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1 BBepeHue

1.1.06 3Tom pykoBoacTBe
[aHHoe pykoBoacTBO OoTHOCUTCS K Sera™ Bepcum 1.2. MNponssoanTens:
Interacoustics A/S

Audiometer Allé 1
5500 Middelfart

Denmark

Tel.: +45 6371 3555

Fax: +45 6371 3522

E-mail: info@interacoustics.com
Web: www.interacoustics.com

1.2.MpepHa3Ha4vYeHUue

Sera™ ¢ DPOAE npvmMeHsieTcs Anst ayAnonorm4eckoro UccneaoBaHusi U AoKyMeHTUPOBaHMS NaTonorMm yxa
C UCMONb30BaHMEM OTOaKyCTUYECKOM SMUCCUMIN Ha YacToTe npoaykTa nckaxeHus. Sera™ ¢ DPOAE moxeT
NPUMEHSITLCS B Ntobom Bo3pacTe.

Sera™ ¢ TEOAE npuMeHsieTcs Ans ayanorornyeckoro UccrieaoBaHms 1 AOKYMEHTUPOBaHUS naTonorum yxa
C MCnonb3oBaHWEM 3a4epXaHHOW BbI3BAHHOWM oToakycTuyeckorn ammuccun. Sera™ ¢ TEOAE moxeT
nNpMMeHsaTbCH B Niobom Bo3pacTe.

Yctpoiicteo Sera™ ¢ ABRIS (criyxoBasi peakums cTBona rorioBHOro Mo3ra) npegHasHadeHo Ans
ayamonornyeckon oLeHKM N JOKYMEHTUPOBAHMUS YLLIHbIX U HEPBHbIX HAPYLLUEHUI C NOMOLLbIO NOTEHLNANOoB.,
BbI3BaHHbIX CNyXOBbIM pasapaXeHneMm BHYTPEHHEro yxa, CNyx0OBOro Hepea 1 CTBOMa rofioBHOroO Moa3ra.
Llenesas rpynna naumeHToB Sera™ c ABRIS — HoBOpoOXaAeHHbIE.

Cuctema Sera™ npepgHasHayeHa UCKMIOYUTENBHO AN UCMOSIb30BaHMS NMOATOTOBIIEHHBIM NEepCOoHanomM,
BKITtoYasi aygMosioroB, OTOPUHOSIapVHIONOroB, TepaneBToB, CNeuuanucToB Mo CyXonpoTe3pPoBaHUIO U
MHbIX CMeLManmcToB ¢ aHasnorMyHbIM YpoBHEM 06pa3oBaHuUst. YCTPOCTBO HE MOXKET BbITb MCMOSIb30BAHO
paboTHMKaMK, He UMEIOLLMMU LOCTATOYHbIX TEOPETUYECKUX 3HAHMI U MPAKTUYECKUX HABBLIKOB,
MO3BOSAOLLMX NPaBUITbHO UHTEPNPETUPOBATL MOJyYEHHbIE Pe3ynbTaTbl.

1.3. lMpoTuBonokasaHusA

O6cnenoBaHve NPOTYBOMNOKA3aHO MOCHe XMPYPrnYeckoro BMeLlaTenbCTBa Ha Hapy)XHOM yxe, MPU Hanuunm
BblAESIEHNI U3 yXa, OCTPOI TpaBMe HapY>KHOIO CITyXOBOIO NMPOXOAa, OLWyLLEeHUN guckoMmdopTa (Hanpumep,
TSDKENbIVA HAPYXXHBIA OTWT) UM OKKIO3MM B HAPY)XKHOM CITyXOBOM MPOX0AE, a Takke Npu NMoBpexXaeHUsx
koxu. MNpoBeaeHne o6ecnenoBaHus y NOAOOHbIX NALUEHTOB BO3MOXKHO TOJbKO C pa3peLleHns Bpaya.

1.4. OnucaHue npoaykra

Sera™ — MHOroyHKLMOHaNbHOE NOPTATUBHOE CKPUHUHIOBOE YCTPOMCTBO, NpeAHa3HavYeHHoe Ans
BbIMOMTHEHNS CMeayLWNX TECTOB (B COOTBETCTBUM C YCTAaHOBIEHHOW NMLEH3NEN):
o OToakycTMyeckas ammccust Ha YactoTte npoaykta uckaxenuns (DPOAE)
e 3apgepxaHHas Bbl3BaHHas oToakyctudeckas amuccus (TEOAE)
e ABTOMaTM4YecKas pernctpaums CTBONIOMO3roBbIX (KOPOTKONATEHTHbIX) CIyXOBbIX Bbl3BaHHbIX
noteHumanos (ABRIS )

D-0112455-D — 2020/03 (=)
Sera™ - PykoBofcTBO nonb3osatens - RU Interacoustics Crp. 1


http://www.interacoustics.com/

Cuctema Sera™ paboTaeT ¢ pasnunyHbiMK KOHUrypauusimm npeobpasoBaTtenei u WHypoB. B npueeaeHHom

HWxe Tabnuue YKa3aHbl BOSMOXHble KOHq)MrypaLl,l/IM npe06pa3OBaTene|7| M LWWHYPOB, ncnosnb3dyemMble npu

paboTe ¢ cuctemon Sera™.

KOH®UT'YPALIUA NMPEOBPA3OBATEJIA / LUHYPA

DPOAE

TEOAE

ABRIS

3oHg OWA, Hanpsimyto nogkntoyaemMblin k Sera™

[a

[a

Hert

30Ha, NoaKno4aeMbln K LLHYPY npegycnnmntens

Oa

Oa

Oa

IP30, noakntoyaemble K LUHYpY npegycunutens

Komnnekrauus cuctemsl:

Het

Het

Oa

KoHdmrypauum

CTaHpapTHble KOMNOHEHTbI, O6wune

ABRIS

ABRIS + OAE

MopTatmeHoe ycTpoicTBo Sera™

Mopactaska Sera™

Bbnok nuTaHusa nogcraBku

Mpeaycunutens’

Mwukpo-kabenbs USB Tun A-B

[NepeHocHas cymka

MmuTaTop AeTCKoro yxa

Kabenu ¢ 3axumamu Ans 3nekTpoos ¢
3awenkamn’

MHCprKLI,I/IFl no NpUMEeHEeHUo

Komnnekrt MO HearSIM™

KomnnekTt koH4yunkoB 30HOa Sera™

OnumoHanbHo

KomnnekT ywHbIx HakoHe4YHukoB ans ADI-
CKpWHWHra Sera™

KomnnekTt onsg 4ynctku 3oHaa Sera™

KomnnekT npuHagnexHocTen ana IP / sonpa’

KomnnekT npuHagnexHocTen ana EarCup?

OnumoHanbHo

OnumoHanbHo

Crunyc

UuncTawasa TkaHb ANS CEHCOPHOro akpaHa

LeiHbIn WwHypok ans npeaycunutens’

Oatumkn

3oHg OWA 500 mm'!

OnumoHanbHo

OnumoHanbHo

3oHg OWA 1200 mm

OnuunoHanbHo

Yuwron sknageiw IP 30 (50 Q) ¢ komnnekTom
afanTepoB YLWHbIX HAKOHEYHMKOB'

YuwHon sknagbiw IP 30 (50 Q) ¢ komnnekTom
apantepoB EarCup

OnuunoHanbHo

OnunoHanbHo

JononHutenbHble NnPpUHaAnNexHocTu

Sera™ ABRIS Pass Checker

OnumoHanbHo

OnumoHanbHo

KomnnekT ansa npuHtepa atuketok MLP2
(BkrtoyaeT npuHTep, BNOK NUTaHNs 1 2 pynoHa
TepMmorpaduyeckon bymaru Ang 3TUKETOK)

OnuunoHanbHo

OnunoHanbHo

' [leTarb, KOHTAKTMPYIOLLAsA C NauMeHToM, B cooteeTcTBum ¢ IEC 60601-1
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1.5.MNMpeaynpexaeHuns

B naHHOM pyKOBOACTBE MCMOMb3YHOTCA Crieayoline 3HadeHs npeaynpexaeHnin, NpeaoCcTepexeHnun u
npuMeYaHun:

WARNING 3Haukom WARNING (npegynpexgeHne) oTMedeHbl YCIOBUS UMK
OeNCTBUS, NOTEHLMaNbHO onacHble AN nauneHTa u/unu nonb3oBaTensi.

CAUTION 3naykom CAUTION (npefoctepexeHne) OTMEeYEHb! YCIoBUS UK
[eCcTBUS, CNOCOBHbIE MPUBECTU K NOBPEXAEHNIO 060pyA0BaHMS.

NOTICE 3Hauykom NOTICE (BHUMAHWE!) oTmeyeHbl AencTBus, He npuBoasLune
K MPUYNHEHNIO TPaBMbI.

e %
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2 PacnakoBkKka m ycTaHOBKa

2.1 PacnakoBKa U OCMOTp

MpoBepka ynakoBKU U COAEPKUMOro Ha Hanu4ne NOBPeXAEHUN

Mo nony4yeHnn o60pyAOBaHNS NPOBEPbLTE TPAHCMOPTUPOBOYHYH YNAKOBKY Ha Hanuyve criefos rpy6oro
obpalleHus v noepexaeHus. Ecnv ynakoBka noBpexaeHa, COXpaHUTe ee 40 OKOHYaHWs MeXaHU4YeCcKol 1
3MEeKTPUYECKOI NPOBEPKM COAEPXUMOro nocTaBku. Ecnm o6opyaosaHue HeucnpasHo, oGpatutech K
BalleMy ANcTpubbioTopy. C Lienbio NpeabsaBreHnUs NPeTeH3unii K NepeBo3UYnKy 1 BO3MELLEHUS YObITKOB
COXpaHuTe ynakoBOYHbIA Matepuarn.

CoxpaHuTe ynakoBKy Ans nocreayroLwen TPaHCNOPTUPOBKU

YcTtpoictBo Sera™ nocTtaBnsieTcs B crieymanbHo paspaboTaHHONM A4S HEro TPaHCNOPTUPOBOYHOM YaKoBKe.
Moxanyncta, He BbibpackiBalnTe ee. OHa noTpebyeTcs, ecnn 06opygoBaHME HYXXHO OyaeT BepHYTb AN
obcnyxvBaHus.

Mpn HeobxoamnmocTn obecnyxuBaHus obpaTuTech K Balemy ANCTpUOLIOTOPY.

Coo6LeHne 0 HeMCNPaBHOCTAX

MpoBepbTe YCTPOMCTBO Nepen NoAKnYeHneM

Mepen nogkntoYeHNeM YCTPOMCTBA K 3NIEKTPOCETH eLLe pa3 NPOBEPLTE €ro Ha HanuunMe NOBPEXAEHNN.
Heobxooumo BM3yanbHO NPOBEPUTL KOPMNYC U NPUHAANEXHOCTU Ha Hann4yue LapanvH u OTCYTCTBYHOLLNX
peTanen.

HemeaneHHo coobwanTe 0 BCeX HEMCNPABHOCTAX

O6 oTcyTCTBMM OeTanemn unm HeMCNpaBHOCTAX HEOOXOAMMO HEMEONEHHO COOOLLUTE NOCTaBLLMKY
06opynoBaHust, NPUNOXUB MHBOWC, CEPUNHBIN HOMEP 1 nogpobHoe onucaHne npobnemsbl. B koHUe AaHHOro
pyKOBOACTBa Bbl HanaeTe "bnaHk Bo3BpaTa”, B KOTOPbIA MOXXHO BHECTU onMcaHue npobremMsi.

Bocnonb3ayutecb "BnaHkom Bo3Bpara”

Mcnonb3oBaHue "braHka Bo3BpaTta" obecneunT CEpBUCHOIO MHXeHepa MHgopMauuen, Heobxoanmon Ans
yCTpaHeHWs BO3HWKLLEN HEUCNpPaBHOCTU. B NpOTMBHOM cryyae MOUCK HEUMCNPaBHOCTM U PEMOHT yCTPOMCTBA
MoryT ObITb 3aTpyAHeHbl. Bcerga Bo3spallanTe yCTpOMCTBO C 3anonHeHHbIM "bnaHkom Bo3spaTta” ons
obecneyeHns rapaHTUPOBAHHOIO YCTPaHEHNS HEMCNPABHOCTMW.

TpaHcnopTUpoBKa
[na TpaHcnopTUpoBKK ycTpoiicTBa Sera™ Ha HebonbLUMe pacCTOsIHUS BOCTONb3YATECHh CYMKOW, BXOASLLEN
B KOMMIEKT NocTaBku npubopa.
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2.2 MapkupoBka

Ha YCTp0I7ICTBO MOXeT ObITb HaHeCEHa cnenywlwaa MmapKkmpoBkKa:

CumBon MosicHeHMne

Hetann Tna B, Haxoasiwmecs B HeNocpeaCTBEHHOM KOHTaKTe C NaLuueHToM,
cornacHo |IEC 60601-1.

[eTtanu, HaxoasLmecs: B HENOCPEeACTBEHHOM KOHTAKTe C NMaLMeHTOM, He
NPOBOAST 3NEKTPUYECKUIN TOK U MOTYT OblTb HEMEAIEHHO CHATbLI C NauMeHTa.

Oetanu Tnna BF, Haxoasiwmnecst B HENOCpeACTBEHHOM KOHTaKTe C MaLMeHTOM,
cornacHo mexayHapogHomy ctangapty IEC60601-1

BHumaHme!

Cwm. MHCTPYKUMKN NO NPUMEHEHUIO

CrnenyiTe UHCTPYKLMK MO NMPUMEHEHWI0

WEEE (Oupektusa EC)

OTOT CMMBOM O3HA4aeT, YTO NpU HEOOXOAMMOCTM YTUNU3aLMM SAHHOTO
NpoAyKTa KOHEYHBIN NONb30BaTeNb AOMMKEH HANPaBWTb €ro B crieluarnbHbIN
LEeHTp no nepepaboTke 1 NOBTOPHOMY UCMOSb30BaHUIO OTXOA0B.
HeBbinosiHeHWE 3TOro YCNoBUsi MOXET NPUYUHUTL BPES OKpY>KatoLLeln cpede.

3Hak CE o3HavaerT, uTo Interacoustics A/S oTBevaeT TpeboBaHMAM
MpunoxeHus Il QupekTrBbl N0 MeanUMHCKUM ycTponcTeam 93/42/EEC.
CwucTema kavecTBa noateepxaeHa TUV Product Service,
NaoeHTudunkaymoHHbin Ne 0123,

N 0 > >

o
-
N
w

w
=

CepuiiHbIn Homep

Hata npousBoacTsa

Mponssogutens

E -

REF Homep Ans cebinok

He ncnonb3oBaTtk NOBTOPHO
Takue geTanu, KaK yliHble BKNagpblliv, npeaHasHaveHbl AN 0OHOKPaTHOro
NCMNOMb30BaHUSA

&

L

Ob6eperaTb OT BO34ENCTBMUS Braru

[rnanasoH 3Ha4YeHUn BNaXkHOCTH Nnpu TpaHCNOPTUPOBKE N XpaHEHUN

IO
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[vanasoH 3Ha4YeHuii TemnepaTypbl NpU TPaHCMOPTUPOBKE M XpaHEeHUU

Fy )Y

A wr Norotun
Iinteracoustics

| BknioveHue unu BeIKoYeHne yCcTponcTea. AnutensHoe HaxaTune BkniovaeT
o npunbop. KopoTkoe HaxaTue BbIBOAMT Npubop 13 pexmma oxuaaHus (c
noraLleHHbIM AUCNNeem).

® He ncnonb3oBaTtb NOBTOPHO

IP20 CreneHb 3aLnTbl OT NPOHMKHOBEHMUS BOAbI M TBEPAbIX YacTUL
OdhekTUBHO NPOTNB OGBHEKTOB KpynHee 12,5 Mm

IP02 YpoBeHb 3alunThl, 06ecnevmBaembli KOPMyCOM OT MPOHUKHOBEHUS XXUOKOCTEMN.
OdhekTMBHO NPOTMB KanaroLen Boabl, Korga Kopnyc HakmoHeH nog yrrnom 15°

CchbliNnka Ha OomnornHUTeNbHoe MHPOPMaLMOHHOe PYKOBOACTBO MO YCTPONCTBY
Sera™ unu MHblEe MHCTPYKLNK

2.3 [lpaBuna 6e3onacHocTn

2.3.1 Oowwme

Heobxogumo nocTosiHHO cobntogaTh NpUBEAEHHbIE HXKE NpaBuna 6e3onacHocTn. Heobxoamnmo cobnogatb
obume npasuna 6e3onacHOCTU, CBA3aHHbIE C 3KCNNyaTalmen anekrpoobopynosaHus. HecobnoaeHve
OaHHbIX NpaBun 6e30MacHOCTN MOXET MPUBECTM K NOBpEeXAeHW0 060pyAoBaHMSA U NMPUYMHEHMIO Bpeaa
3[10POBbIO OnepaTopa Uy nauueHTa.

PaboTtogatenb gomkeH o6a3aTb Kaxaoro paboTHuka cobnogaTb NpaBuna 6e3onacHoOCTU BO n3bexaHne
pucka HaHeceHust ylepba ero/ee 300pPOBLIO.

anHﬂTble B pa3HbIX yupeXxaeHuax npasuna ©e3onacHocTn pasnn4yaroTcA. B Clny4ae HeCOoOTBETCTBUA
mMmaTtepuana, npyuseaeHHoro B JaHHOM pyKOBOACTBE, npasunam, NpUHATbIM B y4pexaeHun, npenmyecrtBso
OOJMKHO ObITh OTAaHO BGonee CTpOrnm npasuiiam.

YcTporicTBo Sera™ npegHasHayeHo Ansl MCMONb30BaHMS OTOPUHOMAPUHIONoramMu, ayamorioramu,
MeACcecTpaMm U TEXHUYECKMU paboTHUKaMK, 0GyYEHHbIMU NMPaBUITIbHOMY MOMb30BaHNI0 NPUGOPOM.

2.3.2 TMpepocTtepexeHus - Obwme

CAUTION

Mpwv HapyLeHnn paboTbl CUCTEMbI 3anpeLLaeTcs ee UCMOoNb30BaHUe Brpeab A0 YCTPaHEHUSs HEUCMPaBHOCTU
¥ TECTUPOBAHUSI HA COOTBETCTBUE OMNyBNMKOBAHHBIM TEXHUYECKUM XapakTepucTukam Interacoustics.

He poHsnTe yCTPONCTBO M He noasepranTe ero rpybomy omanyeckoMmy BO3AeNCTBUIO. Ecnn Bbl ypOHUIU Unn
WHbIM CNOCOBOM NOBpeaunn yCTPOWCTBO, BEPHUTE €ro Npou3BoauTento Ans peMoHTa u/unm kanmbposku. He
NOnb3ynTEeChb YCTPOWCTBOM MpU MOAO3PEHUN HA HENCMPABHOCTb.

e %
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HapexHoe dyHKUMOHNPOBaHUE JaHHOro Npubopa 1 ero KOMMNOHEHTOB BO3MOXHO NLLb NPy cObnoaeHnn
WHCTPYKLUNIA, coaepKallnxcs B AaHHOM PYKOBOACTBE, HAHECEHHbIX Ha KOpPMyC U HaneyaTaHHbIX B
WMHPOPMAaLIMOHHBIX NUCTKaxX-BKNaabllwax. He nonb3ynTecb HeMcnpaBHbIM YCTPONCTBOM. Y6eauTecs B
HaJEeXHOCTU NOAKMYEeHN Npubopa K BHELHUM NpUHaAneXHoCcTsaM. [loBpexaeHHble, OTCYTCTBYOLLME,
N3HOLLEHHbIE NNK 3arpsA3HEHHbIE KOMMOHEHTLI AOMKHbI OblTb HEMEANEHHO 3aMEHEHbI YUCTLIMK
OpUrMHanNbHbLIMKU 3anacHbIMNU KOMNOHEHTaMN, NPON3BEAEHHbIMM UK NOCcTaBnsieMbiMu Interacoustics.

O60py,qOBaH|/|e He npegHa3Ha4eHo aAnA peMOHTa noJfib3oBaTeriem. PeMOHT gomxeH npon3BoaANTbLCA TOJIbKO
YNOJIHOMOY€EHHbIM CEPBUCHbIM NpeacTtaBUTes1eEM. rlpaBOM BHECEHUSI UISBMEHEHUN B yCTpOVICTBO obnagatoT
TOJIbKO YNOJIHOMOY€EHHbIE NpeacTaBUTENN Interacoustics. BHeceHne nameHeHui B yCTpOVICTBO MOXET ObITb
OonacHbIM.

Interacoustics GyaeT npegocTaBnsTh MO 3anpocy NPUHUMNMANbHBIE NEKTPUYECKNE CXEMbI, CTTIMCKM
AeTtanen, onMcaHusi, KanMbpoBOYHbIE MHCTPYKLMU M MHYI0 MHGOPMaLWto, HEOOXOAUMYIO aBTOPMU30BaHHOMY
CepBMCHOMY MepcoHany Ans peMoHTa Tex YacTeit npubopa, KoTopble NpeaHasHayeHbl Ans peMoHTa
CEPBWCHBLIM NepcoHarnom.

He ponyckaeTcs BbINONHEHME onepauui no obcnyxueaHuio npubopa Bo Bpems obcrnefoBaHUs naymeHTa.

K npnbopy Sera™ cnegyeT nogknoyaTth TOMbKO Te NPUHAANEXHOCTU, KOTOpble Gbinn NPUoBGpeTEHbI Y
Interacoustics. K ycTpoiCTBY MNK AOK-CTAHLMM MOXHO MOAKM0YaTb TOMNBLKO NPUHAANEXHOCTU, MPU3HaHHbIE
COBMECTUMbIMM KoMmMaHuel Interacoustics.

WARNING

[aHHoe ob6opyaoBaHue npeaHasHavyeHo Ang PyHKLMOHUPOBaAHUSA B BUAE MEeAULIMHCKON 3NEKTPUYECKon
CUCTEeMbI NYyTEM MOAKMYEHUs K apyroMmy obopyaosaHuio. BHellHee obopyaoBaHue, npeaHasHayeHHoe ans
NOAKMIOYEHUS K BXOAY CUrHana, BbIxody CUrHana unm nHbiM pasbemam, JOSPKHO COOTBETCTBOBATb
aencTeylollemy ctaHgapTty, Hanpumep, |IEC 60950 gna IT-obopynosaHus u rpynne ctaHgaptos IEC 60601
AN MeauLMHCKOro anekTpuyeckoro obopyaosaHus. Kpome Toro, Bce noaobHble MeauLmHCKue
3ANEeKTpUYECKNE CUCTEMbI JOIDKHBI OTBEeYaTh TpeboBaHMAM 6Ge3onacHOCTH, NpMBeaeHHbIM B 00LemM
ctaHgapte IEC 60601-1, pegakums 3, nyHkT 16. O6opyaoBaHue, He COOTBETCTBYHOLLEE TPEOOBAHUSM K TOKY
yTeukn, npmBedeHHbIM B cTaHgapTe IEC 60601-1, 4OMKHO HAX0AUTBLCS Ha PacCTOsIHUKM He MeHee 1,5 m oT
naumeHTa, NMMbo JOoMKHO cHabXaTbCsa pa3gennuTeribHbIM TPaHCOPMaTOPOM, CHIDKAIOLLMM TOK yTeuku. JTuuo,
NoAKMoYalLLee BHELLHee 000pyaoBaHWE K BXOQY CUrHana, Bbixody CUMrHana unun nHbiM pasbemam, co3gaet
MEOMLIMHCKYHO 3MEKTPUYECKYH CUCTEMY U HECET OTBETCTBEHHOCTb 38 COOTBETCTBME 3TOW CUCTEMbI
nepeymcrieHHbIM Bbille TpeboBaHuaM. B criyyae coMHeHuin obpaTuTech K kKBannuunpoBaHHOMY
MeOMLMHCKOMY UHXEHepy unm Ballemy MecTHomy npeactasutento. Ecnun npubop nogkntoyeH k MK (T.e. IT-
06opynoBaHune ABMASETCH YacTblo CUCTEMbI), HE NMpUKacanTech K NaumeHTy Bo Bpems paboTsi ¢ K.

