daca instalarea nu este efectuata corect, sistemul ar putea fi afectat
de probleme de siguranta in timpul utilizarii.

Acest capitol descrie procedura de instalare a sistemului.

Pastrati ambalajele in cazul In care audiometrul trebuie trimis
distribuitorului sau companiei Inventis din orice motiv.

PRECAUTII

Ca orice alt dispozitiv electric sau electronic, audiometrul Piccolo va emite

unde electromagnetice. Chiar dacé nivelul emisiilor se incadreaza in limitele

legale, alte dispozitive electronice care functioneaza in imediata apropiere ar

putea fi afectate daca sunt deosebit de sensibile la interferentele

electromagnetice.

In acest caz efectuati o proba prin oprirea si pornirea audiometrului si

incercati sa eliminati interferenta folosind una sau mai multe dintre

urmatoarele solutii:

- schimbati orientarea si/sau pozitia dispozitivului afectat de interferenta;

- Indepartati dispozitivul afectat de audiometru;

- conectati dispozitivul afectat la o priza de alimentare pe un alt circuit
decét cel la care este conectat audiometrul;

- consultati producétorul sau un centru de service pentru asistenta.

CONEXIUNI

Toate punctele de conectare a componentelor detasabile sunt situate pe
panoul din spate. Aceastd sectiune se refera la audiometrul Piccolo cu
audiometrie vocald. Piccolo Plus nu este prevazut cu conector LINE IN
pentru o sursa externd de sunet. Nici modelul Basic nu detine un conector BC
(pentru un vibrator 0s0s).




PAT. RESP. MADE IN ITALYI [ |

TALK
OVER LINE IN
A4

Introduceti toate traductoarele si componentele detasabile in porturile
respective, asa cum este indicat 1n tabelul urmator:

Conector Componenti detasabila
V167 Sursd de alimentare. Cand Piccolo este conectat la un
oG .C port USB al computerului, sursa de alimentare nu este
necesara.
UsB Port USB pentru conectarea la PC
PAT. RESP. Buton de raspuns pentru pacient
BC Vibrator 0sos
AC-L Casti supra-aurale/intra-aurale stanga
AC-R Casti supra-aurale/intra-aurale dreapta
TALK .
OVER Microfon pentru operator
Linie externd pentru audiometrie vocala cu sursa
LINE IN : <
audio externa

> B B
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Folositi  numai  adaptoare de  alimentare  destinate
echipamentelor medicale, certificate conform IEC 60601-1.

Asigurati-va ca sursa de alimentare electrica si conexiunile de
impamadntare  respectda  standardele  aplicabile  pentru
echipamentele electromedicale. Risc de electrocutare

Daca audiometrul Piccolo este alimentat printr-un cablu USB,
valorile maxime (in AC si BC) sunt cu 10 dB mai mici decdt
valorile nominale.



LED-ul verde de langd simbolul O indica faptul cd audiometrul este
alimentat fie prin adaptorul de alimentare, fie prin cablul USB al
computerului.

LED-ul de langa simbolul S indica starea comunicatiilor dintre audiometru
si computer: acest LED se aprinde verde atunci cnd audiometrul comunica
cu PC-ul.

CONECTAREA CU UN COMPUTER

Pentru a permite controlul folosind un computer, audiometrul Piccolo trebuie
conectat la unul dintre porturile USB ale computerului folosind cablul
furnizat (un cablu USB A/B standard).

Utilizati cablul furnizat pentru a conecta audiometrul Piccolo la
unul dintre porturile USB ale computerului

Conexiunea este plug-and-play, fara a fi necesare drivere speciale pentru
instalare: la cateva secunde dupa conectare, sistemul de operare va recunoaste
dispozitivele si se va afisa urmatorul mesa;j:

| (l Your device is ready to use
9 Device driver software installed successfully,

Audiometrul Piccolo poate fi controlat prin intermediul unui computer
folosind software-ul Inventis Maestro: pentru mai multe detalii despre
utilizarea si caracteristicile software-ului Maestro si pentru cerintele minime
de sistem, consultati Manualul de utilizare Maestro.
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CAPITOLUL 3
Intretinerea

Audiometrul Piccolo nu necesitd nicio Intretinere periodica speciala in afara
de reglare, verificari si curatarea normala, toate acestea fiind descrise in acest

capitol.

