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Mofidore dieCodixd 10 Tapov eyyelpiolo mpiv amd T YXPHoN THS

é ovokevng. Awate 101aitepn Tpoooyn oto kepdlaio 1 («Aopdleio:
TPOELOOTOINOEIC KAl  TANPOQYOPIES») KoL o010 Kepdiaio 2
(«Eykataotaon»).

O1 emiBewpnoels oto. E0MTEPIKA UEPT KO O1 ETIOKEVES TPETEL VO
exteAobVTaL HOVO OO €COVGIOFOTHUEVO TPOCWTIKO.

Awaiope TvevpatTikig Woktnoiag: To dikaiopa TveLUATIKNG 10K Giog
Tov Tapdvtog eyxepdiov katéxert n INVENTIS S.rl. Amayopevetar m
AVTIYPOQT), OVOTOPUY®YN 1 TPOTOTOINGT TOL GLVOAOL 1 HEPOVLS CLTOV,
xopig ypamt eWdkn e&ovosroddton and v INVENTIS S.r.l.

To Inventis ® eivou gumopixo onua tns INVENTIS S.r.1.

To QUICkSIN™ givou mvevuatirij 1d10xtyoio tye Etymotic Research Inc ko
éyer mopoywpnOsi orny INVENTIS S.r.l., 2013.
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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.
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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.
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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
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Q
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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
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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.
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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.
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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.

11







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
15



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.
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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