Ecnu npnbop nogkntoyeH k MK (T.e. IT-obopyaoBaHue SBNSETCA YacTblo CUCTEMBI), COOPKY 1 Mogudmkaumio
CUCTEMBbI AOIMKEH BbIMNOMHATb KBanNnMUUNPOBaHHbI MEANLIMHCKUA MHXEHEP B COOTBETCTBMM C
TpeboBaHuamu ctaHgapTa IEC 60601.

BHumaHue! Pasbem USB gaHHoro npnbopa nsonmposaH OT pa3bemoB naumeHTa.

HecobniogeHue npmeeeHHbIX Bbille Mep NpeoCTOPOXKHOCTU MOXET NPUBECTU K Ype3MepHOMY
MNOBbLILLEHNKD TOKa YTE4YKN.
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2.3.3 BHewHue akTopbl

CAUTION
Mcnonb3yiite u xpaHuTe NpMbop TONbKO B MOMeELLeHMN. PekomeHnayeTcst
fe aKcnnyaTauusi npubopa npu TemnepaTtype oKpyxatoLero sosgyxa ot 5 °C /
o’ 41 °F po go 40 °C / 104 °F v oTHocutenbHom BnaxHocTtn ot 15% no 93% (6es
I KOHAeHcauun).

YcnoBusi TpaHCMOPTUPOBKU W XpaHeHwWsl, NpuBedeHbl B pasaerne 6

B npowecce pa60Tb| He ,EI,OI'IyCKal;ITe KOHTaKTa XXWAKOCTU C NMobbiMK ANEKTPOHHbIMN KOMMNOHEHTAMU UITN
nposogamm yCTpOI7ICTBa. npl/l nogo3peHnn Ha KOHTakKT KOMIMOHEHTOB Ui I'IpI/IHa,EI,J'Ie)KHOCTeIZ CUCTEMBbI C
KNOKOCTbIO HeOOX0aAMMO npeKkpaTnuTb NCnoJyib3oBaHMe npm60pa Bnpeab A0 NnoATBEPXAEHUA ero
BesonacHocTH YNONMHOMOY€HHbIM TEXHUYECKM cneunanmcTtom.

2.3.4 JnekTpuyeckasi U 3NIeKTpoHHas 6e30nacHOCTb

Mepen nobbiM 06CnyXMBaHMEM BHYTPUYLLIHLIX TENedOHOB HEOOXOANMO CHATb

CAUTION npeobpasosaTenu 1 anektpoasl Sera™ ¢ nauneHTa.

He npukacaiTecb 0QHOBPEMEHHO K MALMEHTY 1 KOHTaKTaM Ha HIDKHEN
cTopoHe npuGopa. ATo MOXET NPUBECTM K YpE3MEPHOMY MOBLILLEHNIO TOKa
yTEYKN.

WARNING

>

He oTkpbiBanTe kopnyc npubopa. O6cnyxmBaHne A0MKHO NPOU3BOANTLCSA
KBanM@pULUUPOBaHHbIM NEPCOHArom.

2.3.5 OJnekTpomarHuTHasi coBMecTumMocTb (QMC)

HecmoTps Ha T0o, 4TO Npnbop cooTBeTCcTBYET TpeboBaHusm OMC, cnegyet
NPUHUMAaTb Mepbl K NPeAoTBPaLLEeHNI0 BO3AENCTBUS 3NIEKTPOMArHUTHbIX
nonew, Hanpumep, co3gaBaemMbix MOOUbHBIMKU TenedoHamu. Ecnu npnbop
ncnonb3yeTtcsa B65M3n gpyroro o6opyaoBaHus, Heobxoanmo ybegutbes B
OTCYTCTBMM B3aMMHbIX MOMeX. [JoNonHUTENbHYI0 MHAOPMAaLMIO Bbl MOXeTe
HanTh B npunoxeHun no OMC.

CAUTION

>

2.3.6 B3spbiBOoONnacHoOCTb

WARNING Puck B3pbiBa.

He nonb3yiteck NpUGOPOM B MPUCYTCTBUM NETKO BOCTIIAaMEHSIFOLLNXCS
aHeCTEeTUKOB U UHbIX Fra30B.

>

HE NOJIb3YWUTECH npnbopoM B NpUCYTCTBUN NETKO BOCMNAMEHSIOLLIMXCS
razoobpasHbix cMmeceit. [lonb3oBaTernb JOMKEH NOMHUTL O BO3MOXHOCTH
B3pbIBa 1 BO3ropaHus Mpu UCMONb30BaHMM YCTPONCTBA BOMM3N NErko
BOCMMaMEHSIOLLMXCHA ra30006pasHbIX aHECTETMKOB.

HE NOJIb3YWUTECH yctpoiicteom Sera™ B cpefie ¢ NOBbILLIEHHBLIM
cofepxaHueM kucnopoaa, Hanpumep, B bapokamepax, KUCIOPOOHbIX
nanaTkax v T.M.
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2.3.7 Ucnonb3oBaTtb ansa OXpaHbl 340POBbA B AOMALUHUX yCIOBUAX

OT0T Nnpubop nNpeaHasHavyeH Ans NCNONb30BaHNs B YCNOBUAX AOMALLHEro 3apaBooxXpaHeHuns (3a
npeaenamu NnpogeccuoHanbHbIX MeAULIMHCKUX yupexaeHun). 3apsaHoe YCTPOMCTBO, BNoK nuTaHus u
noacTaBka He JOSMKHbI MCMONb30BaThCs B YCNOBUAX JOMALLHErO 34paBOOXPaHEHNS.

OTO 03Ha4aeT, YTO TOSLKO pquoﬁ 6nok npegHasHa4veH anda gomMmallHero 3apaBooOXpaHEHUA. 3ap;|,1:|,Hoe
yCTpOVICTBO, OnoK NUTaHNSI U OOK-CTaHUMSI HE OOJDKHbI UCNONb30BaThCA B yCcrnoBuax gomMalluHero
30PpaBOOXPaHEHUA.

2.3.8 To4HOCTb U3MepeHUn

Ins obecneyeHus Hagnexallen pabotbl Sera™ HeobxoAMMo NPoBepsiTL U KanMbpoBaTb NPUBOP He pexe
0[HOro pasa B rog.

O6cnyxnBaHue n kanMbpoBKy Npubopa AOMmKeH NPOBOAUTL YMONTHOMOYEHHbI CEPBUCHDBIN MHXEHEP.
OTcyTcTBME perynsapHbIX MPOBEPOK BneyeT 3a cobon HapyweHue Oupektmebl EC no megnumHckum
ycTponctBam (MDD) u gpyrMmx HOpMaTMBHBIX aKTOB C MpPeKpaLLleHneM OEeNCTBUSI rapaHTUAHBLIX
0bs3aTensCTB.

Mcnonb3oBaHne HekannbpoBaHHbIX YCTPOMUCTB HE PEKOMEHAOBAHO, T.K. MOXET NPUBECTU K OLLMBOYHBIM
pe3ynbTatam obcnenoBaHus.

2.3.9 T[pouee

BHumaHue! 5
HE NOOKMIOYANTE npubop Sera™ k komnbioTepy A0 YCTAHOBKM NporpaMMHoro obecnedeHus!

XpaHeHue npu Temnepatype Huke 0°C n Bbiwe 50°C MOXeT NpUBeCTU K HeobpaTMOMy NOBPEXAEHUIO
npubopa v ero NpUHaanNeXHoCTeNn.

He ycTaHaBnvBanTe npmMbop psaom ¢ nobbiMn NCTOYHUKAMK Tenna.

O6paweHne ¢ npeobpasoBatensamm TpebdyeT 60nbLION OCTOPOXKHOCTH, T.K. rpyboe obpalleHne, Hanpumep,
yaap o TBepayt MOBEPXHOCTb, MOXET MPUBECTU K NOJIOMKE UMM MOBPEXAEHNIO AeTanen.
B npepenax EBponelickoro Coto3a 3anpeLeHo yTunm3mpoBaTh 3f1EKTPUYECKME U
3MNEKTPOHHbIE OTXOAbl BMECTE C ObITOBBIMM OTXOO4AMU. DNEKTPUYECKNE U SMEKTPOHHbIE
0TX0A4bl MOIyT cofepXaTb OnacHble N9 340POBbS BELLECTBA U MO3TOMY AOMMKHbI
yTUNM3NPOBaTbCS OTAENbHO. Takas NpoayKuust oTMeYeHa nokasaHHbIM crieBa u3obpaxkeHnem
nepeyvepkHyToro MycopHoro 6aka. [ins obecneyeHns BbICOKOrO YPOBHSA NOBTOPHOIO
NCMOMb30BaHWS 3NEKTPUYECKUX N 3NEKTPOHHbIX OTXOA0B HEOOX0AUMO COTPYAHMYECTBO C

nofib3oBaTernieM. HapyLueHme npaBu NOBTOPHOIO UCMNOJ1b30BaHUA I'IO,IJ,O6HbIX 0OTX040B MOXeT

npeacTaBnsaTb Yyrpo3y Arsi OKpY>KaloLLen cpeabl U, Kak crneactaue, Ans 300poBbs Niogen.

3a npegenammn EBpOI'IeVICKOFO Coto3a OomKHbI cobnogaTbCs MECTHbIE npasuna ytunn3aummn npoagykumm c
NCTEKLLNM CPOKOM MOJ1IE3HOIo UCMNOoJib30OBaHUA.

2.3.10 Ucnonb3oBaHue 060pyaAOBaHUA NOCSIe TPAHCNOPTUPOBKA U XPaHEHUA

Mepen TeM, Kak HayaTb NONb30BaTLCA NPMBOPOM, y6eauTech B TOM, YTO OH (PYHKLIMOHUPYET NPaBUIbHO.
Ecnun npnGop Haxoauscst Ha xonoge, Aaxe HenpodoKUTENbHO, AaiTe eMy akknumaTusupoBaTtbes. Ha aTto
MOXET YATU MHOTO BPEMEHW, B 3aBUCUMOCTM OT YCIIOBWI (HanpumMep, BNaXHOCTH). [ns yMeHbLUIeHWs!
KOHAEHCaUMN He BbiHUManTe Npubop 13 opurMHansHOn ynakoBku. Ecnv ke npubop Haxoguncs B Gonee
TEMNSIOM NOMELLEHNUM, YeM TO, Fae OH ByaeT UCMonb3oBaThCs, akknMMmaTusaumus He TpebyeTtca. OAns
obecneyeHnsi Hagnexalero yHKLUMOHMPOBaHUS Npubopa perynsapHo BbIMOSHSAWTE PYTUHHYIO MPOBEPKY,
peKoMeHOyeMYI0 AN ayauoMeTpUYeckoro o6opyaoBaHus.
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2.4 YcTaHOBKa OOK-CTaHLUUU

D-0112455-D — 2020/03
Sera™ - PykoBofcTBO nonb3osatens - RU

Moakntounte pasbem Mukpo-USB Tuna A-B 6noka
nNUTaHWs K 3agHern naHenu noacrtasku (1).

é WARNING

NMONb3YUTECH TONbKO BJIOKOM MUTAHUA
UEOSWCP - 050160SPA.

He nbiTaritecb nonb3oBaTbCs MobbIM ApYrnm
©nokom nuUTaHmsa. OTO MOXET NPUBECTU K
nopaxeHuto oneparopa unu naumeHTa
3MIEKTPUYECKMM TOKOM.

lMomecTuTe JOK-CTaHUMIO BEPTUKANbBHO Ha CTOM.
[lns npaBunbHOM yCTaHOBKM Npnbopa AoK-CTaHuus
CcHab>xeHa ABYyMS HanpassoLWMMK.

MomecTtute Sera™ B U-o6pasHoe npuemHoe rHesao
nok-ctaHuuu. MpaBunbHoe pacnonoxeHue npubopa
HeOoOX0AMMO A1 3apsiaKM akkyMynsiTopa.

Yrto6bl n3sneysb Sera™ n3 gok-cTaHLmu,
BO3bMUTECH 3a BEPXHIOK YacTb Npubopa,
BbICTYMNALLYO HaZ Kpaem LOK-CTaHLMW.

e Y
s
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2.5 YcTtaHoBKa TepMonpuHTepa Sanibel™ MLP2 (onumMoHansHO)

MopkntoveHne Sera™ k TepmonpuHTepy MLP2 ocywecTensieTcs nyteM 6eCnpoBOAHOIO COMPSKEHUS.
Mcnonk3yiTe TONbLKO pekoMeHA0BaHHbIN NpuUHTEp oT Interacoustics.

251 3apsaka akkymynsatopa
I'IpleTep nutaeTcs OT NIMTUN-UOHHOIO aKKyMyndaTopa.

Moakntounte 3apsagHoe YCTPOMCTBO K rHe3ay, pacnonoXeHHOMY Ha
npason 6GokoBOM naHenu nNpuHTepa. BcTtaBbTe BUIMKY 3apsagHOro
yCTponcTBa B po3eTky. CBeueHne CUHero nHavkaTtopa o3HadaeT, YTo
aKKyMynsaTop 3apshkaeTcsl.

2.5.2 YcrtaHoBKa 6ymaru ans nen6noB B NpUHTEpP

==

E

MpoTtaHute kpan Gymaru yepes
npopesb B KPbILLKE U 3aKponTe
KPbILLKY.

BcTaBbTe pynoH B NpuHTEP.
CBob0oaHbIN Kpal pynoHa

OoIKeH 6bITb HanpaBneH B
CTOPOHY OTKPbITON KPbILLKK.

YT106bI BCTABUTL HOBLIW PYIIOH B
nNpuHTEpP Nenbnos, oTKponTe
npuHTEp, caBNHYB 0b6e ronybblie
3aLLerkun, pacnonoXeHHble Ha

KpbilLKe NpuHTepa, B
HanpaBfieHnu, ykasaHHOM
cTpenkamu.

BkntounTe NpuHTEP U HAXMUTE
pPacnonoXeHHYH crieBa KHOMKY
nogauu 6ymaru. Npu aTom

NMPUHTEP BbIPOBHSIET Nenonbl
OTHOCUTENBbHO NneYvaTatoLen
rOJTOBKM.

B kauectBe onuumm ¢ TepmonpuHTepom MLP2 mMoxHO ncnonesoBatb Tepmobymary. MHCTpykumm no
yCTaHOBKe Bbl HaaeTe B PyKOBOACTBE norb3oBaTens npuHtepa MLP2.

2.5.3 BknioyeHue 1 BbIKNOYEHME NPpUHTEpPA

[Ins BKITOYEHWST UMW BBIKITIOYEHNS] MPUHTEPA HEOOXO0ANMO HaXkaTb KHOMKY NMUTaHWUS U YAEpPXKMBaTb ee B
TeyeHune 2 CekyHn.
Ecnv npuHTEp NMTaeTcsa OT akkyMynaTopa, 3aroputcs XenTbli MHAMKaATOP MUTaHUS.

2.5.4 TMopknioyeHue GecrnpoBogHOro npuHTepa k Sera™
[ns 6ecnpoBogHoOl nevaT Heo6XoAMMO NOAKMYUTL NPUHTEP K Sera™.

[ns conpspkeHnst npyHTepa HeobxoaAMMO BbINOMHUTL cneaytoLme AenCTBUS:
1. BkniouuTe NpUHTEP, HaXKaB KHOMKY NUTaHWUSA U yOepXuBas ee B TeYeHne 2 cekyHa
2. B meHto noptatusHoro npubopa Sera™ BuiGepute Setup | Printer n HaxxmuTe Search (nowck)
3. [avite npubopy NpoBecTM NOUCK BECNPOBOAHBIX YCTPOUCTB. ATO MOXET 3aHATb 1 MUHYTY
4. B cnucke yCTpoONCTB AOIMKHO MNOABUTLCS yCcTponcTso MLP2
5. [na 3aBeplueHuns conpsixeHnsa HaxmuTe Select (BbibGpaThb)

D-0112455-D — 2020/03 (=)
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BHumaHue! He BbikntovaiTe npubop Sera™ B npouecce conpsikeHus.

OauH NpUHTEpP MOXET GblTb COMPSXKEH C HECKOMbKUMMK ycTporicTBamu Sera™. OgHako TONbKo 04HO
YCTPOWCTBO MOXeT paboTaTb B nape C NPpMHTEPOM B KaxXAbli MOMEHT BpeMeHU. OTO O3HA4YaEeT, YTO B
paguyce OeNCTBUS NMPUHTEepa MOXET HaX0aUTbCS TONMbKO OAMH BKIOYEHHbIV NpuGop Sera™. YTo6bi
yCMEeLIHO NOAKIMIOYNTLCSA K ApYroMy YCTponcTBy Sera™, npuHTep HEO0GX0AUMO BbIKMOYMTL, @ 3aTeM BHOBb
BKIMOUUTD.

Ecnu Bbl X0TUTe pacnevyartaTb M3MepeHHble pesynbTaThl Ha NOAKMNIOYEHHOM NPUHTEPe, pekoMeHayeTcs
nepepn NpoBeAeHNeM TakuX U3MEPEHWI BKIMIOYUTL NpuHTep. T 3TO NO3BONUT NPUHTEPY 3apaHee
NOAKIMIOYUTBCS K YCTponcTBY Sera™ 1 ObITb rOTOBLIM K NeYaTy Mo 3aBeplueHun obcrieqoBaHus.

2.5.5 OTcyTcTBME CBA3MU C NPUHTEPOM

MonbITka BbIMNOMHWTL NevaTthb, koraa 6ecnpoBO4HON NPUHTEP OTKITIOYEH UMK
HaxoauTcs BHe AnanasoHa Sera™, npuBeneT k NosiBNeHWo coobLeHns oo
Printer not found* oLunOKe.

+,
-
b

. \ 3akpoiiTe cooblueHne, HaxaB Noka3aHHYIo CreBa KHOMKY, PacrofioXeHHYIo B
[l naHenu ynpaeneHus. BknounTe NpuMHTEP UMM NEPeEMeCTUTe ero B Npeaernbl
= - paauyca 0encTBus U MOBTOPUTE MOMbITKY.
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2.6 AnnapaTHbIi mogynb Sera™
nOpTaTI/IBHbIIh Moayrnb Sera™ cHabxeH Pe3nNCTUBHbIM CEHCOPHbLIM 3KPaHOM, pearmpyroLwinm Ha HaXXaTtune.

Ha nepepgHeit naHenu npubopa Sera™ HaxoAsTCA CEHCOPHbIN akpaH (1),
kHonka Bkn./Bbikn./BosspaT (2) 1 cBeTOANOAHBIN nHAMKaTOp 3apagku (3).

B BepxHen YacTn yCTponcTBa HaXoauTCs rHe3fo ans
nogkntoveHus npeaycunutens KCBIM nnn wHypa
3oHga OAD (1).

C HWXHEN CTOPOHbI pacnonoXeHbl rHe3go Mukpo-USB
(1) ¥ BCTPOEHHBIN CrOT ANSA KPENMeHUs LWENHOro
LWHYpKa (2).
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2.7 TMopknioueHue WHypa 3oHAa K Sera™

WUcnonb3yembit ¢ Sera™ 3oHA Ha3biBaeTcst 3oHA0M OWA. 3oHg OWA MOXHO NOAKIOYMTL K YCTPOUCTBY
OBymMs cnocobamu:

1) [Mpamoe nogknioveHme K yctponcTay (Tonbko ans OADJ)

2) TMocpepcteom WHypa npeaycunutens (ans OAD n aBTomatudeckux KCBIT)

Mepen nogkntoyYeHneM nnm oTkntodeHnem wHypa OWA vnm wHypa
npegycunuTens HeobxoaMMO BbIKIIOUYUTL YCTPocTBO Sera™.

CAUTION

CoBmecTuTe penbedHylo ToUky Ha pasbemMe 3oHaa OWA mnm wHypa
npenycunnuTens ¢ Takou ke TOMKON Ha rHesae npubopa Sera™.
AKKypaTHO BCTaBbTe pa3beM B rHe3fo Jo yrnopa. KoHcTpykumsa Sera
HanpaBnseT WTekep 30H4a Unv NpeaBapuUTenbHOro yeunuTens B
npaBUIbHOE MOSOXKEHUE.

2.8 TlMopknroyeHne npeobpasoBaTerien K npeaycunuTento

Kabenb npegycunurens Heobxoamm aAnga TectupoBaHna AsTomaTtudeckor ABR 1 MOXeT Takke
MCNONb30BaTLCHA CO BCEMU APYrUMU MOAYNAMMU.

CoBmecTuTe WTekep WHypa 3oHaa OWA, BHYTpUYLLHOIO TenedoHa unm
EarCup c MmapkMpoBaHHbIM pa3beMOM B BEPXHEN YacTu npegycunuTens.
BcTaBbTe wWtekep B pa3beMm Oo ynopa. KoHcTpykumsa Sera Hanpasnsaet
LWTEeKep 30HAA UNu NpeaBapuTENbHOro YCUNMTENs B MpaBUiTbHOE
NonoXeHune.

CAUTION

Yo s
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2.9 TlogkntoyeHMe WHYPOB 3NEKTPOAOB K nNpeaycunnTento
|_|OD,KJ'IEOHI/ITe TpU LLUHYpa 3NeKTpoaoB K COOTBETCTBYHOLMM MO LUBETY

pa3bemMmam B BerHeIZ YacTu npegycunutens. LUTeKepr LLHypoOB
ANEeKTPOoaoB AOJTKHbI ObITb BCTaABMNEHLI B pa3bemMbl 00 ynopa.

T

(&> preamplifier
by Interacoustics

2.10 Ucnonb3oBaHue npeobpasoBartenen IP30 ¢ ywHbIMK BKNaabilwamMu nnum
EarCups (tonbko ans ABRIS)

CywecTByloT aBe Bepcum npeobpasosatens IP30 ansa ncnonb3oBaHusi ¢ mogynem ABRIS.

Ctepeo ID TenedoHbl IP30 Crepeo ID EarCups IP30

Ctepeo ID TenedoHbl IP30 ncnonssytotes ¢ Ctepeo ID EarCups npeobpasosarens IP30
YLWHbIMY BKNagblllamu Yepes agantep. ncnonb3yeTcsi ¢ ogHopasoBbiMu EarCups vepes
Mpeobpasoatens NnomeveH “Calibrated for use with  aganTtep. Npeobpasoeatens nomedeH “Calibrated
inserts”. for use with EarCups”.