Pentru a mentine performantele si siguranta instrumentului trebuie respectate
recomandarile de ingrijire si intretinere din acest capitol.

Instrumentul trebuie oprit si deconectat de la sursa de alimentare Inainte de a
incepe orice operatiune de curdtare.

A
A

Inspectia si intretinerea componentelor interne trebuie efectuate
numai de tehnicienii aprobati de INVENTIS S.r.1..

Traductoarele sunt fabricate folosind diafragme ultra-fragile
care s-ar putea deteriora la impact. Manevrati-le cu grija in
timpul lucrarilor de intretinere.

VERIFICARI PERIODICE

A
A

Procedura descrisa in acest paragraf trebuie efectuata in fiecare
zi, inaintea primei utilizari a instrumentului.

Testele trebuie efectuate cu audiometrul in pozitia de instalare.

Tnainte de a porni instrumentul asigurati-va ca nu se vede niciun
semn de deteriorare pe nicio parte a dispozitivului, inclusiv
componentele detasabile si sursa de alimentare externd; verificati
bine integritatea izolatiei cablului de alimentare si a conectorilor si
asigurati-va cd acestea nu sunt expuse niciunui fel de sarcini
mecanice care le-ar putea deteriora; verificati conectarea corectd a
tuturor pieselor si cablurilor

Verificati In mod subiectiv daca iesirea aferentd conductiei aeriene
si celei osoase este egald pe ambele canale si pe toate frecventele,
pentru aceasta aplicati 10 sau 15 dB, cat este suficient pentru a auzi.
Persoana care efectueaza aceastd verificare trebuie sd aiba un auz
bun
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- Asigurati-va ca la nivelul de 60 dB in AC si 40 dB in BC nu exista
distorsiuni, zgomote sau paraziti pe niciuna dintre frecvente

- Verificati daca intrerupatorul de raspuns al pacientului si indicatorii
functioneaza corect

- Verificati intrarile audiometriei vocale facand un test de vorbire
pentru fiecare intrare vocala

- Verificati apasarea benzii castilor si a vibratorului osos

- Verificati comunicarea cu pacientul

In cazul defectarii unei piese sau a unui traductor consultati
Capitolul ,, Rezolvarea problemelor”.

Verificati intotdeauna dacd intervalul de reglare nu a expirat: expirarea
intervalului este indicata in partea din stinga-sus a software-ului Maestro.

Reglarea trebuie efectuata de tehnicieni aprobati de INVENTIS
S.r.l.. Operatiunea trebuie efectuata cel putin o data la 12 luni si
ori de cate ori se inlocuieste un traductor.

TNTRE]’IN EREA TRADUCTOARELOR

A Nu folositi lichide sau spray-uri pentru a curdta audiometrul.

Nu lasati praful sa se depuna pe traductoare. in plus:
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Cupele castilor sunt realizate din material biocompatibil, dar nu sunt
sterile: pentru a preveni raspandirea infectiei $i a garanta
biocompatibilitatea materialului, ori de cate ori castile urmeaza sa fie
purtate de un pacient nou cupele trebuie sterse cu:
o pentru cupele DD45/TDH-39 folositi servetele cu alcool
denaturat sau alcool denaturat folosind o laveta din microfibra;
o pentru toate celelalte cupe: folositi dezinfectant hipoalergenic,
urmand instructiunile producatorului.
Pernutele castilor intra-aurale sunt destinate introducerii in canalul
urechii pacientului. Acestea sunt realizate din material biocompatibil si
de unica folosinta: trebuie folosite o singurd datd si apoi eliminate in
conformitate cu reglementarile de sanatate si siguranta in vigoare



Pernutele cagtilor intra-aurale nu sunt sterile. Utilizarea
pernutelor nesterilizate poate provoca infectii ale urechi.
Vibratorul osos si cupele castilor pot fi curdtate in mod repetat,
conform descrierii din paragraful ,, Intrefinerea traductoarelor”.
In cazul aparitiei defectiunilor dupd orice operatiune de curdtare
contactati un tehnician de intretinere Inventis.