XoTsa npeobpasoBaTenu BbIMMAASAT OAMHAKOBO, y6eamuTech, YTo Bbl NOMb3yeTech MUMEHHO TEMU PACXOOHbLIMU
npuvHaaneXxHocTsMu (yWwHble Bknagpiwm unm EarCups), onst KOTOpbIX kKanmbpoBaH AaHHbIN
npeobpasoBartersb. B npoTMBHOM crnydae BO3MOXHbI OLLUMOKKN, 0BYCMNOBEHHbIE Pa3NMUYNAMN KarnOpOBKN.
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Sera™ - PykoBofcTBO nonb3osatens - RU Interacoustics Crp. 16



2.11 MNMopknroyeHune K Pass-Checker (npuobpetaeTcsa AONOMHNUTESILHO)

Tectepom (Pass-checker) ABRIS moxHO Bocnonb3oBaTbCs AS1S NPOBEPKM MCMPABHOCTU annapaTypbl,
NpoBOJOB 3NEKTPOAOB U NpeobpasoBaTenei.

IP30 Ctepeo ID TenedoH — HageHbTe CUHME braHLEeBble BKaAbILLM HA agantepbl TeNegOoHOB U
BCTaBbTe WX B OTBEPCTUS TecTepa.

IP30 ctepeo ID EarCups — BcTaBbTe YepHble agantepbl EarCup HenocpeacTBEHHO B OTBEPCTUS TeECTepa.

(Pass-Checker He ucnonb3yeTcsa npy obcnegoBaHMm naymeHTa.)

2.12 MNpeobpa3oBaTenu un kannbpoBka

MpeobpasoBaTtenu, ucnonb3yemblie ¢ NnpubopomM Sera™, cHabxkeHbl cneuunanbHbiMy WTekepamm (Omnetics),
XpaHALWUMU HopMaLLMio 0 kanmbposke (MMeHytoTca Takke |ID-npeobpasosatensmu). Takue
npeobpasoBaTtenu (30HAbI, BHYTPUYLLHbIE TENEMOHbI U T.4.) MOXHO NOAKMYaTh K pasHbiM npubopam
Sera™ 6e3 Heo6XxoAMMOCTIN NOBTOPHON Kannbposku. Sera™ aBToMaTUYECKM ONPeaennuT Tun
npeobpasoBartens v cuMTaeT KanMbpoBOUHYO NHHOPMALLMIO.

2.13 3apsaka n nutaHue npubopa Sera™

2.13.1 baTtapes

Mpnbop nuTaeTca ot NuTMeBo-MoHHOM (Li-lon) 6atapen. batapes 3apshkaeTca nyTem pasMmeLleHns npudopa
Ha NoACTaBKe, MMTaeMol OT CETU NEPEMEHHOIO TOKa.
BaTtapeto MOXHO Takke 3apskaTb C MOMOLLbIO:

e T[logkntoyeHusi npubopa K BKIOYEHHOMY KOMMbIOTEPY C MOMOLLbK npunaraemoro kabens USB.
3apsigka B aTOM cnydvae OyaeT MefneHHee, YeM 3apsiaka C UCMoNb30BaHWEM NOACTABKM.
MoakntoyeHne yCTPOMCTBA K CETU MEPEMEHHOr0 TOKa C UCMONb30BAHWMEM WCTOYHUKA MUTaHUS C
NoAcCTaBKM, HAaNPsAMY NOAKNOYEeHHOro k nopTty MicroUSB Sera™

e %
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[aHHoe n3genve npegHasHavyeHo Anst NOAKTYEHUS K OPYrMM YCTPOMCTBAM C Lierbio

COo3aHusa MedULMHCKON anekTpuyeckon cuctemsl. BHellHee obopyaoBaHue,

npegHasHadYeHHoe Ans NOAKYEHUS K BXOAY CUrHana, BbIxody curHana unu gpyrum

KOHHEKTOpaM, JOSIKHO COOTBETCTBOBATL onpeaeneHHomy ctaHgapTy, Hanpumep IEC 60950-1

ana UT-obopynosanusa u cepun IEC 60601 onsa MeanLMHCKOro aneKTpu4eckoro
obopynoBaHus. Kpome Toro, Bce nogobHble KOMOMHALMW — MEAULIMHCKME 3NEKTPUYECKNE CUCTEMBI —
OOIKHbI OTBeYaTb TpeboBaHUAM k 6€30MacHOCTU, U3MN0XKEHHbIM B 0bwem ctaHaapTe |IEC 60601-1,
pegakums 3, ctatbs 16. JTloboe obopynoBaHue, He oTBevatoLlee TPebOBaHNAM K TOKY YTEYKN. N3MOXKEHHbIM
B ctaHaapTe IEC 60601-1, 0OMmMKHO HAaXOAMTbLCA 3a NpeaenaMn cpeapbl, OKpyXXatoLwen nauneHTa, T. e. He
6nvke 1,5 M oT onopbl NaumeHTa, NMB0o AOMKHO NonyYaTe NUTAHWE Yepes pasfensowmnn TpaHcgopmMaTop
ONsl YMEeHbLUEHMS TOKOB yTeuku. JIMuo, nogknovaLLee BHelHee 060pygoBaHUE K CUTHanbHOMY BXOAY,
CUrHanbHOMY BbIXOA4y UNn ApyrMM pasbemam, co3gaeT MeQULMHCKYHO SMEKTPUYECKYO CUCTEMY U MO3TOMY
HeceT OTBETCTBEHHOCTb 3a €€ COOTBETCTBUE TpeboBaHuaM. B criyyae COMHEHUS CBAXNUTECH C
KBanMuuMpoBaHHbIM MEAULMHCKUM CrieLMannucTom Unm MecTHbIM npeactasmTenemM. Ecnv npnbop
nogknoyaetcs k MK (UT-o6opygosaHme, obpasytoLlee cuctemy) obecneudbTe, YUTOOLI OHO HE NpUKacanoch K
naumeHTy BO BpeMs paboTbl KOMMbIOTEPA.

Ecnu npubop nogkntoyaetca k MK (UT-o6opynoBaHus, obpasytollee cuctemy) cobopka n mogudmkarmm
OOJDKHbI ObITb OLLEeHEHbI KBanMULUNPOBaHHbIM MeANLMHCKMM TEXHUKOM B COOTBETCTBUU C NpaBuiiaMm
TexHukn besonacHocTu IEC 60601

Mpumeyanune! CoeamHeHne USB Ha npubope nmeeT nsonsaumm 3aluTbl YacTel, conpukacarLmxcs ¢
nauueHToM.

CnepncrBuem HecoOnMOAEHUS 3TUX MEP NPELOCTOPOXHOCTU MOXKET ObITb CINLLKOM Bonbluas yTeyka Toka
nauueHTa.

BAXXHOE NPUMEYAHMUE: BHyTpeHHAsa baTapes MOXeT ObITb 3aMeHEHa TOMNbKO YNOMHOMOYEHHbIM
npegcraBuTeNeM cepBuUCHOW Cnyxbbl. [MoBpexaeHne 3NeKTPOHWKN B pedyrbTaTte NomnbITKU 3aMeHUTb
H6artapeto kem-nnmbo, Kpome YNOoSIHOMOYEHHOrO NpeAcTaBuUTeNs aHHYNUPYET rapaHTuio.

2.13.2 Bpemsa paboTbl akkymynsiTopa 1 Bpemsi 3apsaku
Moxanyncta, cobnoganTte cnegyowme Mepbl NPeaoCTOPOXHOCTU:

BHumaHue!  AKKYyMynsiTOp MOXET 0O6CNYyXUBaTbCSl TONIbKO CEPBUCHbLIM NepCcoHanom.

- [NoppepxvBante akkyMynaTop B NOSIHOCTbIO 3apsP)KEHHOM COCTOSIHUM

- He 6pocaiTe akkymynsaTop B OrOHb U HE HarpeBanTe ero

- He noBpexpante akkymMynsiTop U He NONb3yNTEeCb NOBPEXAEHHbIM
aKKyMynsiTOpoM

- He nogseprante akkyMynsTop BO34ENCTBUIO BOAbI

- He 3ambIkaliTe KOHTaKTbl akKyMynsaTopa U He NyTanTe ero nonsipHoOCTb

- AKKyMynaTop HauMHaeT aBTOMaTUYECKM 3apsXKaTbCs Npy NoMeLLeHun npnbopa
Sera™ B NoAKMOYEHHYO K SMIEKTPOCETU AOK-CTaHLMIO UK NPU NOAKIOYEHWM
Sera™ k MK nocpencTteom WwHypa USB

- [Nonb3yntech TOMNbLKO 3apsaHbIM YCTPOUCTBOM, NOCTaBMsieMbIM C NPUGOPOM
Sera™

Ecnu 3apsg akkymynsiTopa HegocTaToueH Ans NPoAoiKeHus paboTsl, npubop Sera™
OTKIMHOYUTCS aBTOMaTUYECKU.

MonHoCTbI0 3apsKEHHbIV akkyMmynsTop Sera™ npopaboTaeT B Te4eHne Bcero paboyero AHs npu
CcOBNOAEHNN NCXOAHbBIX NapamMeTPOB 3HEProcOepexxeHns 1 BbIKMIOYEHNS.

B Tabnuue 1 ykasaHo npubnusntensHoe BpeMs 3apsaakmn 6atapeun B yacax (ct). 3HayeHnsi BHU3Yy nprBeaeHbl
C Y4ETOM TOro, YTo Npnbop BO BpeEMSA 3apsaKN BbIKNHOYEH.

e %
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Ta6n. 1: NpubnusntensHoe Bpems 3apsakn Sera™ B yacax

ct yepes3 noactaBky ct yepe3 USB ct yepes USB (MK) un

Ao 90 %

(NMK) no 90 %

noactaBky Ao 90 %

Bbikn.

6

2.13.3 CeTtoBas nHaukauma Sera™
B tabn. 2 npuBeaeHbl BApuaHTbl CBETOBOW MHOUKaunmn SeraT'V', COOTBETCTBYHOLWNE PAINTNYHBIM CUTYaLNAM.

9

3,5

Tabn. 2: CocTosiHMe cBeTOBOro MHaukatopa Sera™ u gok-craHuum.

CocTtosiHue OHeprocbepexeHune
BbIKIIOYEH BKMIOYEH P P
npubopa: (pexxnm oxuaaHus)
He 3apsikaetca/ | 3apsikeH
CocrosiHue MonHocTbIO
. 3apm|(aeTc9| MOJTHOCTbLIO He 3apm|(aeTc9| He 3apsiXaeTcs
aKKymynsTopa: 3apsixeH
3apsixKeH NMOJSIHOCTbLIO
MocTosAHHbIM | MOCTOAHHLIN Mwuratownn Mwuratownn
3apsigpka USB N . He roput | He roput o W ul"
CUHUN 3eneHbIn CUHUN 3eneHbin
3apsagka ot MocTosAHHBINM | [MOCTOSAHHLIN Mwuratowiunn Mwuratowinn
N o He roput | He roput o _
OOK-CTaHUUun CUHUN 3eneHbIn CUHUN 3eneHbin
Mwuratownn
He 3apsixaeTcs He roput He roput He roput | He roput | - u',"
3eneHbl
MocTosAHHBIM | [MOCTOSAHHLIN Mwuratowiunn Mwuratowiunn
AKkymynsTop . o _ _
3eneHbIn + 3eneHbIn + He roput | He roput | 3eneHbin + 3eneHbin +
HeucnpaBeH . . . .
CUHUN CUHUIA CUHUN CUHUN

2.14 Komnnekt MO HearSIM™

Mpun6op Sera™ moxxeT noakntodatbes k MK yepes kabens USB Anst ucnonb3oBaHWs B COYETaHUMU C
HearSIM™., TporpammHoe o6ecneyerHne HearSIM™ nosBonsieT M3MeHsTb HacTpolikn npubopa Sera™,
ynpaBnaTe JaHHBIMU CKPUHUHIA U 9KCMOPTUPOBATh MX B Apyrne cuctemMbl 6a3 gaHHbIX.

Cwm. gononHuTenbHyo MHgopmauuo B pykoBogcTee HearSIM™,

2.15 JlnueH3nu

Mpu nonyyeHun Sera™ B Hel yxke ecTb NULEH3NA(-MU) ANa NpuobpeTeHHbIX Moaynei. Ecnu Bbl xoTute
nobaBuTb K ycTponcTBy apyron Tun Tecta (Hanpumep, DPOAE vnn TEOAE), obpatutech K Ballemy annepy

ana np|/|o6peTeH|/|;| HOBOW NULIEH3NN.
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2.15.1 Jo6aBneHue HoBOM nNuueH3un B Sera™
Ona po6aBneHMs HOBOW NULIEH3UN:

1. YGeguTtech, 4TO Bbl pacnonaraeTe nocrnenHei U3 BbinyLLEeHHbIX Bepcuii naketa O Sera™.

2. TMoakntoumTe ycTporictBo Sera™ k MK yepes npunaraemsiin kabens USB.

3. Banyctute cdann FirmwareUpgradeSera.exe, pacnonoxeHHbli B nanke “Tools” (cpeacTtea) Ha USB-
Hakonutene Sera™.

4. Haxwmute Upgrade (O6HOBUTL) U crieQynTe MHCTPYKUMAM Ha 3KpaHe. OTO ByaeT rapaHTUen Toro, 4To
BaLle ycTpomncTBo paboTtaet Ha MO nocnegHen sepcun. Ecnu atoro He caenatb, MOXeT BbITb
ncrnonb3oBaHa bornee ctapas Bepcus Ans Tecta C HOBOW NMULEH3NEN.

5. Banyctute cbann ErisLicenseManager.exe, pacnonoxeHHbi B nanke Sera Tools (MHCTpyMeHTbI Sera)
Ha USB-Hakonutene Sera™.

6. BBeguTe NpeaoCTaBMEHHbIN KMOY HOBOWM NULIEH3MU U HaXXMUTe KHonKy Set license (Hactpoutb
TNNLEH3NIO)

7. Tenepb NO o6GHOBNEHO W HOBbLIM TUM TeCTa AOCTYMNEH Ha ycTponcTee Sera™,

2.16 OoHoBneHue MO

KomnaHus Interacoustics 6yaet nepuogmyecku Boinyckatb HoBoe MO ans yctponcTtea Sera™. Ha
YCTPOWCTBE BCerga AOMKHO ObiTb YCTAHOBIEHO caMoe HoBelLwwee M3 focTynHbIX 10, 4yToObl 06ecneunTb
onTumarbHyo paboTy yCTponcTBa.

[nsa npoeepkn Bepcum MO:

1. W3 akpaHa Home (naBHbIN) HaxxmuTe kHonky Setup (Hactporika) —J
2. Haxmute About (O nporpamme)
3. Bwmecrte ¢ gatamu komnunaumm MCU n DSP otoGpakaeTtca Homep Bepcun 10 ycTponcTea.

[nsa o6bHoBneHus MO Ha Ballem yCTpOMCTBE:

1. YGeguTtech, 4TO Bbl pacnonaraeTe nocreaHei U3 BbinyLLEeHHbIX Bepcuii naketa O Sera™.

2. TMoakntoumte ycTtporictBo Sera™ k MK yepes npunaraemsbiin kabens USB.

3. Banycturte cdann FirmwareUpgradeSera.exe, pacnonoxeHHbiri B nanke Sera Tools (MHCTpyMeHTbI
Sera) Ha USB-HakonuTene Sera™.

4. Haxmute Upgrade (O6HOBUTL) 1 cnegynTe UHCTPYKUUSAM Ha 3KpaHe.

e %
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3 UHCTpPYKUMA NO NPUMEHEHMIO

3.1 OO6wwue Mmepbl NPeAOCTOPOXKHOCTH

Monb3ysick npnbopom, cobrnioganTe cneayrowme odLme Mepbl NPeaoCTOPOXHOCTH:

-_—

CAUTION

Monb3ynTecb NPUHGOPOM TOMBKO B COOTBETCTBUM C AaHHBIM PYKOBOACTBOM.

Monb3ynTech TONbKO OOHOPA30BbIMU YLUHBIMY BKNagbilwamu Sanibel, npeagHasHayeHHbIMY Anst
AaHHoro npubopa.

Bo nsbexaHve nepegayn MHMEKLMU OT NauMeHTa K NauMeHTy Nonb3yWTechb TONbKO HOBbIMU
YLWHbIMKW BKNaablwamu, rybyateiMu Bknagpilwamu u EarCup. YwHble Bknagbliwm, rybyatble
Bknagbiwm u EarCup He npegHasHaYveHbl ANs NOBTOPHOMO MCNOMb30BaHUS.

Huvkorga He BBOAMTE HAaKOHEYHMK 30HAA B HAPYXHbIN CryXOBOW Npoxod 6e3 HageToro yLwHoro
BKnagplwa, T.K. OTCYTCTBME NOCNEeAHEro MOXeT NPMBECTU K MOBPEXAEHUIO CIIyXOBOro npoxoaa
naumeHTa.

HepxuTe KOpoOKy C YLIHBIMUX BKNagpillaMmy BHE AOCSAraeMocTy naumeHTa.

YcTaHaBnuBas 30HA B yx0, ybeanTech, YTO OH MOTHO CUAMWT B CllyXOBOM NPOX0Ae, HE MPUYMHSS
Bpeda nauueHTty. Heo6xoamMmMo nonb3oBaThCs YMCTbIMM YILHBIMW BKNaAbILLAMN COOTBETCTBYHLLIETO
pasmepa.

VMcnonk3yite ypoOBHU CTUMYNALMK, NPUEMMEMbIE ANs NauueHTa.

[na Toro, 4ytobbl rapaHTMpOBaTh Hagnexally paboTy AaTymkoB, 30H4A U / unu kabens ana
npoBeaeHus namepexunn Astomatmyeckon ABR, TEOAE n DPOAE, pekomeHayeTca npoBoauTb
[MpoBepKy LLenoCTHOCTM B Ha4Yane Kaxagoro gHs.

Bo nsbexxaHne UckaxxeHust pe3ynbTaToB U3MEpeHU perynsapHo ounLLianTe HakOHEYHUK 30H4a OT
Cepbl U UHbIX 3arpsi3HEHUA.

BHumaHume!

1.

lMepBoo4epeaHOe BHMMaHWE cnegyeT yaensiTb OCTOPOXXHOMY o6palleHnto ¢ npubopom npu nobom
KOHTaKTe C nauMeHToM. [ns NoBbiWEeHMs TOYHOCTU pe3ynbTaToB He0b6XoaUMO, YTOOb! NaLMeHT Obin
CMOKOEH W He aBurarncs.

Bo nsbexaHne BO30eNCTBNSA BHELLIHMX aKyCTUYECKUX LUYMOB Ha pe3ynbTaTbl U3MepeHU, Npubopom
Sera™ cniegyeT nonb3oBaTbCs B TMXO 06cTaHoBKe. CobntofgeHne aToro TpeboBaHUst MOXeET BbITb
obecneyeHo cneunanncTom, NOAroToBMNEHHbIM B 06nacTu akycTukn. TpeboBaHus K noMeLLeHuto, B
KOTOpPOM NpoBOANTCHA ayanomeTpus, npuseaeHsl B Pasgene 11 ctaHgapta ISO 8253.
3anpellaeTca Nonb3oBaTbCs BOAOW AN YUCTKU KOpNycoB npeobpasoBaTenen unu BBOAUTL B
npeobpasoBateny NOAPYYHbIE UHCTPYMEHTHI.

He poHsnTe yCcTponcTBo 1 n3derante rpyboro MexaHM4eckoro Bo3aencTems. Ecnm Bbl ypoHUu
nNpmbop MM NOBpPEaNNN €ro MHLIM CNOCcOOOM, BEPHUTE €ro NPOU3BOAUTENIO AN PEMOHTa U/unm
KanmbpoBkn. He nonb3yrtecb Npnbopom Npy Nogo3peHNM Ha ero NOBPEXAEHME.

B gononHutenbHOM MHOpMaLVOHHOM PYKOBOACTBE Mo yCTponcTBy Sera™ Bbl cMoXeTe
HaWTU NPU3HaKN, BO3MOXHbIE MPUYUHBI U CNOCOObLI YCTPAaHEHWNsSI HEUCTIPABHOCTEWN.
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3.2 BkniouyeHue u BbiKknoveHue npmbopa Sera™

| YT06bI BKMOUYUTL Sera™, HaxkmuTe Knaeuwy Bo3eparta. YUTtobbl
Q BbIKMOUNTL Sera™, yaoepxmeaiTe KnaeuLly BOo3BpaTa HaXkaTol B TeYeHMe
2 cekyHa. MNocne BkntoyeHus Sera™ Ha gucnnee Bcerga otobpaxaeTtcs
JOMaLLHWIA 3KpaH.

BHumanue! [1ns 3arpyskm Sera™ TtpebyeTcsa okono 5 cekyHa. Mepen Havanom paboThl AaiTe yCTPOWUCTBY
nporpeTbcs B TedeHre 1 MuHyThl. Ecnn Bbl cobupaeTech BOCNoNb30BaTbCs YCTPOMCTBOM Cpasy e nocne
TpaHCNopTUpPOBKK, obpaTtuTech Kk pasgeny 2.3.9.

Bo Bpewms 3arpy3ku Ha gncnnee mMoryT otobpaxaTbCs BaXHble HarnoMUHaHWS, Hanpumep:
¢ HanomuHaHune 06 ncredeHun cpoka AencTeusa KanmbpoBKu

° I'Ipe/:lynpemp,eHme O HU3KOM YpOBHE 3apsana akkymynatTopa

3.3 TectunpoBaHMe BO BpeMs 3apsAOKu

TecTupoBaHMe MOXHO NPOBOANTL BO BpeMs 3apsakm Sera™ Ha noacTtaBke, ecrnv YpoBHS 3apsiga
JOCTaTO4YHO AJ1s1 BbINOMHEHUS TecTa.

TecTupoBaHue Takke MOXET NPOBOANUTLCS NpKU noakntoveHun Sera™ k BkntoveHHomy K yepes kabenb
USB nnu ¢ 61okom nutaHus, NoAKNIOYEHHbIM HEMOCPEACTBEHHO K yCcTponcTBy. OAHaKo anekTpuieckme
NMOMexXn MOTyT NPUBHECTU LUYM B 3aMnncb, YTO NPpMUBEOET K NPOANEHNIO BPEMEHN TECTUPOBAHUSA U
YBENUYEHUNIO BEPOSATHOCTU HENPOXOXAeHMS TecTa. CrnenoBaTenibHO, HE peKOMeHAyeTCs NPOBOAUTL
TeCcTMpOBaHMe Npu NoaknoYeHnn yctponcTtea K MK unu cetu.

3.4 WHpukaTtop ypOBHSA 3apsfa akKkymynsatopa

Mpu cHWXeHUM YPOBHSI 3apsifa akkymynsatopa Sera™ meHsieTcsa LBET cumBona 6aTapen, pacnonoXeHHOro B
npaBoM BepxHeM yriy aucnnes. Ecnu 3apsag akkymynatopa CHU3WICA 0O YPOBHS, HE MO3BOMSAOLLErO
OanbHelilee BbINOIHEHNE N3MEPEHWI, HA 3KpaHe O0TODpaXkaeTcsl COOTBETCTBYIOLLEE NpeaynpexaeHune,
N3MepeHune NpekpaLLaeTcs, a BCe 3aperMcTpupoBaHHble AaHHble CoOXpaHATCHA. YTobbl NPOAomKMTL
obcnenoBaHue, Bbl AOMKHbI MOMECTUTL Npubop Sera™ B gok-cTaHUMIO UK NoakmtounTb ero k MK
nocpeacTsoM WHypa USB. Mpu nepesanycke yctpoicTBa Sera™ nonyyeHHble paHee gaHHble 6yayT
BOCCTaHOBJIEHbI, U BaM He NOTpebyeTcsi NOBTOPSATL BbINOMHEHHbIE paHee N3MEpPEHUSI.

Select Patient YpoBeHb 3apsga akkymynstopa oTobpaxkaeTcs rpadou4eckn B CTpoOke
COCTOSIHUS!, PACMONOXKEHHOW B BEPXHEN YaCTN CEHCOPHOro gucnses

™
0 Sera™,

Quick Test

16718960-1510-00011 0 B Tabn. 2 npuBeaeHa pacumndpoBka NokasaHUin MHAUKATOpPa YPOBHS
3apsiga akkymynsTopa.
16713960-1510-00008
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Ta6n. 1: PacwudpoBKa nokasaHun HOQUKaTopa ypoOBHS 3apsfAa akKymMmynsTopa.

CumBon CocTosiHue akKkymynsitopa
3apspkaeTcs

100%

75%

50%

25%

10% (octanocb okono 30 MUHYT akTUBHOW PaboThl)

5% (npoBegeHvne o6crnegoBaHNs HEBO3MOXHO; TpebyeTca HemeaneHHas
noasapsiaka)

000Q0EWD@

3% (aBTOMaTMyeckoe BbikNoveHme npnbopa)

3.5 Pa6ota c Sera™ u onucaHue KHOMNoOK

3.5.1 ®opmar akpaHa Sera™
Hwxe npmeeaeH obwmii popmaTt akpaHa Sera™:

_

Select Patient

1. B3aronoBok 3kpaHa

2. CoctosiHme/noa3aronoBok

Quick Test D

16718960-1510-00011 E] 3. [naBHbIN 3KpaH

e e 4. VHpukaTop ypOBHSA 3apsga akkymynaropa

Heyer [:l

16718960-1510-00006 5. ®yHKuMOHanbHas KHomnka
016?18960_1510_00010 6. [laHenb ynpaBneHus ¢ pyHKUMOHANbHBIMWN KHOMKaMm

Bray El

16718960-1510—-00004 D

16718960-1510—-00003 @

16718960-1510—-00002

Schnuck, Constanze [E

EAEIES N
O
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3.5.2 OcHoBHbIe (PyHKUMOHaANbHbIE KHOMKN
B 1abn. 3 onncaHbl OCHOBHbIE (DYHKLIMOHATBHbIE KHOMKW.

Tabn. 2: OcHoBHblE (PYHKLMOHANbHbBIE KHOMKM.

' I~ Hasag f
v e N X
- (NPUHATB/COXPaHUTDL) (npenbiaywmi OTMeHa
3KpaH)
I i " ——— JobaBuTtb
|] MNevatb l] Mowck lml KOMMeHTapu
n
’ . < ' MokasaTb
II Ha cTtpaHuuy BBepx tl Ha cTtpaHuuy BHU3 l] CMMCOK
¥ > TecToB

I ' . T o UN3o0bpaxeHue
MpocmoTp nonen MepewnTtn K
omcymcmeye Maysa (TecT)
TecTa TecTy/Ha4yaTb TecT m

. - . _ == BbicTpoe
g Cron (tecT) Im] MpoaomKUTL EI poGasneHve
(TecT) HOBOrO
naumeHTa
O6a yxa (TecT) MpaBoe yxo JleBoe yxo
CopTupoBka
CopTupoBska (no . LN CmeHa
ancbasuTy) @l §xp0Honorv|qu|<a;| LA okpaHa

3.5.3 Knaeuatypa (cneuuanbHble CUMBOJIbI)

Mo ymonyaHuio knaBmnaTtypa UCNosb3yeT aHIMUNCKUn Habop cMmBonoB. [1ns AocTyna K cneumanbHbIM
CMMBOMNaM ApYrvx 3blKOB HAXXMWUTE U yaepxuBanTe OykBy, Hanbonee 6NM3Ky0 K CUMBOITY, KOTOPbI Bbl
XOTuTe BCTaBMTb. Ha akpaHe oTobpa3aTcs OCTyMNHble anbTepHaTUBHbIE CUMBOSIbI.

e %
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Hwxe npeacTtasfieHbl crneunarnbHble CUMBOSbI, OCTYMNMHbIE NPU HAXXaTuU 3HaKoB aHrMNNCKoro aJ'I(baBVITaI

O
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3.5.4 [OomawHui 3KpaH

Kak npasuno, npu BknodeHun npubopa Sera™ Ha gucnnee
oTobparkaeTcs AOMALLHWIA 3KpaH C KHoMKamu, o6ecrneyvBatoLLmMMm JOCTYnN

K OCHOBHbIM (PyHKUMSIM Sera™.
Mew Patient

Ha akpaHe npeacTtasneHa cnegyowas nHdopmMmaums:
- Haxmute New Patient (HOBbIN nauneHT) ons BBoAa
@ Select Patient pemorpadumyeckmnx gaHHbIX HOBOro nauunenTa. lNocne BeBoaa
MHopMaLMM O NaLUeHTe Bbl MOXETE COXpaHUTb ero B 6ase
OaHHbIX ANsi NocneayroLero unn HemegneHHoro oocnenoBaHus.
@ Quick Test - Haxwmute Select Patient (Bbibop naumeHTa) ans npocmoTtpa
crnucka naumneHToB, COXpaHEHHbIX B yCTponcTee. Beibepute
naumeHTa, 4YTobbl NPOCMOTPETL €ro NoapPobHLIe
aemorpacdmyeckne gaHHble U MHpopmaumo 06 obcnegosaHum
N YTo0bI Ha4YaTb obcneaoBaHue.

- Haxwmute Quick Test (6biCTpbIV TECT), 4TOOBI HEMEANEHHO
nepenTtn k obcnegoBaHuio 6e3 BBoga MHpopMaumm 0 nauueHTe.
BbICTpble TeCTbl BpEMEHHO COXpaHsatTcsa nod nmeHem Quick Test.
Ecnu Bbl 3aTeM 3ax0TuUTe coxpaHuTb ceccuto Quick Test nog
MMEHEM KOHKPETHOrO NauueHTa, Bam crieflyeT oTpeaakTupoBaTth
nHcpopmaumio o naumeHte (Patient Information).

- Ecnu yyeTHas 3anuch nonb3oBartens oTknoveHa, kHornka Change
User (cmeHuTb Nonb3oBatensi) byaet HegocTynHa. [ns Beixoaa
13 TeKyLLen y4eTHOW 3anncu 1 Beibopa HOBOro Nonb3oBaTens us
cnucka, Haxmute Change User.

- Haxwmute Setup (HacTporika) 4nsa AocTyna K CMCKy HaCTPOEK,
KOTOPbl€ MOXHO M3MEHUTb HEMOCPEACTBEHHO Ha YCTPONCTBE
Sera™. HekoTopble HACTPOWKN MOXXHO NMOMEHSITb TONBKO C
nomotubto HearSIM™
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3.5.5 [o6aBneHue HOBOro nauueHTa

@ New Patient

WHpopmaLumio 0 nauueHTe MOXHO BBECTU BPYYHYIO B akpaHe New Patient

(HoBbIN NaumeHT). HaxxmuTe kHonky New Patient Ha gomaluHem akpaHe
Sera™,

Enter Details

B akpaHe New Patient npukocHuUTEeCH K NOMto, B KOTOPOE Bbl XOTUTE
BTt T BBeCTU MHdopMauuio. OTKPOETCS COOTBETCTBYHOLLLEE CPeaCTBO BBOAA

16718360-1510-00005 OaHHbIX, HAaNnpuMep KnaesvaTypa, kKaneHaapb Uy BbinagatoLwnin CNCOK.
Mot BBeguTe AaHHble NauMeHTa, COOTBETCTBYIOLNE BbIOpaHHOMY MOSHO.

dakTopbl pucka
[ononHuTtensHble dhakTopbl pUcka

s BBeante gaHHble NaumMeHTa B COOTBETCTBYOLLME NONS:
]
Date of Birtl: o UVpeHTndukatop nauymneHTa (ob6s3aTensHoe none)
16-10-2015 . ¢aM|/|J'|V|F|
Gender:
o Vwms
Risk Factors: Y ﬂaTa pO>KJJ.eHI/IF|
e [lon
[ ]
[ ]

1T

3anonHuTe BCE HY>XHbI€ NONA COOTBETCTBYHOLWMMN OAHHbIMWU.

YT106bI COXpaHUTb AaHHble UK NepenTn k obcrneaoBaHuio, Heobxoanmo
3anonHuTb none Patient ID (MaeHTUUKALNOHHBI HOMEP NauueHTa).

Enter Details YToObl BCSIKUI pa3 He BBOAUTb MOEHTUMUKALMOHHBLIA HOMEP BPY4HYHO,

— MOXHO HacCTpPOUTb aBTOMaTMyeckoe 3anonHeHue nong Patient ID. dopmat
16718960-1510-00005 aBTO3arnosIHEHUS NONst MAEHTUUKALMOHHOTO HOMepa NnpeacTaBnseT

Last Hame:
Nightingale
First Name:
Sarah
Date of Birth:
16-10-2015
Gender:
Unspecified
Risk Factors:
Press to edit

(o & J»

cobow cepuiiHbIN HOMEp YCTPOWCTRA, rog n mecsy, (B opmate NMMM) n
nopsiakoBbIi HoMep (oT 1 go 65550). 3ToT naeHTUOUKaALNOHHBIR HOMEpP
MOXXHO M3MEHUTL MPU BBOAE AaHHbIX NaLneHTa.

HacTtpoiika koHgpurypaumm Sera™ ansi npuMeHeHns ¢ aBToMaTUYeckn
BBOAUMbIM HOMepoM ID fgocTuraetcs 3a cuet HearSIM™,

Mocne 3aBepLueHnd BBoa AaHHbIX, Bbl MOXeTe HeMealleHHO NPUCTYNTb K TECTUPOBAHUIO NauneHTa nUnm
HaXXMWUTE KHOMKY «EbICTpoe nobaBneHne»

D-0112455-D — 2020/03

Sera™ - PykoBofcTBO nonb3osatens - RU

“-—rs
Interacoustics Crp. 27



3.5.6 KoHdnukT ngeHTMPMKauMoHHbLIX HOMEPOB NaLUeHTOB

Enter Details MOeHTMUKALMOHHBIN HOMEP NauMeHTa OOIMKEH ObiTb YHUKamNbHbIM. [pu
nonbiTKe BBOAA YXXe cogepkallerocs B 6ase AaHHbIX
naeHTUMMKaLMOHHOrO HOMepa Ha 3KpaHe NosABUTCHA coobLeHne o
KOHGonIMKTE. 3aKporTe coobLleHne, HaXaB Ha ranoyky B naHenm
ynpaBneHus, n BBEAUTE HOBbIN YHUKANbHbIN WAEHTUWKALNOHHBIN

HOomep.
Attention?

1D already exists.
Cannot enter

duplicate ID.

3.5.7 BbIbOp NauueHTa U3 cnucka

MaumeHTa MOXHO BbIOpaTb, BOCMOMbL30BaBLUMCH CMIMCKOM NMaumeHToB. HaxxmuTe kHorky Select Patient
(BbIOOP NauMeHTa) Ha AOMaLLHEM 3KpaHe.

CyLiecTByeT HECKOMLKO CMOCOBOB NOUCKA HYXHOTO NaLMeHTa B CrincKe:
e HaxmuTte kHonky Search (nouck). OTKpoeTcsa OKHO, B KOTOpPOE

MOXHO BBECTU (MOMHOCTLIO UMK YaCTUYHO) NAEHTUPUKALMOHHBIN
HOMep naumeHTa, ero ums UnNu hamunuio Ans nomcka
coBnagenunin. Cnnucok naumeHToB COKpaTUTCs 40 3anucen,
COOTBETCTBYIOLLUX YCIOBUSAM NMOUCKA.

e  YTOGbl HANTK MMST HY)XXKHOTO NauUmMeHTa, BOCMONb3yNTECh
KHOMKaMmn-CTpernkamu (Ha CTpaHuly BBEpX WUIv BHU3).

e  YTOGbl OTKPLITE 3KPaH C MHPOPMALIMEN O MALMEHTE, HAXXMUTE
UMS HYXXHOTO NaumeHTa.

Quick Test
16718960-1510-00011

16718960-1510-00008
Heyer

16718960-1510-00006

16718960-1510-00010
Bray

16718960-1510-00004

16718960-1510-00003

16718960-1510-00002
Schmuck, Constanze

o+ ¥

Mocne BbIGOpa NauneHTa Bbl MOXETE:!
e [lpocMoTpeTb UcToputo obecnegoBaHmi nauneHTa (Review)

¢ Hauatb 06cnepnoBaHme naumeHTa (Test)

]@@DDDDDD

CnpaBa oT nMmeHn (naeHTUrKaLMoHHOro Homepa) naumeHTa B cnucke Select Patient HaxoauTcs kBagpaTuk,
ykasbIBaloLLMI Ha cocTosiHMe 06cneoBaHM AaHHOro naumeHTa (Tabn. 3).
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Tabn. 3: CoctosiHne obcnegoBaHnii naumneHTa.

16718960-1510-00008 .
Mo O HeT coxpaHeHHbIx 06cnefoBaHnn ANg AaHHOMO naumeHTa.
16718960-1510-00003 o o
(m] O6cnenoBaHusa coxpaHeHbl B ycTponcTeo (0T 1 go 49 obenegoBaHuin).
16718960 -1510-00003 ) CoxpaHeHO MakcumarnbHoe konmdecTBo obcnegosanuii (50).
[anbHenwee obcnegoBaHe AaHHOMO NauueHTa HEBO3MOXKHO.
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3.6 O6wan nHcpopmauusa o6 obcnegoBaHumn

3.6.1 MNoproroBka naumeHTa — TectupoBaHue AsTomatnyeckom ABR

Mpn TectuposaHmm ABTomaTudeckon ABR anekTpuyeckme curHasbl OT HEBPOJIOrMYECKOro KaHana mexay
YNWUTKOW M CTBONIOM FOJSTIOBHOIO MO3ra cobupatoTcsl Yepes yCTaHOBMIEHHbIE HA MITadeHLE dneKTpoabl.

|_|OCKOJ'Ibe OHM 04YeHb cnabbl n MoryTt ObITb UCKaXXEHbI MMOTEHHbIMW CUTHANaMm, xenartenbHo, YToObl BO
BpemM4A obcnenoBaHna MnageHew, cnan unu npe6b|Ban B OY€Hb CMOKOMHOM COCTOSIHUKN. PebeHok moxeT
HaxoOunTbCA B KpoOBaTke, Ha nerneHaribHOM CTOJIMKE UIMN Ha pyKaX 'y poauTens.

MogroToBka KOXn nomoraeTt gobuTbes XOopoLllero KoOHTakTa anekTpoaoB C KOXen (T.e. HU3KOro
COI'IpOTI/IBJ'IeHMFl). [Mocne o4nCTKM KOXN yaanunte BCe OCTaTKM YNUCTALLEro erma/renﬂ, 4YTOGLI KOXa Oblna
cyx0|7|. OT10 obecneunt Xopowlee npunmnaHne ogHOPa3oBOro ANekTpoaa K Koxe.

MoapobHyto nHdopMaLmio 0 NOAroTOBKE NaUMEHTa U pa3MeLLLEHM SNEKTPOAOR Bbl HangeTe
B AOMNONHUTENBHOM UHOPMALIMOHHOM PYKOBOACTBE MO yCTPOUCTBY Sera™,

WARNING Puck accdukcun.
LLHYpbI HEe AOMKHbLI HAXOAUTLCA BONU3M Weun pebeHKa
CAUTION U3beranTe KOHTaKTa HEUCNOJMb3YEeMbIX 3NIEKTPOAOB C JIOOLIMU APYrMMHU

AneKkTponpoBoaAlWMMN geTansaMn.

3.6.2 MNoproroBka naumeHTa — perucrpauusa OAID

Amnnutyga OAD oveHb HU3Ka, NO3TOMY XenaTtensHo, YToObl BO BpeMsi o6crneaoBaHusa MnageHeL, cnan unm
npebbiBan B 04eHb CMOKOMHOM COCTOSIHUN. PeBeHOK MOXET HaxoauThbCsi B KPOBATKe, Ha NeneHansHOM
CTOMMKE UMK Ha pyKax y poauTens.

Moapo6Hyto MHbopMaLMio 0 NOAFOTOBKE NauueHTa Bbl HAWAETE B AONONHUTENBHOM
MH(OOPMAaLIMOHHOM PYKOBOZCTBE MO yCTpoicTBy Sera™.

3.6.3 BbIbOp yWHbIX BKNagbiwen n odpallieHme ¢ HUMKU

O,El,HOpaSOBbIe YUWHbI€ BKNaabIwn Sanibel He npegHasHa4veHbl AnAa NoBTOPHOIoO NCMNOJ1b30BaHUA. HOBTODHOG
MCnofib30BaHUe YLUHbIX BKNnagblen MoxeTt NPUBECTU K Nepenade MHd)eKLI,I/IM OT NauyneHTa K nauneHTy.

Mepen Hayanom o6crnegoBaHUs HeOH6Xo0ANUMO CHabAWTL 30H U BHYTPUYLLUHbIE TenedOoHbl YLLHbIMU
BKNafblllamMy Hagnexatlero Tuna v pasmepa. Baw Bbibop onpegensietcs paamepomM U opMoii CryxoBoro
npoxoaa u yxa. OH Takke MOXET 3aBUCETb OT BalUMX NNYHbLIX NPeAnoYTeHU 1 cnocoba npoBeaeHus
obcnepoBaHus.

cnyxoBow npoxod. Bknagbiwum ¢ conaHuamm n rpuboobpasHbie BKNaabiLLn
Nno3BoNsAT JOBUTHCA XopoLuen rkcaumm 3oH4a B yxe 6e3 HeobxoammocTun
yOepxXaHusi ero pykamu. 310 CH/XaeT BEPOSATHOCTb BO3HUKHOBEHUS KOHTaKTHOIO
LyMa, UcKaxaroLLlero pesynbtatbl U3MEepPEeHUN.

l ‘ . [o Hayana obcnegoBaHvs yoeauTech, YTO YLIHOW BKNaAbllW MNOMHOCTHIO BXOAUT B

e %
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BHumaHue! Bce ogHopa3soBbie NpMHAANEXHOCTH, MOCTaBnsiemMble C Npndopom
Sera™, npousBeaeHbl komnaHuen Sanibel Supply. Cuctema Sera™
NPOTECTMPOBaHa TOSbKO C OAHOPA30BbIMM NPUHAANEXHOCTAMM KOMMAHUN
Sanibel Supply. Ucnonb3oBaHve 0aHOPa30BbIX NPUHAANEXHOCTEN APYTrUX
OpeHOoB He peKkOMEeHA0BaHO, T.K. MOXET HapYLWWUTb TOYHOCTb MOMYYEHHbIX
pesynbtatoB. OgHopasoBble NpUHaANeXHoCT npomssoacTea Sanibel He
cogepxart nartekca, guatunrekcundTanaTta n bucgeHona A, 4To COOTBETCTBYET
COBpPEMEHHbIM CTaHAapTaM 6MoNorn4yeckon CoBMECTUMOCTMU.

MogpobHee o BbIGOpE YLIHBLIX BKIIagbille COOTBETCTBYOLLErO pa3vepa Bbl
MOXeTe y3HaTb B pasgene "Bbibop Hy)kHOro yLHoro Bknagpiwa”
OOMNOMHUTENBHOrO NHAOPMALIMOHHOTO PYKOBOACTBA MO YCTPONCTBY Sera™.

Puck yayweHus
WARNING HdepxuTe ywHbIe BKNaabIlLIM U aHANONM4YHbIE MeJIKue NPUHaANeXHOCTH
BHEe JOCAraeMoCcTu pebeHka.

3.6.4 Wcnonb3oBaHue EarCups

OpHopasoskle Sanibel™ Infant EarCups™ He npegHasHaveHbl Ansi NOBTOPHOMO MCMoNb3oBaHUs. [NoBTopHoe
ncnons3oBaHme EarCups MoXeT NpUBECTM K Nepefade MHEKLUM OT NaumueHTa K nauneHTy 1 noteHumansHo
HapyLLaeT ypoBEHb CTUMYIA, NOCTYNAlOLLEro B yXO NauueHTa.

[o Havyana obcnepoBaHusa ybeautech, Yto EarCup npaBunbHO HageT Ha agantep EarCup, npukpenneHHbIn
K Tpy6ouke BHyTpuyLLHOro tenedgoHa. MNMpu cHatun EarCup Bocnonb3yntech CNUPTOBOM candeTkon nnm
BOAON ANSA YMEHbLUEHNSI pa3apaKeHWs KXW MrageHua.

[o Hauyana obcnenoBaHus ybegutech, Yto agantep EarCup oo koHua BcTaBneH
B ogHopa3soBbii EarCup. HenpaBunbHasi ycTaHOBKa agantepa MOXET NPUBECTU
K MIBMEHEHMIO YPOBHS CTMMYyMa, No4aBaemMoro B yX0 NauueHTa, N K UCKaXXeHUIo
pes3ynbTaToB.

_‘ \ BHumaHue! Bce ogHopasoBble NPUHAANEXHOCTU, MOCTaBMsieMble ¢ NPUOOpPoMm
Sera™, nponsBeaeHbl komnaHuen Sanibel Supply. Cuctema Sera™
NPOTECTUPOBAHA TOSMLKO C OAHOPA30BbLIMU MPUHAANEXHOCTAMN KOMMNAHWK
Sanibel Supply. Ucnonb3oBaHe 0a4HOPa30BbIX NPUHAANEXHOCTEN APYrUX
OpeHAOB HE PEKOMEHOBAHO, T.K. MOXET HapyLUNTb TOYHOCTb NOJTYyYEHHbIX
pesynbtatoB. OgHopa3oBble NpUHAANEXHOCTN npom3soacTea Sanibel He
cogepxart nartekca, guatunrekcundranaTta n bucgeHona A, 4To COOTBETCTBYET
COBpPEMEHHbIM CTaHAapTam 6UoNorM4eckon COBMECTUMOCTMN.
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3.6.5 Hauano o6cnepoBaHusA
HayaTb obcnegoBaHne MOXHO HECKONbKMMK criocobamu:

1. lMocne BBoga uHgpopmauum B New Patient (HOBbI naumneHT).

New Patient

2. W3 akpaHa Patient Information (nHcopmauust o naumeHTe), nocne
Bblbopa naumeHTa B cnucke Select Patient (BbiGop nauuneHTa).
1. Quick Test (BbICTpbIN TeCT) (Ha akpaHe MMaBHbIN).
®yHkuma Quick test (BbiCcTpbIn TECT) MOXeT ObITb akTUBMpOBaHa /
JeakTVBMpoBaHa agMUHUCTpaTopoM Yepes HearSIM™. Ecnu Ha
BalleM yCcTponcTBe oTkmodeHa pyHkumns Quick Test (BbiCcTpbIn TecT),

TO kHoMka Quick Test (bbicTpbIn TecT) He ByaeT BMAHaA Ha [naBHOM
9KpaHe.