Degi vibratorul osos si cupele castilor pot fi curdtate in mod
repetat, verificati intotdeauna mentinerea caracteristicilor si a
integritatii acestora. Pentru aceasta este suficient sa efectuati
testele descrise in paragraful ,, Verificari periodice”. Ori de cate
ori apare o defectiune contactati un tehnician de intretinere
Inventis care va verifica daca traductorul dvs. trebuie inlocuit.

> B P

pe o suprafatd dreaptd pland, deoarece acest lucru poate creavid

f Pentru a evita deteriorarea castilor DD45/TDH39 nu le apdsati
si poate cauza deteriorarea traductorului (efect de ventuza).

CURATAREA INSTRUMENTULUI

Pentru a preveni acumularea de praf pe instrument puneti intotdeauna capacul
de protectie atunci cand acesta nu este folosit. De asemenea, asigurati-va ca
praful acumulat sub instrument este curatat in mod regulat.

Toate componentele care nu sunt mentionate in mod specific in sectiunea
anterioara pot fi curatate folosind o carpa moale umezitd cu o solutie de apa
si detergent slab; pentru igienizare umeziti carpa cu peroxid de hidrogen cu
concentratie de 3%. Dispozitivul permite curatari multiple fara ca siguranta
de bazd sau performantele sa fie afectate; verificati intotdeauna mentinerea
caracteristicilor si a integritatii sale. Pentru aceasta este suficient sa efectuati
testele descrise in paragraful ,,Verificari periodice”. Ori de cate ori apare o
defectiune contactati un tehnician de intretinere Inventis care va verifica daca
existd componente ce trebuie inlocuite.

COMPONENTE CE POT FI INLOCUITE

Traductoarele si componentele detasabile pot fi deconectate de la dispozitiv.
In cazul in care apare o defectiune la oricare dintre aceste dispozitive,
audiometrul trebuie oprit si sursa de alimentare scoasa, iar elementul defect
trebuie deconectat de la dispozitiv.

special pentru a fi utilizate cu dispozitivul. Doar piesele furnizate

f Toate componentele detasabile ale audiometrului sunt proiectate
de Inventis trebuie conectate la audiometru.
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REPARATII S| ASISTENTA TEHNICA

Inainte de a contacta departamentul de service, asigurati-vd ci au fost
incercate toate solutiile posibile din Capitolul ,, Rezolvarea problemelor”.

Toate piesele care sunt returnate producatorului pentru reparatii si intretinere
trebuie curatate si igienizate. Traductoarele trebuie sigilate intr-o punga
transparenta.

Important: in cazul in care instrumentul trebuie trimis departamentului de
service al Inventis sau returnat distribuitorului, asigurati-va ca este utilizat
ambalajul original si ca toate componentele detasabile si traductoarele sunt
incluse.
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CAPITOLUL 4

Rezolvarea problemelor

Problema

Cauza posibila

Solutia

Niciun semnal de
la un traductor

Traductorul nu este
conectat la iesirea
corecta

Conectati traductorul la
iesirea corecta

Traductorul este
deteriorat

Contactati distribuitorul sau
furnizorul de servicii

Niciun semnal de
la butonul de
raspuns al
pacientului cand
este apasat

Conexiune gresita

Conectati butonul de raspuns
al pacientului la portul corect

Butonul de raspuns
al pacientului este

Contactati distribuitorul sau
furnizorul de servicii

deteriorat
. Probleme cu Verificati conexiunea USB
Conexiunea . . . .
. . conexiunea USB dintre instrument i computer
dintre PC si

audiometru nu
poate fi stabilita

Cablul USB este
deteriorat

Schimbati cablul USB (cablu
standard USB A/B)

Rezultate putin
probabile ale
investigatiei

Reglarea a expirat

Efectuati reglarea
audiometrului

Tipul traductorului
AC (casti supra-
aurale sau casti
intra-aurale) a fost
selectat gresit

Modificati traductorul AC
selectat n prezent din
software-ul sau aplicatia
Maestro

Nu puteti accesa
un test

Testul optional nu
este activat

Contactati serviciul tehnic de
referintd pentru a obtine
licenta, comunicand numarul
de serie al dispozitivului
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Cdnd audiometrul este utilizat impreund cu o cabind izolatd
fonic, verificati realizarea corecta si in siguranta a conexiunilor
atat in interiorul cabinei, cat si intre cabind si instrument.