Quick Test

CnegytoLme npouecchl OAMHAKOBbIE BHE 3aBUCUMOCTY OT TUNa BbIMOSTHAEMOro TECTUPOBaHNS
(AsTomatunyeckasa ABR nnun OAE).

HaxaTne Ha kHomnky Test [ > 3anyckaeT npouecc obcrnenoBaHns. B 3aBUCMOCTM OT KOHUIypaumm

BalLEro yCTPOWCTBA, Ha 3KpaHe MOryT NosIBUTLCS OOMNOMHUTENbHbIE OKHA, NpeXxae Yem oTobpasnTcs aKpaH
obcnepoBaHus.

3.6.6 BbiIObop TMNa TecTa

Select Test &= Ecnu B BalleM ycTpoiicTee ecTb kak AsTomaTtudeckme KCBI, Tak n OADJ,
Quick Test WA €CNW CyLLLEeCTBYET HECKOMBKO MPOTOKOMOB OAHOIO M TOFO Xe TecTa, TO
TEQAE MoxeT nosiButcs akpaH Select Test (BoibpaTtb TecT), 4TobbI BEIGPATH,

Kakow Tun TECTUPOBaAHNA Bbl XOTUTE BbINOJTHUTb.
(T00 1.5-4 kHz, 3/, SNR 4 dB )

Moa Tvnom Tecta (Hanpumep, 3BOAJ), npnBeaeHo UMs NpoToKona.

DPOAE

(D00 2-5 kHz, 3/4, SHR 6 0B ) OT06pa>KaeMb|e TECTbl 3aBUCAT TakKXXe OT NOAKIMKYEHHOro

npeobpasoBaTens. Hanpumep, ecnv k Sera™ noaxniodeH TONbKO 30HA,

TecTbl ABTOMaTndecknx KCBI1 He nosBaTca B cnucke. YTobbl yBUAETH
ABR TecTbl ABTOMaTn4eckux KCBI1, Heo6xoaumMo nogkniovmTb NpeaycunmTenb
{ A00 CE-Chirp 35 dB nHL ) n COOTBeTCTBleLlJ,VlVl npeO6pa3OBaTeﬂb.

Moapo6Hee 0 NPOTOKOMax Bbl MOXETE y3HaTb B

AOMOSTHUTENbHOM MH(POPMAaLMOHHOM PYKOBOACTBE MO
ycTpovictey Sera™.

(o] J J |

e %
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3.6.7 3anonHeHue nonew, OTHOCALLUXCA K 0b6CcregoBaHUIo

Edit Test Fields

$creening Facility

Hospital Status

Outpatient v

Screener

Jessica Ramos

Baue ycTtporictBo Sera™ moxeT 6bITb CKOHPUIYPUPOBaHO Yepes
nporpammy HearSIM™, yToGbl COXpaHUTb MHPOPMAaLNIO C KaxKabIM
TECTOM Ha npeamerT:

e HasBaHue yupexaeHus, NPOBOASILLErO CKPUHWHT

e Crartyc 6onbHuUubl/rocnuTans

Ecnn paHHas yHKUMS BKIIOYEHA, OTKPOETCH 3KpaH 3anosiHEHMS nonen
(Test field), oTHocsLWMXCA K 0OCNEenoBaHMIO TEKYLLErO NauMeHTa.
Cogepxumoe 3TUX Nosen YacTo OAMHAKOBO AN BCEX MauueHTOB,
NoaToMy OHO ByaeT aBTOMaTU4eCckn NOBTOPSATLCS. BaM HYy)XHO TOMbKO
NOATBEPAWTL NPaBUSIBLHOCTL 3aMOfHEHWs Nofen, NPoaoKuB paboTy
HaxxaTnem Ha KHonky Test.

Ecnu npu BKMoYeHNN YCTPONCTBA Bbl BOLUSM B CBOIO YHETHYHO 3aMNuUCh,
BaLle ums Takke ByaeT coxpaHeHO BMecCTe C pesynbratamu
obcnenoBaHmsa 1 0TOBpa3nTCs Ha KkpaHe 3anonHeHns nonen B popmarte
"ToNbKO YTeHne".

3.6.8 CumBonbl, Ucnonb3yeMble Ans 0TO6paXeHUs pe3ynbTaToB CKPUHUHIA
B tabn.3. npmeeaeHbl CUMBOIbI, UCNOJIb3yeMble ONA OTO6pa)KeHI/IF| pe3ynbTaTtoB CKPUHUHIA.

Ta6n. 3: CumBOnbI, UCMONb3yeMble Afsi 0TOOpaXeHUA pe3yribTaTOB CKPUHUHTA.

CumBon Pe3ynbTaT CKpUHUHra
V/ Mpowen
He npowen
9 He 3aBepLueH
.

3.6.9 TMpuunMHa ocTaHOBKM He3aBepLUEHHOro TecTa

Select Stop Reason (=]
16718960-1510-00009

Could not test

Invalid

-
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AnmuHucTtpatop MmoxeT Yepes MO HearSIM™ akTtuenposath
yHKUMIO B ycTporicTBe Sera™ ans aBToMaTU4YECKOro
oTobpaxeHus akpaHa Select Stop Reason (BbibpaTtb npuunHy
npepbiBaHns), KOraa TeCcT NpepbiBaeTcs BPyYHy0. [JaHHas
NMHGOPMaLMA COXpaHAETCS BMECTE C 3anncblo TecTa.
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3.6.10 MeuaTb No 3aBepLUeHMU 0OCneaOBaHUA

View Tests E 3
16712960-1510-00009

v D 16-10-2015 13:33:22
TEOAE

v G 16-10-2015 13:32:26
TEOAE

I -

YTobbl pacnevyaTatb pe3ynbTaTbl 06CcnefoBaHMs C MOMOLLbHO
npuHTEpa nenbnos, HaxmuTe kHonky Test List (cnvcok TecToB),
pacnosnoXeHHYI0 B KOHTPONbHOW naHenu akpaHa Test Done (TecT
BbINOSIHEH). OTKpPOETCH CNNCOK, NepevyncnsaoLwmi B obpaTtHoM
XPOHOMOrM4eCKoOM nopsigke Bce obcrneaoBaHus, BbIMOITHEHHbIE Y
OaHHOro naumeHTa.

[na Bawero yaobcTea pe3ynbTaTthbl NOCnegHUX TeCTOB,
BbINOMHEHHbIX Ha NPaBOM W1 NEBOM yxe, ByayT npeaBapuTensHO
BblOpaHbl Ang neyatn. O6 aTOM CBMAETENLCTBYET ManeHbKas
3erieHas ranovka Ha 3Hayke NpuHTepa B NpaBoi YacTu cnmcka?. Bbl
MOXeTe OTMEeHUTb BbIBOp TecTa, NPUKOCHYBLUUCH K 3HaYKY. Bbl
TaKkKe MOXeTe Mo CBOeMy YCMOTPEHUIO BbIOpaTh 4118 nevatu
Apyrve TecTbl, NepeYnCriEHHbIE B CMIUCKE.

Ecnu anga nevaTtn BbIGpaHO TOMLKO MO OQHOMY pesynbTaTy Ans
MpaBoro 1 NeBoro yxa, pesyneTrartbl 4ns oboux ywen 6yayTt
pacneyvaTtaHbl Ha ogHOM nenbne. Ecnv ans neyatu BeibGpaHo
Gonee AByXx pe3ynbTaToB A1 K&XO0ro yxa, pe3ynbTaT Kaxagoro
TecTa OyaeTt pacneyataH Ha OTAenbHOM fenbne.

NmeiiTe BBUAY: VIKOHKM NeyaTn He ByayT nosiBnATbes B Sera™ npu crnefyowmx yCroBusix.

1. Ecnu nevatb 3TMKeTOK Unn GecnpoBogHas CBSI3b OTKIOYEHbI Ha ycTponcTBe Yepe3 HearSIM™ mnu
2. Ecnu npuHTep 3TMKEeTOK He Gbln noakrntodeH k Sera™.

2 Ha npviBegeHHOWN MNMOCTPaLUM 3HAYOK NPUHTEpPa OTCYTCTBYET (MpUM. MepesodyuKa).

D-0112455-D — 2020/03
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3.7 TectnpoBaHue ABTomaTuyeckon ABR

Mpu TectMpoBaHun ABTomaTtuyeckon ABR aKpaHbl NOMEHSIIOTCS, U Ha HUX ByayT 0TOBpaXKeHbl

npoucxoaduimne npouecchbl 1 onunn, OOCTYNHbIE CKPUHEPY.

[ns nony4eHus gononHuTensHon nHdopmaumm o6 Astomatmdeckon ABR u
COOTBETCTBYHOLLMX NPOTOKOSaxX, CM. PykoBOACTBO C 4OMOMHUTESNIbHON HhOpMaLnen K

Sera™,

3.7.1 HauanbHbIf 3KpaH TecTa ABTOMaTu4eckaa ABR

HavanbHbI akpaH ¢ ABTomaTtuyeckon ABR nokasbiBaeT crieytoLlyto MHpopmauuo u MHCTpykuum (Tabnuua

4).

Ta6nuua 4: HayanbHbIn akpaH ABToMaTtudeckon ABR.

(E3)
HNightingale, Sarah

Prepare Patient

;e;.y 9

Prepare the patient
Select ear
Place transducers
Quiet patient?
Start test

Prepare the patient
Select ear
Place transducers
Quiet patient?
Start test

D-0112455-D — 2020/03
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MHdpopmauus o
nawumeHTe.

KHonka Bbibopa
yxa.

Twn
npeobpasoBaTensi.

MHcTpyKuumn ans
nonb3oBaTens

KHonka "Ctapt".

KHonka "Hasapn".

MokasaHo nms
BblGpaHHoro
nauueHTa.

MepekntoyeHve
Mexay yLwamu.

M3o6paxeHne
npeobpasoBaTens
pSAOM C ronosomn
pebeHka
COOTBETCTBYET
NoAKMoYeHHOMY
npeobpasoBaTento
(EarCups, Bly
TenedoHbl Unn
30HA).

OT1obpaxaeTcs
MHdOopMaLms no
BbIMOSTHEHWIO
TecTa.

3anyckaet
npoBepky
COMPOTUBIEHUS.

BosBpaluaeT B
npeabiayLwmn
3KpaH.

Ctp. 35



3.7.2 3KpaH npoBepKU CONnpoTUBIIEHUSA

B xone npoBepku CONPOTUBIEHUSI CUMBOSbI SNEKTPOAOB Ha M306GpaXkeHUM ronosbl MnageHua byayT
oTOGpaxaTbCs 3eEHbIM UIN XXENTLIM LIBETOM, @ B HUXKHEN YacTu 3KkpaHa byaeT nokasaHa BennynHa
conpoTueneHns B KOm (Tabn. 5). Ecnu 3HauyeHMs conpoTUBIEHMS BCEX SMIEKTPOAOB OCTalTCs "3eneHbimun”
(<50 kOMm) B TeYEHME HECKOMbKUX CEKYHA, NMPOBEPKA COMPOTUBIEHMS NPEKPaLLaeTCs U aBTOMaTUYECKN
3anyckaeTcsl permcTpaumns Bol3BaHHbIX NOTEHLMASIOB.

Tabnuua 5: OkpaH npoBepkn uMnegaHca ABTomaTuyeckas ABR.

@™
Hightingale, Sarah

Prepare Patient

dImpedance check lE3J| Wudopmaums o YkasblBaeT, YTo
lg ingd cratyce YCTPOWNCTBO
C v - 7 9 obcnepoBaHua. HaxoAnUTCA B pexnme
npoBepkn
COMPOTUBNEHNS.

Tmpllance Choch [E3] Wuopmauusa o MokasaHo MMs
- Hightingale, Sarah naugueHTe. BblOpaHHOIO
nauueHTa.

Wudopmaumnsa o NHdopmauus o
npoBepke BENMNYMHE

P
COMPOTMBIEHUSI.  COMPOTUBIIEHUS:
G L 9
3eneHbI = xopowlee
COMNpPOTMBIEHME.

YKenTbIi = nnoxoe

I I . conpoTuBrieHue.

OTtobpaxatoTcs
3HayYeHUst mnegaHca
B kKOMax.

S KHonka "Cton". OcTtaHaBnuBaeTt
COMNpPOTUBIEHUS.

Konka "lMay3a / Maysa / npopomxeHue

lgl m MpogomxunTe" NPOoBEepKM umneaaHca.

Ecnu kakon-nmbo u3 MHONKaTOpPOB COMPOTMBIIEHUS OCTaeTCA "KenTbiM", NocTapanTech yny4dnTb
COMNpOTMBMEHME OAHHOIMO 3NeKTpoaa cneayoowmm obpasom:

e YGeamTech, YTO 3MEKTPOA NPaBUIbHO YCTAHOBIEH HA NOATOTOBIEHHbIA Y4aCTOK KOXM

L] Ecnn conpoTuMeIieHMne OCTaeTCA NIOXNUM, MOXET I'IOTpGGOBaTbCFI CHATUE 3aneKTpoaa n NnoBTOpHasA
06p860TKa KOXWN YNCTALLUMM CPpeCTBOM UMK NEKTponpoBOAALLUM refniem. MoxxHo I'IOI'IpOGOBaTb
BOCMOJ1b30BaTbCA TEM XK€ 3/1IeKTPOAOM, HO €CJiN OH NJ1I0XO0 NpPUKenBaeTCcsa K KoxXe, ero npngeTca
3aMEHUTb Ha HOBbIN AneKTpoa.

Ecnu conpoTuBneHne octaeTcs Nioxum, NnpuMepHo Yepes 60 cekyHA Ha 3KkpaHe nosiBUTcs coobLeHne o6
NCTEYEHUN BPEMEHM MPOBEPKM COMPOTUBIEHUS. [ocne NpUHSATUSA 3TOro COOBLLEHUS HA AWCTIee BHOBb
NMOSIBUTCS UCXOAHbI 3KpaH TecTa.

e Y
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3.7.3 3kpaH namepeHus Astomatuyeckasa ABR

Bo Bpemsi usmepeHus Astomatndeckon ABR ructorpamma nokasbiBaeT X0 BbIMOSHEHNA TeCTa B
HanpaBneHun MNMpoxoxaeHns Tecta (Tabnmua 6). KpacHbin cTonbuk oTobpaxkaeT Xof BbIMONHEHUS TecTa
ans npa.oro yxa. CuHui ctonbuk otobpakaeT XO4 BbIMOMIHEHUA TeCTa AM1d NeBOro yxa.

Mo okOHYaHUM TecTa CUMBOJ pe3yrnbTaTa CKPUHMHIA NOSBUTCHA BBEPXY MMCTOrPaMMbl.

Tabnuua 6: dkpaH nsmepeHust AsBTomatudeckon ABR.

e51ing...
Testing [E3)
Nightingale, Sarah
e EE——————
 Testing... WHopmauus o Ykas3blBaeT, 4To
. (TR, Sl cTaTyce TecTa. YCTPOMCTBO HAX04MUTCA
¥ B B pexvime
v obcrnegoBaHus.

Testinn WHdopmauums o MokasaHo nwvs
Cbightingale, Sarsh | nauueHTe BbIGPaHHOrO
naumeHTa.
MHankaTopsl MpnbnwxeHne
BbIMOSIHEHUS TecTa pe3ynbTaToB K
kputepwuio "lMpowen".
Noise [ | v p p p
£80
Tine 1 —_———————

N
[
:

Noise I v |/|H,D,I/IKaTVOp wyma ¢ YkasbiBaeT Ha
ranoykom, Ka4yeCcTBO BXOAHOIo
yKasblBaloLLen Ha curHana Q3r.
NpMeMNEMOCTb YPOBHS
wyma.

Tine W MHankaTop BpemeHu. Tekywas
NPOLOIMKUTENBHOCTb
obcrnegoBaHus.

= KHonka "Cton". OcTaHaBnueaeTt
lg] obcnepoBaHue;
npuceanBaeT

obcnegoBaHuio cTaTyc
"He 3aBepLUEHO".

S - Konika "lMay3a / MpuoctaHaenueaet /
lg] @ MpopomxuTe". BO300OHOBNSAET
obcnepoBaHuve.

e Y
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3.7.31

UHankaTop wyma

Bo Bpems ob6cnepnosaHust nHaukatop wyma (Noise bar) otobpaxaeTt amnnutyny BxogHon 93, Ecnu
YPOBEHb BXOOHbIX CUrHanoB AOCTAaTOYHO HU3OK AN UX NPUHATUSE 1 06paboTku anropuTtMomM obHapyXeHus
OTBETa, crpaBa OT MHAMKaTopa nosBMTCA ranoyka. Ecnm sxogHas 931 coaepXuT BbICOKOYPOBHEBLIN
MWOTEHHbIN UMW 3MEKTPUYECKUIA LLIYM, ranovka nc4esaeT, a UHAMKaTOP yKasbiBaeT Ha MPEBbILLIEHNE YPOBHEM
LUyMa nopora OTKIOHEHWUs curHana.
B Takom cnyyae Bbl OMKHbI MPUOCTAaHOBUTL 06cneaoBaHue (kHomka "lMay3a”) n CHU3NTbL YPOBEHDb LUyMa,
yCrnokouB pebeHKa Unn yCTpaHmBe MCTOYHUKM SMEKTPUYECKOrO LLyMa.

3.7.3.2 WupukaTtop BpemeHuU

Bo Bpemsi o6cnenoBaHus nporpecc-uHANKaTop NOCTENEHHO 3aNOJSHSAETCS MO Mepe HaKoMNeHus gaHHbIX. Mo
pocTtwkeHun 180 cekyHA (3 MUMHYT) HaKoNIeHUs npuemMnemblx obpasuoB O3l MHOMKATOP 3anoNHAeTCA
MONHOCTbIO N 06CcnefoBaHNe aBTOMaTUYECKM NpeKpaLlaeTcs.

3.7.3.3 JkpaH Test Done (TecT BbINOJIHEH)

Mo 3aBepLueHMn o6CcreaoBaHUs Ha 9kpaHe ocTaeTcs pesynbTaT nocneaHero obcnenosaHus (Tabn. 7).
KHonka Bbibopa yxa BHOBb CTAHOBUTCSI akTUBHON. Tenepb Nofb3oBaTeflb MOXET BblOpaTb BTOPOE YXO UMK
NOBTOPUTb PErNCTPAaLMIO HA TOM Xe YXe.

[nsa nepeknioyeHns BO BpeMsi ceaHca Mexay nocrneaHM BbiNonHeHHbIM TecToM ABToMaTudeckor ABR Ha
NpaBOM M JIEBOM yXe MOXHO UCMOSb30BaTh 3reMeHT Bblbopa yxa.

Tabnuua 7: 3kpaH BbiNnonHeHMs Tecta ABTomatnyeckas ABR.

Done!
Hightingale, Sarah

§oy

@E]

Done' @@

Nightingale,

n-
Dot Q)

WHdopmaums o ctatyce
obcnenoBaHus

WHdopmaums o
naumeHTe.

KHonka Bbibopa yxa.

YKkasblBaeT Ha
3aBepLUeHne
obcrnegoBaHus.

MokasaHo nms
BblGpaHHoro
nauveHTa.

Haxumarite ans

< '!-"' BbIGOPA yXa.
v v Cronbuku pesynbtatos  [pepocTasnset
obcnepoBaHus, nHdopmaumio o
CMMBOJSIbl pe3ynbTaTtoB U pesynbTaTax
—————— | [OMNonHUTenNbHas nocnegHero
————+—— nHdopMaLs. obcrnenosaHus ans
——— KaXK0ro yxa.
Residual Noise 41 nv
Time 121 sec
1@ oW 1k

KHonka "CtapTt".

3anyckaeT npoBepKy
COMpPOTUBNEHUS A
HOBOrO
obcnepgoBaHus.
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KHonka "lMNokasaTb OTKpbIBaET CNMCOK
CMUCOK TecToB". BCEX TECTOB,
l ] BbIMOJTHEHHBIX B

TeyeHne JaHHOM
ceccun.

Ecnu npuHTep
aKTMBMPOBaH, MOXHO
pacneyararb
pesynbTaThl.

— KHonka "[Jo6aBnTb MNo3BonseT jobaBuTb
E‘ 3ameTky". KOMMEHTapuii K TONbKO
' YTO BbIMOSTHEHHOMY
TecTy.

— KHonka "Hasag". Bosspart k
|l npeabiayLwemy aKkpaHy
(akpaH BbIOOpPa THNA
TecTa Unu aKpaH

NnoAroToBKM
nauueHTa).

Ecnu nonb3oBaTenb Ha4YMHaET NOBTOpHOe obcrnefoBaHme yxa, TOMbKO YTO YCMELHO npoLleawero Tect
(pesynbTat "lMpowen"), 0TKPOEeTCs NOKa3aHHOE HUXE OKHO:

OT10 coobLieHNe HAaNOMMHAET MOMb30BATENO, YTO B JAHHOM YXe
TONbKO YTO Bbin Nony4yeH pesynbtart "lMpowen”, n npocut

noaoTBepanTb HamMmepeHne NoOBTOPHOIo obcnenoBaHMs TOro Xxe yXxa.

Monb3oBaTenb MOXET BblGpaTh ranoyky ¥4, yTo6bl NOBTOPHO
obcnenoBaTh yX0, UK Xe KpecTuk E¥  yToBbl OTMEHWTH NOBTOPHOE
obcnenoBaHne 1 BEpHYTbCS B 9KpaH "TecT BbiNOMHeH".

fttention?

Ear(s) passed last test.
Retest?

fArtifact 46 %
Time 10 sec
1ke@ 0k 1 ke
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3.8 Peructpauua OAD

B xone permncrtpauunmn OAD3 aucnnen 0To6pa>KaeT TeKylime npoueccChbl 1 OOCTYyMNHbIE onepaTtopy onunn.

Bonee noapobHyto nHdopmaumio o peructpaumm 3BOAD n OASIMN n ncnonb3yembix
NpOTOKONax Bbl MOXETE NOMY4YUTb, 0OPaTMBLUNCE K AOMNONHUTENBHOMY MHAOPMALMOHHOMY
PYKOBOACTBY Mo yCTponcTBy Sera™.

3.8.1 HauanbHbIN 3KpaH TecTa OAD
HavanbHbin akpaH OAD oTobpaxaeT criefytoLyto MHpopMauuio u MHCTpykuun (Tabn. 8).

Tabn. 8: HauyanbHbin akpaH OAD.

(G
Hightingale, Sarah

Prepare Patient

Select Ear
Insert probe
Quiet patient?

Start Test

o0 I >/
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(C )
() Nightingale, Sarah
I Hightingale, Sarah ! E :ﬁ

Select Ear
Insert probe
Quiet patient?
Start Test

Fe Y
-

Interacoustics

WHdpopmaums o
naumeHTe.

KHonka BbiGopa
yxa.

MpeobpaszoBarernb.

WHcTpykuum ans
nons3oBarens.

KHonka "CtapTt".

KHonka "Hasag".

MokasaHo nwvs
BblIOpaHHOro
naumeHTa.

Haxumante gns
BblIbOpa Hy>XHOro
yxa.

M306paxeHne
npeobpasoBaTens
PSAOM C rorioBon
MnageHua
CcooTBETCTBYET
BblIOpaHHOMY
npeobpasoBaTernto

OTobGpaxatoTtcst
WHCTPYKLMU NO
BbIMOSTHEHUIO
TecTa.

3anyckaeT
NpoBepKy 30HAA.

BosspaluaeTt B
npeablayLmn
3KpaH.
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3.8.2 3kpaH npoBepku 30HOa

B xope npoBepku 3oHAa oTobpaxkaeTcs MHPOPMaLUsi O KA4YECTBE YCTAHOBKU 30HAA B HAPY)XHOM CIyXOBOM
npoxoge ((DPOAE B Table 9 u TEOAE B Tabnuue 10). Ecnu 3oH4 ycTaHOBNEH NpaBuUibHO, NpoBepkKa
npekpaLlaeTcs n aBTomaTU4ecku 3anyckaetcs perncrpaumst OAJ.

Tabn. 9: OkpaH npoBepku 3oHaa DPOAD.

Test: In ear
Hightingale, Sarah

CraTyc npoBepku OTobpaxaeT
ey O 30HAa. cTaTyc npoBepku
F G ° o 30H4a — B yXe, BHe
yxa unu
6noKNpOBaH.

(=] WHdpopmaums o Moka3aHo ums
naumeHTe. BbIOpaHHOIO
naumeHTa.

KHz Seal m | v  VHpvkaTopbl OTtobpaxatoT
- COCTOSIHUS. COCTOSIHWE 30HAa B

Noise N [ v yxe. [lo Havana
Noise v obcnenosaHus
Heobxoaumo
nobutbes
COOTBETCTBUSI BCEM
KpuTEpUSIM

KHonka "Cton". OcTaHaBnuBaeT
npoBepKy 30HAA.

Konka "Maysa / MpuoctaHaenueaet
Mpogomxunts" / BO306HOBNSIET
NpOBEpPKyY 30HAA.
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Ta6n. 10: OkpaH npoBepkun 3oHaa TOOAD.

Test: In ear & seal

Prepare Patient

CocTosiHne OtpaxaeT

npoBepKy 30HAA. COCTOsIHVE
MpOBEpPKM 30HAA - B

P‘G ° 9 yXe, BHe yxa,

3abnoKMpoBaH.

MHdopmaums o Otpaxaet
naumeHTe. BblIOpaHHOE MMSsI
naumeHTa.

seal 1 I v MHpuvkaTopsl OTtobpaxatoT
Stinulus BT | v COCTOSIHUS. COCTOsIHME 30HAA B

v - yxe. [lo Havana

e I L o6crenosaHus

Stimulus M | v HeobXxoaNMo
v

Noise DN | AobuTbCA
COOTBETCTBUA BCEM

B KpUTEpUsSM
KHonka ocTaHOBKM. OcTaHaBnueaeTt
-] MpOBEpKY 30HzA.

Seal |l |

Ecnu 30HA ycTaHOBEH HeNpaBuibHO, HE0BXOAUMO UCMPaBUTb CUTYaLUIo, NPeXae Yem NpUCTYNnTb K
obcnepoBaHuio:
e YbBepgutechb, YTO HAKOHEYHUMK 30HAA NPaBUbHO BBEAEH B CIYyXOBOWM Npoxon
e YBeguTech, YTO MIageHeL, CMOKOEH WK CNuT, a Takke ycTpaHuTe Noboi akyCTUYECKUiA WyMm B
nomeLLleHum
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3.8.3 3kpaH pernctpauum OAJ

B xope peructpauun OAD pesynbTaTthl 0TOOpaxalTcs B BUAE CTONOUKOB, MOKa3blBAKOLLMX CTEMEHD
COoOTBETCTBUS kputeputo "MNpolen” Ha Kaxaow n3 yacToT (Tabn. 11). Ecnu Ha gaHHOWM YacToTe JOCTUTHYT
KpUTEPUIA NPOXOXAEHNS CKPUHMHIA, CTONOUK NOMHOCTBLIO 3aMOSIHUTCS, a Ha HUM MOSIBUTCS ranoyka.

Kpome Toro, Ha akpaHe 0ToOpakaloTCsl rOPpU3OHTasbHbIE MHAMKATOPbLI CTABMITBHOCTY 30HAa, YPOBHS WyMma U1

Xo[a BbINONHEHMS TecTa. B cnyyae npuemnemMocTu wyma u CcTabnnbHOCTM 30HAA pagom c

COOTBETCTBYHOLUM MHONKATOPOM NOABMAETCA raqnodka.

Tabn. 11: OkpaH peructpaumm DPOAS

Testing...
Hightingale, Sarah

WHdopmaums o
craTtyce TecTa.

e ————
9 Testing... (=]
Hightingale, Saral
Testina... [E3]
¢ | Nightingale, Sarah ~
e —

s g WHavkaTopbl xoaa

WHdpopmaums o
naumeHTe.

| obcreoBaHms.
2 f———]
——
Hoise I | ¥ —
.—E=
4 F] -

Noise I | v WHavkaTop wyma ¢
rano4kon,
yKasblBatoLLen Ha
NPYEeMNEMOCTb YPOBHS
wyma.

Tine | NHavkaTop BpemeHu.

KHonka "Crton".

Konka "lMay3a /
MpogomxuTb".
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YkasblBaeT, YTo
YCTPOWCTBO HaxoamTcA
B pexume
perncrpaumu.

MokasaHo nms
BblGpaHHoro
nauueHTa.

OtpaxatoT
npubnmkeHne
pesynbTaToB
obcnegoBaHus K
kputeputo "Mpowwen"”.

YkasbiBaeT
nprvemneMbIin ypoBeHb
OTCEYKM Lyman
COCTOSIHME.

TekyLlas
NPOAOIMKNTENBHOCTb
obcnepgoBaHus.

OcTaHaBnunBaeT
obcnenoBaHue;
npuceaveaeT
o6cnenoBaHmio ctaTyc
"He 3aBepLUEHO".

MpuocTtaHaenueaeT /
BO300OHOBNSAET
obcnepoBaHue.
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Tabn. 12: OkpaH peructpauyumn TOPOAS

Testing...
Quick Test

d Testing... (=]
5H Nightingale, Saral

Testina...
C | Nightingale, Sarah

Time 0

3.8.3.1 WHpukaTtop cTabunbLHOCTU 30HOA

WHdopmaums un
craTtyce TecTa.

WHdpopmaums o
naumeHTe.

WHauvkaTopbl xoaa
obcrnenoBaHus.

3oHA.

Wugukatop wyma c
rariouKon,
yKasblBatLLen Ha
NPYEeMNEMOCTb YPOBHS
wyma.

WHavkaTop BpemeHu.

KHonka "Crton".

Konka "lMay3a /
MpogomxuTb".

_

[MNokasbiBaeT, YTo
npubop B pexmme
obcnepgoBaHus.

OtpaxaeT nms
BbIGpaHHOro nauneHTa

MokasbiBatoT
npubnmxeHne
pes3ynbTaToB K
kputeputo "Mpowwen"”.

MokasbiBaeT cTaTyC
yCTaHOBKM 30HAA.

YKa3sblBaeT Ha
NpMeMNEMOCTb YPOBHS
OTCEYKM LyMa U
COCTOSIHME.

TekyLlas
NPOAOIMKUTENBHOCTb
obcnegoBaHus.

OcTaHaBnunBaeT
obcnenoBaHue;
npuceaveaeT
o6cnenoBaHmio cTaTyc
"He 3aBepLUEHO".

MpuocTtaHaenueaeT /
BO300OHOBNSAET
obcnepoBaHue.

B xone obcnenoBaHusa nHaukatop ctabunbHocTu 3oHAa (Probe stability bar) otpaxkaeT coctosiHne 3oHga B
Hapy)XHOM cryxoBom npoxoge. Ecnu ctabunbHOCTb 30HAA NpMemriema, cnpaea oT MHAMKaTopa NosiBUTCS
ranoydka. Ecnu ctabunbHOCTL 30HAA NagaeT HMKe NPUEMIIEMOrO YPOBHS!, CBUAETENLCTBYSA O TOM, YTO 30HA
BblMan 13 yxa, ranodka ucyesaet. B Takom criyyae Bbl 4OMKHbI NPOBEPUTL, NPABUIIBLHO NN YCTAHOBMNEH 30HA
B yXe.
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3.8.3.2 WHaukatop wyma

Bo Bpems o6cneposaHua ungukatop wyma (Noise bar) otobpaxaet amnnutyay BXOOHOMO akyCTUYECKOro
wyma. Ecnu ypoBeHb BXOAHbIX CUTHANoOB JOCTAaTOYMHO HU30K ANS UX NPUHATUSA 1 06paboTku anroputmMom
obHapyxeHus oTBETa, cnpasa OT MHAMKaTopa NoSBUTCA ranoyka. Ecnu BxoaHble curHansl cogepxar
BbICOKOYPOBHEBBIN LLYM, rafiodka ncyesaeT, a MHOUKaTop yKa3biBaeT Ha MPEBbLILLEHNE YPOBHEM LUyMa
nopora OTKINOHEHWsI curHana.

B Takom crnyyae Bbl JOIMKHbBI MPMOCTAaHOBUTL 06cnegoBaHue (kHomka "lMay3a”) u CHU3NTb YPOBEHb LUyMa,
yCMNoKoMB pebeHKa uUnm ycTpaHMB BHELLHNE UCTOYHUKM Wyma. CnedyeT Takke NpOBEpUTb NPaBUITbHOCTb
YCTaHOBKW 30HAA.

3.8.3.3 WnaukaTtop BpemMeHu

Bo Bpemst o6criegoBaHns Nporpecc-mHAMKaTop NocTeneHHo 3arnosHAeTCs Mo Mepe HakonneHus AaHHbIX. o
JOCTUKEHUN MaKCUMarbHOrO BPEMEHW 06CnefoBaHNs UHAMKATOP 3aMnoNHAETCS MOMHOCTLIO U
obcrnefoBaHe aBToMaTUYECKU NpeKkpaLlaeTcs.
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3.8.4 JkpaH Test Done (TecT BbINOSHEH)

Mo 3aBepLueHUM obcreoBaHMs Ha aKpaHe 0CTaeTcs pesynbTaT nocrneaHero ckpuHuHra. KHonka Bbibopa
yxa BHOBb CTAHOBUTCS! aKTUBHOW. Tenepb Mnonb3oBaTeNb MOXET BblbpaTb BTOPOE YXO WUIU NMOBTOPUTb
CKPUHUWHT Ha TOM Xe yXe.

KHonky Bbibopa yxa Takke MOXHO UCMONb30BaTh A4Sl MPOCMOTPA NOCEAHUX Pe3yfbTaToB perncTpaumm
OAD, nonyyeHHbIX Ans NpaBoro 1 feBoro yxa.

Ta6nuua 13: OkpaH BbinonHeHus Tecta OASIMN.

BbIMNOSTHEHHOIO B
[laHHOW ceccun.
CBepxy nokasaHbl
o6Lwme pesynbTaThbl
TecTa. PesynbTaTthl
MHAMBUAYamNbHbIX
YacToT NosIBAOTCSH
Hag KaxkablM
MHONKaTOPOM.

h R —
c & @'E] NHopmauums o MokasblBaeT TekyLlero
} =~ nauveHTe n ctatyc “Test nmauweHTa.
v Done” (TecT BbIMOMNHEH)
J < <
e Donet @ KHonka Bbibopa yxa Bribepute
— NighTingole%e ool - BHOBb MNOSIBMSIETCS NO obcnenyemoe yxo unu
I R R S—
————+————| 3aBepLUeHUm NepeknioYnTeCh Ha
I R R S—
————+———— obcnepoBaHus. pesynbTarthl
I — N S—
————+———— MPOTMBOMOSIOKHOO
2—:3—4—5= yXa, I'IOJ'Iyl-IeHHbIe B
Probe Stahility 9 4 [aHHoii ceccum.
fArtifact 11 % VI
v v v WHamnkaTopsbl MpenocTtaBnser
Tine 7 sec i —
e pe3yNnbTaToB, CUMBOMbI  WMHGOPMAaLMIO O
I E— S E—
Ee=E = t——— | [oNnofHnTeNbHas pesynbTarax
E—=——=—=—— uHdopmaumsa o6 nocneaHero
E—=—5===—  ofcneposaHuu. CKpUHUHra,

CtabunbHocTb 30HAA OTpaxaeT Ka4yecTBO
2] e (%). yCTaHOBKM 30HAa B
xoae obcneagoBaHus.

Probe Stability

=]

OTpaxaeT npoueHT
apTecdpakToB,
06HapyXeHHbIX BO
BpeMsi 06crnenoBaHus.

firtifact 1

—_
=

Aptedaktbl (%).

Time 7 sec B OO6wwee Bpems
pems. obcnepgoBaHus.

KHonka "CtapTt". 3anyckaeT npoBepKy
yCTaHOBKM 30HAa

s
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, - MokasaTb cnncok OTKpbIBaET CMMCOK
[J TECTOB. BCEX TECTOB,
5 BbIMOTHEHHbIX B
TeyeHne gJaHHOM
Ceccun; ecnu nNpuHTep
aKTUBUPOBAH, MOXHO
pacnevaTaTtb
pesynbTaTbl.
" KHonka "Hazan". BosBpar Kk
lml npeabiayLwemy aKkpaHy
. 4 (nepen HayanbHbIM
3KpaHoOM).
: 3ameTku. OTKpbIBaET 3KpaH, B
ll KOTOPbIA MOXHO
L nobasuTb
KOMMEHTapuii K TONbKO

YTO BbINOSHEHHOMY
TEecTy.

3.8.41 CrabunbHocTb 30HAa (%) (Tonbko OAJIN)

Mo 3aBepLueHun obenenosaHus Probe stabillty % nokasbiBaeT, HAacKONbKO CTabUbHO CTOSIN 30HA B X04e
Bcero obcnenoBanns. Hu3knii % cTabunbHOCTU 30H4A O3HAYaEeT, YTO 30H ABUrancs Bo Bpemsi
obcnepoBaHus.

3.8.4.2 CrabunbHocTb ctumyna (%) (tonbko 3BOAJ)

Mo 3aBepweHnn obcrnegoBaHus Stimulus stability % nokasbiBaeT, HacKOMNbKO CTabunbHbIM ObliT YpOBEHb
CTMMyna B xofe Bcero obcnenoBaHusi. Hu3koe 3HauyeHne 03Ha4yaeT, YTO 30HA ABUrancst BO BPeMsi
obcnepoaHus.

3.8.4.3 Aprtedaktbl (%)

Mo 3aBepLueHnn obcrnenoBaHns GyaeT nokasaHo oblee KoNMYecTBoO apTedakToB, 3aperMcTPUPOBaHHbIX BO
BpeMsi 06cnegoBaHus.

3.8.44 Bpewms

Mo 3aBepLueHnn obcnenoBaHus 3gecb 0TobpasnTcsa ero odLLas NPOAOCIPKUTENBHOCTD.

e %
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3.9 Quick Test (6bicTpbIN TeCT)

3.91 OOGwwue cBegeHus
@ ek et Mpun BbIGOpe Quick Test B JomalLHEM 3KpaHe HET HeoOXoaUMMOCTM BBOAA
e nHopMaLMK O NauveHTe Unu Boibopa nauveHTa U3 6asbl AaHHbIX.

BbinonHeHne Quick Test naeHTUYHO BbINONHEHUIO OObIYHOIO TecTa.

BbicTpble TecTbl MOryT BbITh pacneyaTaHbl cpasy e Mo UX 3aBepLUeHnn, HO pacneyaTtka He bygeT
cogepaTb OeHTUUKaALMOHHYIO MHGOpMaLKI.

B npnbope Sera™ BpemeHHO coxpaHsieTcst Tonbko nocrneaHsis ceccust Quick Test. Ecnu Bbl BHOBb BbIGpanm
Quick Test B pomaluHem akpaHe, npeablayLiasa ceccusa Quick Test 6yaet HemeaneHHO M OKOHYaTENBHO
yfaneHa us yctpoucTtsa Sera™.

UmenTe BBUAY: PyHkumsa Quick test (BbICTpbIN TECT) MOXET BbITb akTUBMpPOBaHa / AeakTUBMPOBaHa
agMuHucTpaTopom Yepes HearSIM™. Ecnn Ha Bawem ycTpoiicTBe oTkrnodeHa yHkums Quick Test
(BbicTpbin TecT), To kHonka Quick Test (BeicTpbii TecT) He OyaeT BuaHa Ha [MaBHOM 3kpaHe.

3.9.2 CoxpaHeHue Quick Test

Ecnu Bbl, kKak NpaBumno, coxpaHseTe pesynbTaTbl CKOUHWUHIE, HACTOATENBHO PEKOMEHAYETCS BBECTM
MHOpMaLIMIO O NaLMeHTe UK BbIGpaThb CyLLECTBYOLWEro nauneHTa B 6a3e gaHHbIX nepen BbiNonHeHMeM
CKPUHUHTAa.

OpHako, ecnu Bbl XOTUTE coxpaHuTb ceccuto Quick Test (Bce BbIMONMHEHHBLIE TECTLI) Cpasy Xe Mo ee
3aBepLUeHn, BLIMOMNHUTE creayoLlee:

1. B pomawHem skpaHe Haxmute Select Patient (BbiGop nauneHTa).

2. Bbibepute naumeHTta c umeHem “Quick Test”.

3. OrtpepaktupynTe gaHHble nauueHTa B akpaHe Patient Information (nHdopmauma o nauneHTe).
4. HaxmwuTe ranoyky B NaHenu ynpasneHus.

Tenepb ceccus Quick Test coxpaHeHa noa MAEHTUMUKALNOHHBIM HOMEPOM NaLueHTa U BBeAeHHbIM BaMu
UMEHEM.
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3.10 Mevatb

3.10.1 CnocoObl neyaTun

Pe3ynbTaThl CKpUHWHIA MOXHO pacrneyartaTtb Ha NpuHTepe Nenbnoe 13 akpaHa cnucka TectoB (Test List),
OOCTYN K KOTOPOMY BO3MOXEH U3 akpaHa Test Done! (TecT BbinonHeH), unu 3 skpaHa Patient Information
(vHpopMaLmsa o nauneHTe).

Done! @E] Print Tests View Tests (=]
Mightingale, Sarah Nightingale, Sarah Nightingale, Sarah

v 9 16-10-2015 14:03:14 v 9 16-10-2015 14:03:14

v @ fBR @ v Q ABR

s
4 ©
.
O

=

Artifact 0 %
Time 26 Sec
2@ Ok 1k

(o] | | &]

MeyaTtb n3 akpaHa Test Done! MeyvaTtb 13 akpaHa Patient
Information

3.10.2 ®opmart neyaTu nenénos

B pacnevaTke nenbna cogepxuTcs criegyrowas MHgopmaums:
Nms

damunus

M oeHTudurKauMoHHbI HOMep

Mon

[aTa poxgeHus

PesynbTaTthl 4ns NeBoro yxa, gata u Bpemsi
PesynbTaTthl 4ns npaBoro yxa, Aata u Bpems
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3.11 MpocmMOTp NaLMNEHTOB N COXPaHEHHbIX CeCCUMn

B naHHOM pasfgerne onvcaH Nouck nauneHTa, COXpaHEHHOro B YCTPONCTBE, peAakTupoBaHme nHopmaumm o
nawumeHTe, NPOCMOTP TECTOB (COXPAHEHHbLIX Ceccuit), BbIBop ceccun Ans neyvaty  NpocMoTp MHGOpPMaLMm
06 obcnegoBaHuu.

3.11.1 Select Patient (BbIGOp NnauueHTa)

@ et oot Haxmute kHonky Select Patient B fomaluHem akpaHe, 4To6bl NPOCMOTPETh
eleC’ atlen: -
CMMCOK UMEH NaLMEHTOB, XpaHsLLMXCcsa B 6a3e AaHHbIX yCTponcTBa. B npasom
BEPXHEM Yriny HaXOAUTCH KHOMKa, N03BOMNsOLLasa COpTUpoBaTh CAUCOK NO

damunum (B andasutHoM nopsake), nnbo no gate obcnenosaHus (B
06paTHOM XPOHOMOMMYECKOM MOPSKe).

NSt NPONUCTLIBaAHNSA CNUCKa BOCMONb3YMTECh KHOMKaMU-cTpenkamm "Beepx" v

"BHus".

3.11.2 Nowuck naumeHTa

UToObl OTKPbITE KNaBMaTypy, BOCMONb3ynTeCh KHOMKow Search (nouck) B naHenu ynpaeneHusi. Beegute
MOMHOCTBIO UMM YaCTUYHO PaMUNUI0 NaumMeHTa Unu ero AEHTUMUKALMOHHBIN HOMEP Y BHOBb HaXXMUTe
Search, 4ToObI OTKPLITH COKPALLLEHHbIN CMIUCOK, COOTBETCTBYHOLUIA YCINOBMUAM noucka. Beibepute HyXHOro
naumeHTa, YToObl NepenTh B akpaH Patient Information (MHdopmaumsa o naumeHTe).

Mocne Bbl60pa nauyneHTa OTHoCALWaACA K HeMy MH(bOpMaLI,I/IFl OT06pa3I/ITCF| Ha 3KpaHe.

3.11.3 KHonka Test
Haxmute kHonky Test B naHenun ynpaeneHus, YTobbl NnepenT K 06CcrefoBaHnio 4aHHOro nauueHTa.

3.11.4 MpocMoTp coxpaHEeHHbIX TeCTOB

Haxmute kHonky Test List (cnvcok TecToB) B naHenu ynpaeneHust akpaHa Patient Information, 4toObl
NMPOCMOTPETb CNNCOK 06CneaoBaHMWI, BbINOMHEHHbIX A8 AAHHOTO NauueHTa.

View Tests (=) Cnncok TeCTOB COPTUPOBAH B XPOHONOMMYECKOM MOPSIAKE;
Hightingale, Sarah rocrneaHun TECT HaxoaUTCs BBepxy nucka. Kaxaas ctpoka
v 9 16-10-2015 14:03:14 COOTBETCTBYET OHOMY TECTY.

v ¢ ABR

Ecnu B ycTponcTse coxpaHeHo 6onee 8 TecTos,
BOCNONb3yNTeChb KHONKaMu-cTpernkamn "Beepx" u "BHus" ans
NPOSIMCTbIBAHNSA CNncka.

ol (6]
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B kaxxgowm CTpoke crvcKka TECTOB COAEPXKMUTCSA criegyrowas nHgopmMmauus:

16-10-2015 14:03:14
fiBR

e iG]

v
v

e CwumBon pesynetarta: Npowen, He npowen nnu He
3aBepLUeH

e Cwumson obcnepgoBaHHoro yxa: Npasoe, Nlesoe unun Oba

e [lata u Bpems BbINONHeHMs obcnegoBaHns

e Twun Tecta (ABTOMaTnyeckas ABR, OASMN nnn 3BOADJ)

3.11.4.1 MNeyaTb coxpaHeHHOro TecTa

View Tests (=]
Hightingale, 8arah

v 9 16-10-2015 14:03:14 @
v Q ABR
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UTtobbl BbiGpaTh TECT ANg nevYaTu, KOCHUTECh 3HayKa
npuHTepa cnpasa oT TecTa. K 3Hauky npuHTepa gobasutcs
3eneHas ranoyka. BeibepuTte Bce TeCTbI, KOTOPbIE Bbl XOTUTE
pacneyaTtatb. 3aTeM Haxmute kHonky Print (nevatb) B
naHenu ynpasneHus.

Kaxgbii TeCT pacnevaTbiBaeTcsl Ha OTAENbHOM fenbne.
OpaHako ecnv Bbl Bbibpanu ToNbko No 0OAHOMY OAWHAKOBOMY
TeCTy 4N NpaBoro u NeBoro yxa, oba tecta oyayT
pacnevyaTaHbl Ha O4HOM fenbne.

UmenTe BBUAY: VkoHkM MNpuHTEp 1 kHomka Print (MevaTtb)
NOSIBNAOTCA Ha 3KpaHe TONMbKO Toraa, Koraa Ha yCTpoucTBe
Sera™ akTnBUPOBaHbLI HACTPOIKM GECNPOBOAHOW CBS3UN U
MpuHTepa yepes HearSIM™, n ecniv npuHTep MLP2 6bin
COeQIHEH C YCTPOMCTBOM. B NpoTUBHOM criyyae faHHble
WKOHKM BYLYT CKPbITHI.
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3.11.5 MpocmoTp coxpaHeHHOro TecTa
BbibepuTe TecT, KOTOpbIN Bbl XOTUTE NPOCMOTPETL; Bbl yBUaAnTE test results (pesynbtaThl Tecta) u test

field (vHpopmaumoHHbIE Nons TecTa).
View Test Fields

Screening Facility

Hospital Status

Screener

Stop Reason

Comment

D-0112455-D — 2020/03
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Bbibepute kHomnky View Test Fields ([pocmoTtpeTsb nons
TecTa) Ha NnaHenu ynpaereHust Ans npocMoTpa nHdopmauum
B none TecTa. [laHHbIi 9KpaH AOCTyNeH TONbKO, eCrin onumst
Mons TecTa akTUBMpOBaHa Ha yCcTponcTBe Yepes HearSIM™,

Mons Tecta He MOryT GbITb OTpeAakTMpoBaHbl Sera™. Ecnu
HeobxoOuMMO pefakTUpOoBaHUe, TO AaHHbIe TecTa JOMKHbI
GbITb cHavyana nepeHeceHbl B HearSIM™ p
OTpefaKkTUPOBaHbI yXXe B 3TOW nporpamme.

“-—rs
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3.12 YnpaBneHue nonb3oBaTesIiMU Ha YCTPOMUCTBE

3.12.1 O6uwee

Mporpamma Sera™ moxeT OblTb HACTPOEHa TakMM 06pa3oM, YTOObI 3anpallmMBaTh NOMMH Nofb3oBaTens Ha
ycTpoucTee Yepes HearSIM™. Mo ymonyaHuio gaHHasi PyHKUUS BbIKIHOYEHa.

Ecnn Bxoa B YYETHYIO 3annCb akTUBMPOBAH, Ha 3KpaHe NoABNAETCA KHOMKa CMEHbI

EI nonb3oBaTenA.
1! |

=

3.12.2 Bbibop nonb3oBaTtens (Heob6s3arenbHbIN)

Mporpamma Sera™ MoxeT GbiTb HACTPOEHa TakUM 06pa3oM, YTOGbI
3anpaluBaTh fOrMMH Nonb3oBaTens Ha ycTpoicTee Yepe3 HearSIM™. [No
el (il YMOMYaHMo faHHasa pyHKUUS BbIKIHOYEHa.
Kathy Murphy Mpu akTMBaUUM NorMHa nonb3oBaTens nocrne nepesarpyskuM yCcTponcTea
Oynet otobpaxaTbcsa akpaH Cnucka nonb3oBaTenemn, KOTopbl Bbl
Jessica Ranos cosganu B HearSIM™ n nepeHecnu B Sera™.

Bbibepute HyxHOe MMs nonb3oBaTens, YTobbl NepenTn B 3KpaH BBOAA
napons. Ecnu cnucok cogepxuT 6onee 8 nMeH nosnb3oBaTenen,
BOCMOMb3YUTECH A5 NPONUCTbIBaHUA cTpenkamu "Beepx" n "BHns",
pacnonoXeHHbIMU B NaHEn1 ynpaBreHus.

Haxmunte kHonky Search (nouck), 4Tobbl BBECTU CUMBOITbI UMEHN
Monb30BaTENs C NOMOLLbIO 3KpaHHOW KrnaBuaTypbl. 3aTeM HaXMuUTe
ranoyky B NaHenu yrnpasneHus, YToObl BEPHYTLCS K COKpaLLEHHOMY, B
COOTBETCTBMU C pe3yribTaTamu Nnoucka, CrmMcky MMeH nosib3oBaTenen.

B -
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3.12.3 Beoa napons

Enter Password (=)

Enter Password

Jessica Ramos

The Password you entered is
incorrect?
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'xJ'U]fUU’L nJls

BeeauTe Baw naponb B OKHe BBOAA NApOSis C MOMOLLbIO 9KpaHHOM
KnaBuaTypbl U HOXMUTE ranoyvky B NaHenM ynpaBneHus.

Ecnn naponb npaBunbHbIA, OTKPOETCA JOMAaLLHWUIA 3KPaH.

Ecnu naponb HenpaBunbHbIN, MOSBUTCSA COOGLLIEHVE, yBeOOMNSIOLLEE,

YTO BBEAEHHbIN Naposb Gblfl HEBEPHbIM.

CoobLeHre byaeT oTobpaxaTbCsl B TEYEHME HECKOIbKUX CEKYHA, nocne

4Yero NCYe3HET, a Bbl CMOXXeTe NOBTOPHO BBECTU NapOsib.
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3.13 HacTpowmka
- HaxmuTe kHonky Setup (HacTpoika) B naHenu ynpaeneHns JOMallHEro akpaHa, Ytobbl

nepenTn K CNIMCKY HacCTPOEK, KOTOPbIe MOXHO NPOM3BECTM HENOCPEACTBEHHO B YCTPOMCTBE
Sera™,

3.13.1 AsbIk

Setup Language Bocnonb3ayntech kHonkamu-cTpenkamu "Beepx" u "BHu3", ytobbl
NponncTaTh CMUCOK A3bIKOB.

0

English ; .
o || BbibepuTte HYXHbIN A3bIK, YCTaHOBUB (h1aXoK PAOOM C €ro HassaHneM.
Deutsch D . .
| UYT0bbl NOATBEPAMTL CBOW BLIGOP M BLIATU M3 3KpaHa Bbibopa A3bika,
Espaiiol 0l HaXXMUTe ranoyky Ha naHenu ynpasneHus.
OCTYMHBIN A3blK — aHFMMACKUNA.
Francais D 'D' y
. - [ocTynHble A3bIKKM — aHIMMNCKUI, HEMELIKMIA, NCNAaHCKNUIA, bpaHLy3CKui,
Jiokano = UTanbAHCKUIA, NOPTYranbCKUi, roNnaHACKUiA, NOSbCKNIA, (UHCKUIA,
PYCCKWUIA, KUTaNCKnin n kopencknin, Kutackuin, Kopenckumn, Hopsexxckumn un
UL 0 Typeukui.
Dutch ]
Polish ]
=0 i B 4

3.13.2 YcTpoiucTBO

Setup Device YcraHoBuTe npegnovtutenbHoe Bpems Power Save

(aHeprocbepexeHune) n Power Off (oTkntoueHume).
Power Save:

2 min o Power Save (pexum oxmaaHusl) MOXHO YCTaHOBWTb Ha
Power Off: Never (Hukorga), 1-5 MUHYT Unu 10 MUHYT.

5 min o Power Off (oTkntoyeHne) MoxHO yctaHoBUTb Ha Never
(Hukorga) unm 1, 5, 10, 15 nnn 30 MUHYT.

YT106bI NOATBEPANTL CBOWN BLIOOP M BLINTK U3 3KpaHa HaCTPOWKM
YCTPOWNCTBA, HAXXMUTE ranoyky B NaHenu ynpasneHus.
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3.13.3 3Byk
Setup Sound

Touch Sound:
off

Test End Sound:
off

Warning Sound:
On

Volume:
—muill

3.13.4 MNpuHTep
Setup Printer

Ny Bluetooth Printer:
None
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HacTtpoiite npeanovtutenbHble 3ByKOBbIE YBEAOMITEHMUS. 34€ECh Xe
MOXHO HacTpPouTb YpoBeHb rpoMkocTu (Volume). [locTynHbI
3BYKOBbIE YBEOOMIIEHUS NS CeayoLwmnx COObITUI:

e Touch sound — kaxxgoe NPMKOCHOBEHME K KHOMKam byaeT
COMPOBOXAATbCS 3BYKOM.

e Test end sound — 3BykOBO€e yBeAOMIIEHNE O 3aBEPLLUEHUM
BbINOMHEHNS TecTa.

o [pepynpexparowmm 3ByK — pasgaercs
npeaynpexaaroLLmnin cMrHan npu OTCoeaAMHEHUN aneKkTpoaa
BO BpeMs TecTupoBaHusa AsTomatmnyeckon ABR vnnu npu
HU3KOM 3apsae 6aTtapen.

YTtob6bl noaTBEPAUTL CBOW BbIOOP M BBINTY U3 SKpaHa HACTPOMKU
3ByKa, HAOXKMWUTE rarnoyky B NaHesnm ynpasneHus.

[ns nogknoyeHns AoNoNHUTENBLHOrO 6eCnNpoBOAHOIO NPUHTEpPA
MLP2 BbibepuTe kHonky Search ([Mouck) Ha naHenu ynpasneHus.
Y6enutech, 4To NpuHTEp BKtoveH. ima «MLP 2» 6yget
oToGpaxaTbCs, korga npuHTep 6yaeT yaayHo nogkmntoyeH k Sera™.

YT06bl NOATBEPANTL COMPSKEHME U BbINTU U3 3KpPaHa HacTPOKK
NpUHTEPA, HAXMUTE ranioyKy B NMaHenun ynpasreHus.
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3.13.5 06 ycTpoiictBe
About lE3l Bui6epuTte nyHKT About (06 ycTpoicTBe), YTOBbI MPOCMOTPETh

nHdopmauuio o npubope Sera™:

Version : 1.15.18

MCU compile date: 27-03-2019

DSP compile date: 18-03-2019

Calibration Dates

Bepcun nporpammbl

CepuiiHble HOMepa 1 Aatbl KanuMbpoBKK
MHdopmaumsa 06 akkymynsTope
JlnueHsnmn

Mainboard

SH: 20038768 30-10-2018
Probe

SH: 00057704 06-02-2019
Battery

State of charge: 100 %

License
DPOAE
TEOAE
ABRIS

-
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4 MNMpoeepka (mcnpaBHocTU) o6bopynoBaHmnA

4.1 OOwue cBegeHunA

Hapnexaluee d)yHKLl,I/IOHI/IpOBaHI/Ie 30HAA U LUHYPOB 3NeKTpoaoB KPUTUYHO A4 pe3yribTaToB
obcnepoBaHna. Mbl pekomeHagyem npoBoAnNTb NPOBEPKY NCNPaBHOCTU O60py,EI,OBaHI/IF| B Ha4vane Kaxagoro

pabo4yero gHs.

e [lo Hayana npoBepk/ ybeauTechk, YTO HAKOHEYHMK 30HAa U afanTepbl YLWHbIX BKagblei He

3arpsisHeHbl CEPON.

e CriegyeT NpoBepsiTb UCMPABHOCTb 000PYA0BaHMS B TUXOM OOCTaHOBKE.
e [Ins TecTMpoBaHWsi UCMONb3YNTE TOMNbKO PeKOMeHAOBaHHbIM Pass-Checker nnv nonoctsb.
Vcnonb3oBaHme yCTPOMCTBA MM NOSIOCTM APYroro Tuna MoXeT He pacno3HaTb HEMCMPABHOCTHU

o6opyp,osaH|/|ﬂ nnun gat4vuka.

4.2 Pass-Checker ana aBtomatnyeckon ABR (onumoHanbHoO)

HononHutenbHaga npuHagnexHocTb Pass-Checker moxeT ncnonb3oBaTtbCcs ANsi NPOBEAEHUS NPOBEPKN Ha
LLeJTOCTHOCTb 3MIEKTPOAHbIX Kabenen u gaTymka, UCNosib30BaHHbIX Af1S TeCTUpoBaHus ABTomaTtuyeckon ABR
¢ Sera™. MNpoBepka LEeNOCTHOCTM MOXET BbINOMHATLCS Ha PErynspHON OCHOBE, UMW €CNW Bbl NOJ03peBaeTe
0 HEeNCnpaBHOCTN 060OPYAOBaHUS, INEKTPOAHbIX kKabenen nnu gatymka Sera™. Pass-Checker moxHo
npuobpecTtun y Bawero npeacraButens Interacoustics.

| g} é )

&> interacoustics (0

bl
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Y6eanTech, YTO LUHYPbI 3NEKTPOAOB U BHYTPUYLLHbIX
TenedoHos/EarCups/3oHaa NOAKNIOYEHb! K LUHYPY
npegycunutens Sera™, a WHyp npeaycuUnuTenst NOAKIMIOYEH K
Sera™.

MogkniounTe 3 LBETHLIX ANEKTPOAHLIX Kabens K
COOTBETCTBYIOLLMM MeTannmMyecknm kHonkam Ha Pass-Checker
— ybeguTechb, YTO LBeTa kabenen coBnagarT C KOMbLOM BOKPYT
MEeTarMYecKnx KHOMoKk).

[nsa nposepkn npeobpasosatenen EarCups BcTtaBbTe 40
ynopa 4YepHble agantepbl EarCup B otBepctusi no 6okam
TecTepa.
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Mpwv NpoBepke BHYTPUYLLHbLIX TeNied)OHOB HaAeHbTe OA4HOPa30BbIe
yLIHblE BKNaablWy (pEKOMEHAYyeM BOCMNOMb30BaThCA 3eMeHbIMM
BKnagplllamu avameTpom 9 mm) Ha aganTep. BcTaBbTe yulHbIE
BKNaAblLLUX B OTBEPCTUSA TeCTepa TaK, YTOObl BHELLHWIA KpaW
rpuboo6pasHoro BkMNapillia CoBnan ¢ BHELHUM Kpaem OTBEPCTHS.
He cneayeT npoTankuBaTh YLIHOW BKNabILl CIMLLKOM FyGOKO — OH
MOXET 3acCTpATb B TECTEpe.

Mpun ncnonb3oBaHUKM 30HAa y6eamTech, YTO O4HOPA30BLIN YLIHOM
BKNaablL MOAKMOYEH (peKOMEHO0BaH CUHMIA) Nepes TEM, Kak
BCTaBWTb €ro B oTBepcTMe. brnokupynte gpyroe oreBepctme Pass-
Checker nepen npoBegeHnem tecra.

4. Bknouute Pass-Checker, Haxas Ha kHonky MATAHUE. MNpwn
BKNtodeHnn Pass-Checker 3aropaetcsa XenTblii MHANKaTop.

Y Pass-Checker ecTb (byHKLMA aBTOMaTUYECKOrO OTKIHOYEHMS.
Mpu BbINOMHEHMM NOBTOPHbLIX TECTOB BO BPEMS YCTPaHEHUs
HeucnpaBHocTeln yoeanTtech, UTo Pass-Checker no-npexHemy
BKJ1HOMEH BO BPEMSI BalLMX TECTOB.

5. BbINonHUTE CTaHAApPTHLIN OBUHAypanbHbIA UM MOHOAYpPanbHbI
(onsa 3oHaa) Tect ABTomatumyeckon ABR.

6. TecT gomkeH BLICTPO NPOWTK Yepes aTanbl NPOBEPKM
CONPOTMBMEHUSA U U3MEPEHMNS U 3aBEPLLMTLCS pe3ynbTaTtoM
"Mpowen" ana oboux ywen (4N 04HOro yxa, ecnv Bbl
nonb3yeTecb 30HAOM). Ecnu Bbl He nonyynnu pesynetaT
"Mpowwen" unu ecnu TecT He NPOABUHYINCA anbLue 3Tana
NpPOBEPKN CONPOTUBNEHMS, BaLle 06opyaoBaHMe MOXeT ObiTb
HencrnpasHbIM.

B pononHuTensHoM nMHpopmMaLMOHHOM PYKOBOACTBE MO
ycTponcTtey Sera™ Bbl cMoOXeTe HalTU NPU3HaKN, BO3MOXHbIE
NPUYMHBI N CNOCO6bI YCTPaHEHMS HeMCNpaBHOCTEN.

UmenTte BBUAYy: batapesa Pass-Checker moxeT 6bITb 3aMeHeHa TONMbKO YNONTHOMOYEHHbBIM
npenctasuTenem Interacoustics. MoBpexaeHne anekTpoHukK Interacoustics B pe3ynbTate nonbITku
3ameHnTb B6aTapeto KeM-nmbo, KPOME YNONTHOMOYEHHOIO NPeacTaBUTENs, aHHYNIMPYET rapaHTuio.

Ecnu anga BeinonHeHus npoeepku LienoctHocTn AsTomatmyeckon ABR HeT Pass-checker, Bbl camu moxeTe
NpoBEeCTN TECTUPOBaHME.

D-0112455-D — 2020/03
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4.3 T[lpoBepkKa ucnpaBHOCTU 30HAA ANnA pernctpaunn 3BOAJ

B komnnekT noctaBku npubopa Sera™ BxoauT TecToBasi NonocTb, MMeHyeMas "MiMuTtaTop geTckoro yxa",
npeaHasHadyeHHas ons npoBepku ncnpasHoctu moayrnen OAD.

MpoBepka UCNPaBHOCTM 30HAA NO3BONSET NOATBEPANTL, YTO 30HA UKW annapaTHbIi MoAy b HE FreHepupyoT
CUCTEMHbIX UCKaxkeHuit. [Mepen npoBepkoi HeobxoanMo y6eanTeCs B OTCYTCTBUM CEPbI UK TPSI3N B KOHYMKE
3oHAa. MNpoBepka foImkHa NPOXOAUTL B TUXON 06CTaHOBKeE.

1. BcTaBbTe 30HA C HAAETbIM Ha HEro 3-MUNIMMETPOBbLIM KPaCHbIM
c¢bnaHueBbIM BKNnagbilwemM B MIMutaTtop AeTCKOro yxa, nocTaBnsieMblit
B KOMMekTe ¢ Sera™,

2. BbiGepuTte onuuto GICTPOro TecTa Ha raBHOM 3KpaHe U BbINOSHUTE

TEOAE cTtaHgapTHbI TecT 3BOAD. [loxgmTecb aBToMaTn4eckoro
3aBepLueHusa obcnenoBaHns. He octaHaBnvBanTe obcrenoBaHne

(15 - 4 kHz) BPYYHY!IO.

Vian Detall = 3. Ecnu 30HA ucnpaseH (HYM 0AWH 13 YacTOTHbIX Anana3oHoB 3BOAD He
OTMEYEH rarno4ko), MOXHO NepeinTn K NoBceaHEBHOM paboTe.

P-Q @ a

Gdnsby | 9 4

Artifact a %

Time: &0 £
B -

View Detalle =]

4. T[osBneHne coobLLeHni 06 oLIMOKe UK HannM4mne ranoykn Hag oaHUM

VN HECKOJTbKMMM YacTOTHbIMU gnana3doHamu 3BOAD
CBUOETENbCTBYET O HEUCNpaBHOCTM 3oHAa. OUNCTUTE HAaKOHEYHMK
30H4a OT Cepbl UMK MHbIX 3arpsi3HEHNIA U NOBTOPUTE NpoBepKy. Ecnn
pe3yrbTaTbl NOBTOPHOW NPOBEPKM 30HAa BHOBb CBUAETENbCTBYIOT O
€ro HencnpaBHOCTU, He ucnonb3ynTe npuéop Sera™ ons
ob6cnenoBaHua naumeHToB. O6paTUTech 3a NOMOLULIO K BalleMy
OUCTPUOLIOTOPY.

i s Shability ggs| A
Artiact -

Tine: B0 o
B gononHuTenbHOM MHOPMaLMOHHOM PYKOBOLCTBE MO YCTPOUCTBY

Sera™ Bbl cMOXETE HAWTV NPU3HAKN, BO3MOXHbIE MPUYMHBI 1 CNOCOObI
yCTpaHeHWs1 HeucrnpaBHOCTEMN.

BHumaHue! Npu HeakkypaTHOM o6palleHnn ¢ 30HAOM (Hanpumep, Npy NageHun 3oH4a Ha TBepayto
NMOBEPXHOCTb) MOXeT noTpeboBaTbCs ero NOBTOpHas kanubposka. KanubpoBoyHble 3HaYEHNsT COXPAHSIOTCS
B LUTekepe 3oHAa. [1oaTomy Bbl MOXeTe B Nto60e Bpems 3aMeHUTb 30HA.

e %
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4.4 T[lpoBepKa ucnpaBHOCTU 30HAA AnA pernctpauun OAIIMU

B komnnekT noctaBku npubopa Sera™ BxoauT TecToBasi NonocTb, MMeHyeMas "MiMuTtaTop geTckoro yxa",
npeaHasHadyeHHas ons npoBepku ncnpasHoctu moayrnen OAD.

MpoBepka UCNPaBHOCTM 30HAA NO3BONSET NOATBEPAUTL, YTO 30HA UM annapaTHbIi MOoAYy b HE reHepupyoT
CUCTEMHbIX UCkaxkeHuit. [Mepen npoBepkoi HeobxoauMo y6eanTeCs B OTCYTCTBUM CEPbI UK TPSI3N B KOHYMKE
3oHAa. MNpoBepka foImKHA NPOXOAUTL B TUXON 06CTaHOBKeE.

1. BcTaBbTe 30H[ C HAIETLIM Ha HEFO 3-MUMMMMETPOBLIM KPaCHbIM
hnaHueBbIM BKnagbliem B IMMTaTop A4ETCKOro yxa, nocTaBnsiembli
B KOMnniekTe ¢ Sera™,

2. BbibepuTe onumio BbICTPOro TeCcTa Ha rMaBHOM 3KPaHE U BbIMOMHUTE
ctaHgapTHbin Tect OAJIMN. Joxantecb aBTOMaTUYECKOro

DPOAE 3aBeplleHus obcnegosaHns. He octaHaBnueanTe obecnegosaHme
(2-5kHz) BPY4HYIO.
- 3. [Ecnu 30HA ncnpaeeH (HM OAMH M3 4acTOTHbIX guanasoHoB OASIMN He

OTMEYEH rafioukomn), MOXXHO NEPENTU K NOBCEOHEBHON paboTe.

P-c’: n\:'a

4. T[osiBneHne cooblieHnr 06 onbke nnmu Hanuvmne ranodkn Haa oaHUM
MNN HECKONbKMMW YacTOTHbIMKU aAnanasoHammn OAJIMU
CBUAETENbLCTBYET O HEMCNpPaBHOCTM 30HAA. OUMCTUTE HAKOHEYHWUK
30H4a OT Cepbl NN NHbIX 3arpA3HEeHNI U NOBTOPUTE NpoBepky. Ecnu
pe3ynbTaTbl MOBTOPHOW MPOBEPKM 30HAA BHOBb CBUAETENBLCTBYIOT O
€ro HencnpaBHOCTU, He ucnonb3ynTe npuéop Sera™ ans
ob6cnegoBaHus nauueHToB. O6paTuUTech 3a NOMOLLLIO K BalleMy
OUCTPUOLIOTOPY.

B gononHutenbHOM MHOPMaLMOHHOM PYKOBOLCTBE MO YCTPOMUCTBY
Sera™ Bbl cMOXETE HAWTV NPU3HAKN, BO3MOXHbIE MPUYUHBI 1 CNOCO6bI
yCTpaHeHWs1 HeUCNpaBHOCTEMN.

BHumaHue! Npu HeakkypaTHOM o6palleHnn ¢ 30HAOM (Hanpumep, Npy nageHun 3oH4a Ha TBepayto
NMOBEPXHOCTb) MOXeT noTpeboBaTbCs ero NOBTOpHas kanubposka. KanmbpoBoYHbIe 3HAaYEHNST COXPAHSIOTCS
B LUTeKkepe 3oHAa. [1oaTomy Bbl MOXeTe B Nob0e BpeMs 3aMeHUTb 30HA.
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5 TexHuueckoe obcnyxusaHue

5.1 OOwme npaBuna TeXHUYECKOro obCcnyxKnBaHus

O dekTnBHOCTL M 6e30MacHOCTb aKcnyaTaumm npubopa AOCTUratoTCA TOMBbKO Npu cobnogeHnn
creayoLwmnx pekoMeHgaunii no yxoay u o6cnyxuBaHuio:

1.

[ns KOHTPONS 3a aKkyCTUYECKUMMU, SNEKTPUHECKUMN Y MEXAHUYECKMMW NapameTpamu npubopa
pekoMeHayeTCs BbINOMHATL eXeroaHyto npoeepky. lNMocneaHas ocylecTsnseTcs cneumansHo
NMOArOTOBIEHHbLIM TEXHUYECKMM CNELManMcToM, YTO rapaHTUpyeT Haanexalumi ypoBeHb cepeuca u
peMoHTa.

Y6eaurecb B OTCYTCTBUM NOBPEXAEHNA N30NALMM LLUHYpa NUTaHUA 1 pasbemos. [pegoxpaHante
YCTPONCTBO OT MEXAHMYECKNX Harpy30K, CNOCOBHbIX BbI3BaTb NOBPEXAEHNE.

[ns obecneyeHns 4OCTOBEPHOCTU MOMyYEHHbIX PE3YNbTAaTOB NPOBOAUTE NEPUOLANYECKYHO
(KenaTenbHO, eXXeQHEBHYIO) MPOBEPKY Ha YENOBEKE C U3BECTHLIMU AAHHBIMU. M MOXeET ObiTb cam
onepatop. Ansa peructpaunn OAD pekoMmeHOyeTCs NPOBOANTbL EXXeQHEBHYH NMPOBEPKY UCMPaBHOCTU
30Haa.

Mpw 3arpA3HEeHN NOBEPXHOCTY NpMbopa NN oTAENbHbIX €ro YacTeln NPOTPUTE NX MATKOW TKaHbHO,
CMOYeHHOW cnabbiM BOAHLIM pacTBOPOM MotoLLero cpeacTaa. lNepen o4MCTKOM BCerga oTkovanTe
LWIHYp NUTaHWsa OoT po3eTkn. He gonyckanTe nonagaHus XXmakocTy B Npubop nnm npuHagnexHocTu.
Mocne obcnegoBaHuUs Kaxaoro nauMeHTa NpoBoANTE HadNexallyro OYUCTKY AeTanen,
HaxoAMBLLMXCS B KOHTakTe ¢ HUM. Heobxogumo cobntogeHne obLwmux mep npegocTopoXKHOCTY ANS
npegoTBpaLLeHns nepegadn MHgekunn oT naumeHTa K nauneHTy. [ina perynsapHon YncTku cnegyet
nonb30BaTbCA BOOAOW, OAHAKO B Clly4ae CUMbHOMO 3arpsi3HeHMs MOXeT notpeboBaTbCa NpuMeHeHne
Je3nHdpuumpyoLero cpeacTsea.

MoapobHyto nHopMaLMo 0 YACTKE U TEXHMYECKOM 06CnyXnBaHUM obopyaoBaHnNsS 1
NPUHAANEXHOCTEN MOXHO HaWTU B JOMNOSTHUTENBHOM MHOPMALMOHHOM PYKOBOACTBE MO
ycTponcTtey Sera™.

5.2 OcHoBHbIe nNpoueaypbl TEXHUYECKOro 06CnyXXuBaHusA

CAUTION

Mepen uncTkom Bceraa BbIKMoYanTe Npudop M OTKINIOYaANTE ero OT CETU ANEKTPONUTAHNS

[Nst YNCTKM OTKPbITBIX MOBEPXHOCTEN UCMONBb3YNTE MATKYIO TKaHb, Crierka CMOYEHHYHO pacTBOPOM
YUCTSLLLEro cpeacTBa

He ponyckarite nonagaHusi XXMAKOCTM HA MeTannmMyeckne aetann, pacnonoXeHHble BHYTPY
TenedoHOB/HayLLHNKOB

He aBTOKNaBupynTe, HE CTEPUNN3YNTE N HE NOTPy>KanTe Npubdop 1 ero NpMHaAnNexXHoCcTn B
XNAOKOCTb

He nonb3yntecb TBEPABIMU UIN OCTPLIMU NpegMeTaMn Ans YACTKM AeTanen n NpuHaanexXHoCTen
npubopa

KnakocTb, nonasLuyto Ha aetanu npubopa, HeoOXoaUMO yaanuTb 4O €€ BbiCbIXaHuUs

PesnHoBble nnn rybyaTble yLwHble BKNaablly NpeaHa3HayYeHbl 418 O4HOKPaTHOro UCMONb30BaHWs

PekomeHayeMble YncTALLME U Ae3uHpULMpyloLine pacTBoOpbI:

Tennbii BOOHBIN pacTBOP MArKOro HeabpasvBHOro MotLLEero cpeacTea (Mbina)
70% n3onponunoBbIn CNUpT (TONBKO ANs TBEPAbIX MOBEPXHOCTEN kKopnyca)
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5.3 Yuctka npubopa Sera™
5.3.1 CeHcoOpHbIN 3KpaH

MpoTupanTe HapyXHyH NOBEPXHOCTL Npnbopa 6e3BOPCOBON TKaHbH, Crierka CMOYEHHOW pacTBOPOM
yncTswero cpencTtsea. [1ns YMCTKM CEHCOPHOro akpaHa Sera™ nonbayiTechk candeTkon Ans YACTKU ONTUKM
UNW TKaHbI U3 MUKPOBOOKHA.

5.3.2 Kopnyc, AOK-CTaHLUMS U LWHYPbI

CAUTION

Mpwn uncTke npmubopa cobnoganTe Mepbl NPEAOCTOPOXHOCTH.

e [lepen uncTkoi nasnekute npubop Sera™ n3 OOK-CTAHLUM M OTKIIOHYUTE OOK-CTAHLUIO OT
3MeKTpoCceTH.

e [Ins 4icTKM nnacTMaccoBbix AeTanen npubopa Sera™ u gok-cTaHUUKM BOCMNONb3YNTECH MSATKON
TKaHbH, CMOYEHHON cnabbiM BOAHLIM PpacTBOPOM MOKOLLIEro CpeacTaa.

e [lpn HeobxoauMoOCTM Ae3nHMEKLMM BOCNONb3YNTECH Ae3MHULMPYIOLLEN candeTKoM, a He cnpeemM.
He gonyckalite nonagaHus Oe3MHMULMPYIOLLEN XXNOKOCTU Ha pa3beMbl U CThIKU Nf1aCTMacCOBbIX
petanen Sera™,

CnegyiTe UHCTPYKUMSIM MO NMPYMEHEHMI0 Ae3MHMULMPYIOLWEro CpeacTaa.

5.3.3 OpHopa3oBble NPUHAANEXHOCTHU

Monb3yiTech TONbKO OOHOPA30BbIMU NPUHAANEXHOCTAMK Npon3BoacTea Sanibel Supply, noctaeBnsembiMu ¢
npubopom Sera™. YwHble Bknagpiwm, EarCups 1 camoknesiwmecs anekTpoabl npeaHasHayveHbl ans
O[HOKpaTHOro NpumeHeHus. x cnegyeT yTunuamMpoBaTb nocre ncnonb3osaHus. OHM He nognexar
OEe3UHULMPOBAHMIO.

|_|pl/l NOBTOPHOM UCMOJIb30BaHUN OOHOPAa30BbIX I'IpMHaﬂ,J'Ie)KHOCTeIZ Bbl

CAUTION yBennymnBaeTe pUCK nepegadu I/IH(*)eKLI,I/II/I OT NauneHTa K I'IaLl,I/IeHTy!
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5.4 YucTka HakOHeYHUKa 30HAa

I'IonyquMe KOPPEKTHbLIX pe3ynbTaToB |/|3mepeH|/||7| noapasymeBaeT nogaepxaHme cuctemMbl 3oHAa B HACTOTE.
|_|03TOMy BOCI'IOJ'Ib3yI7ITer npmeeeHHbIMN HWXe NNNIOCTPUPOBAHHBIMU NHCTPYKUMAMU NO OYNUCTKE
HebonbLInx adKYCTUYECKMX KaHarioB HakKOHe4YHMKa 30H4a OT Cepbl.

D-0112455-D — 2020/03
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Bocnonb3ayitecb HAGOPOM AN YNCTKM 3yOHBIX MPOTE30B M UMMMAHTOB
Thornton Bridge & Implant Floss unu Thornton 3 in 1 Floss.

BbibpacbiBaliTe UCNONb30BAHHYH HUTb.

3anpelLaeTcst YACTUTb HAKOHEYHUK 30HAA, €CIM OH BCTaBMEH B
Kopnyc 30HAa.

OTBUHTUTE cblecaTop HakOHe4YHWMKa 30H4a, Bpallaa ero npoTme
yacoBou CTpernkKu, U N3BneKnTe HakoHe4YHUK 30HaOa U3 Kopnyca 3oHaa.

npOTﬂHl/ITe YUCTALLYH HUTb CKBO3b OAUH U3 KaHalrioB HaKOHEe4YHUKa
30HAa Nno HanpaBJieHN0 OT OCHOBAHUA K KOHYUKY.

BbITAHUTE HUTL U3 KaHana HaKoOHEeYHUKa 30HAa. npl/l HeobxoaMMocTH
NOBTOPUTE Npouenypy And Kaxaoro U3 KaHarnos.
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[na adpdeKTMBHOM YMCTKM KaHana 6onbLIoro guameTpa
peKOMeHYeTCs CIOXUTb YNCTALLYIO HUTb BABOE.

Ons 0ocTyna K KaHany SonbLuoro anameTpa Heo6xoaMmMo n3Bneyb
YNnOoTHUTENb U3 HAKOHEe4YHMKa 30HAa. [ns aTOro MOXXHO
BOCNONb30BaTbCA 6yJ'IaBKOIZ. Mocne yncTkn YCTaHOBUTE YNMIIOTHUTENb
Ha MecCTO.

BcTaBbTe HaKOHEYHUK 30H4a B 30HA U 3aBUMHTUTE omKcaTop.

HE MbITAUTECbH 04ACTUTb HAKOHEYHUK 30HAA, KOraa OH HAXOAMTCS
B KOpnyce 30HAa.

BcTaBnante YNCTALLYIO HATb UK NPOBOJSIOKY MO HanpaBeHWIO OT
OCHOBaHWs1 HAKOHEYHMKA 30HAA K KOHYUKY, YTOObI BbITOMKHYTh
cepy/rpsisb. ATO Takke obeperaeTt ynnoTHATENb OT NoBpexaeHus. He
Nonb3ynTeCb MHCTPYMEHTaAMM NMPU MPUBMHYMBAHMM HAKOHEYHMKA
30Haa!

MoapobHyto nHbopMaLmio 0 YACTKE 30HAA MOXXHO HANTU B AOMOSTHUTESTbHOM
NHEOPMALIMOHHOM PYKOBOACTBE NO YyCTpoUCTBY Sera™.

5.5 [lMpuHagnexHocTu/3an4yacTu

HekoTopble AeTanu U3HaLLMBAKTCA CO BPEMEHEM U noanexat 3ameHe. Mbl pekoMeHayeM CBOEBPEMEHHO
3anacaTtbCs TakMMu geTansiMu (B COOTBETCTBUM C KOHdpUrypauuen Bawero npubopa Sera™).

5.6 PemoHT

Interacoustics HeceT 0TBETCTBEHHOCTL 3a NPaBOMEPHOCTb MapkupoBku CE, a Takke 3a 6e3onacHoCTb,
HaAeXHOCTb M NPOU3BOAMTENBHOCTL 060PYAOBAHNS NPY COBNIOAEHUMN CREAYHOLLMX YCMOBUIA:

1. cbopka, NoAKITYEeHNEe AOMONHUTENbHbLIX MPUHAANEXHOCTEN, NepeHacTporika, Moandukaumnsa unm

PEMOHT MPOM3BOAATCA YNONIHOMOYEHHBIMW CnieyuanucTamu,

BbINONHAETCH €XeroaHoe cepBucHoe obenyxmnsaHume,

3NEeKTpMYECKOe OCHaLLeHMe NoMeLLeHUS YAOBNETBOPSIET COOTBETCTBYIOLLMM TpeboBaHUsM,

. obopynoBaHue ucnonb3dyeTcst 06yYeHHbIM NePcoHanoM B COOTBETCTBUM C AOKYMEHTaLNEN,
npeaocTaBnsieMon komnaHuen Interacoustics.

SEN

e %
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BaxHo, 4yTobbl nokynatens (areHT) 3anonHsan BJIAHK BO3BPATA BcskuiA pa3 npy BO3HUKHOBEHMM NpobrieM
1 BbICbINan ee no agpecy:

DGS Diagnostics Sp. z o0.0.

ul. Sloneczny Sad 4d

72-002 Doluje

Polska

BnaHk Bo3BpaTa cneayeT 3anonHATb Takke BCAKUIA pa3 npu Bo3BpalleHun 060pyaoBaHMs KOMIaHUK
Interacoustics. (310, pasymeeTcsi, OTHOCUTCS U K KpaiiHe MasioBeposiTHOM CUTyaL W, CBSI3aHHON CO CMepPTbIo
UMK MPUYMHEHNEM TSHKKMX YBEYUIA NaLMEHTY Ui Nofb3oBaTernio).

5.7 TlapaHTUA

INTERACOUSTICS rapaHTupyeT, 4To:

e [lpn HOpManbHOM MCMNONb30BaHUK M 0BCnyKMBaHUKM yCcTpocTBO Sera™ He ByaeT MMeTb
MaTepuarnbHbIX U KOHCTPYKTUBHbIX 4edEKTOB B TedeHne 24 MecsiLieB C MOMEHTA ero nocTaBKu
KomnaHuen Interacoustics nepsomMy nokynaTento.

e [lpu HOpManbHOM UCMNOMNBL30BaAHUM M OBCNYXMBAHUWN MPUHAANEXHOCTUN HE ByayT UMEeTb
MaTepuarnbHbIX U KOHCTPYKTUBHBIX AedeKTOB B TedeHne geBsHocTta (90) AHen ¢ MOMEHTa nx
noctaBku KoMmnaHuen Interacoustics nepsomy nokynarerno.

Mpy BO3HMKHOBEHWM HEOOXOAMMOCTM OBCNYXMBaHUS MOOOro U3 NPOAYKTOB B TEYEHUE rapaHTUNHOIO
nepuoga nokynaTtenb SOMKEH 00paTUTbCA HENMOCPEACTBEHHO B MECTHbIV CEPBUCHbLIN LIEHTP
Interacoustics anga onpegeneHua Heobxoaumoro obbema pemoHTa. PEMOHT unu 3ameHa npoaykra
OCYLLLECTBNSAOTCS 3a cyeT Interacoustics, B COOTBETCTBUU C YCNOBUSMU AAHHOW rapaHTun.
Hyxxpalowmimnca B o6cnyxmBaHum NpoaykT cnegyet BEPHYTb CBOEBPEMEHHO, Haanexalle ynakoBaHHbIM 1
C npep,onnaTon NOYTOBbIX pacxoaoBs. |_|OKyI'IaTeJ'Ib NnpUHUMaET Ha cebs PUCK yTpaTbl Unn noBpexaeHnad
npoaykTa B npouecce ero nepecbinikv B Interacoustics.

Mpennonaraemelit cpok crnyx6bl Npubopa cocTaensaeT 7 neT.

Hu npu kakux obctositenbcTBax Interacoustics He HeceT OTBETCTBEHHOCTL 3a N0OO NOBOYHLIN UK
KOCBEHHbIN yLLepb, CBA3aHHbIV C NPUobpeTeHMEM NN NCMONb30BaHMEM IOBOro NpoayKTa
Interacoustics.

BblleckazaHHOE OTHOCUTCS UCKIMIOYUTENBHO K nepBMYHOMY NoKynaTtesnio. HaCTOHLIJ,aﬂ rapaHTua He
pacrnpocTpaHsieTcsl Ha Nntoboro nocrneayowero nokynaTens Unu BrnagensLa gaHHoro npoaykra. Kpome
TOro, HacTosILasa rapaHTuUa HegelcTBUTENbHA, a Interacoustics He HeceT OTBETCTBEHHOCTL B Criyyae
noboro yuiepba, cBA3aHHOrO ¢ NpMobpeTeHnem nnmn ncnonb3oBaHnem Nboro npoaykra Interacoustics B
crnegyowmnx crnyyasx:

e  PEMOHT NpoaykTa kem Bbl TO HM BbINO, KPOMe aBTOPU30BAHHOIO CEPBMCHOMO NpeacTaBUTenNs
Interacoustics;

e nepepfenka nNpoaykTa, kotTopas, No MHeHUto Interacoustics, BNMsieT Ha ero cTabunbHOCTL U
HaOEeXHOCTb;

e HenpaewunbHoe UM HebpexxHoe UCrnonb3oBaHWe NpoaykTa, ero usnyeckoe NoBpeXaeHue, a
Takke M3MEHeHMWe, CTUPaAHNE UNN MHOE yaaneHne CepuiHoOro Homepa NpoayKTa unn Homepa
napTuu;

e HenpaBwUIbHOE COAEPXKaHUE U TEXHUYECKOE OBCNyXMBaHUE NPOAYKTa, a Takke ero
NCMosib30BaHUE He B COOTBETCTBMM C MHCTPYKUMSIMU, pa3paboTaHHbiMK Interacoustics.

HacToswas rapaHTus 3amellaeT Bce Apyrue npsiMble, KOCBEHHbIE Y NoApa3yMeBaeMble rapaHTum, a
Takke Bce gpyrue obsasarensctBa Interacoustics. Komnanus Interacoustics He nepegaeT, npsaMo unm
KOCBEHHO, HUKOMY 13 NpeacTaBuTeNen U UHbIX JML, MPaBO NPUHATUS Ha cebs OTBETCTBEHHOCTM 3a
CBsi3aHHble C Npogaken npodykumm Interacoustics nocnencrteums.
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INTERACOUSTICS OTKABbIBAETCA OT BCEX MHbIX MPAMBIX NI KOCBEHHbIX FAPAHTUN,
BKITKOYAA NMIOBYO FTFAPAHTUIO TOBAPHOW MPUTOAHOCTU U TAPAHTUIO NPUTOAHOTW ANA
CNEUWMANBbHBLIX HAMEPEHUN NCIMOJIb3BOBAHUA TOBAPA.
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6 O6uwMme TeXHUUYEeCKMe XapaKkTepmuCcTukKm

6.1 MpuGop Sera™ — TexHMUYECKME XapaKTePUCTUKU

0123
MeAanUMHCKUM 3HaK
CE

3Hak CE o3HauvaerT, uTo Interacoustics A/S oTBeuvaeT TpeboBaHuam MNpunoxenus Il
k AupekTuse no meanumHckum yctponctasam 93/42/EEC.

CwucTema KoHTpons kadectsa noateepxaeHa TUV — naeHTudmKaumoHHbIn Ne
0123.

Sera™ npepacTtaBnseT cobol akTUBHbIN ANArHOCTUYECKUI MeaULIMHCKUI Npuoop,
cooTBeTCTBYOLWMI knaccy lla meguumHckon aupektusbl 93/42/EEC EBponenickoro
Coto3za.

CrtaHpapThbl Be3onacHocTb: IEC 60601-1: 2012, c aBTOHOMHbIM NUTaHMEM, OeTanu
Tvna B n BF, Haxoaswmeca B HenocpeaCcTBEHHOM
KOHTaKTE C NaLNEeHTOM
OMC: IEC 60601-1-2: 2014
IEC 60601-2-40: 2016
KanubpogBka: ISO 389-2: 1994

ISO 389-6: 2007

TecToBbIW CUTHaN: IEC 60645-3: 2007

OA2: IEC 60645-6 2009, T1n 2
KCBI: IEC 60645-7 2009, T1n 2
Jdok-cTaHuuns Be3onacHocCTb: IEC 60601-1: 2012, knacc Il
MutaHwue: UEO8WCP-050160SPAIllo3. Homep 8029254
HanpsixeHue n yactota | 100 — 240 B nepemeHnHoro Toka, 50/60 "u, 400 MA
aneKTpoceTy:
Bbixoa: 5,0 B nocTosiHHOro ToKa, Makcumym 1,6 A
YcnoBusa Temneparypa: 5-40°C,+41°F...+ 104 °F
aKkcnnyarauum OTHocuTenbHas 15 - 93 % (6e3 KoHaeHcauun)
’ s/, | BNAXHOCTL! 98 kMa — 104 kMa
/i/ a T AtmocdcepHoe < 5 cek
Pt AaBreHune: Horb
Bpewms 3arpy3ku:
Bpems nporpeBa:
YcnoBus Temnepatypa 0°C — 50°C, - 4°F... + 122°F
TPAHCMNOPTUPOBKU U | XPaHeHUNA: -25 —70°C, - 13°F... + 158°F
XpaHeHus Temnepatypa
TPaHCNOPTUPOBKN: Max 93% % (6e3 koHaeHcauun)
OTHOCUTEenbHan
BNaXHOCTb
TPaHCNOPTUPOBKU U
XpaHeHwus :

PeWTHHT BbICOThI

Makc. Paboyas BbicoTa | 2000 M Haf ypoBHEM MopS

MapkupoBka

IP02
1P20

IP-mapkupoBKa 9BAS€TCA MapKMpOBKOW cTeneHu 3awmTtbl. MapkmpoBka
onpefensiet 3awuTy, obecneynBaemMyto OT NonagaHnsa YacTul, U Xugkocten. IToT
WHCTPYMEHT MMeeT pasnuyHble IP MapknpoBku co cneaylowmm 3Ha4eHneMm:

IP02 YT06bI 3aWmMTUTL NPUBOP OT AOXKAOS U BOAbI BCErAa UCMOMb3ynTe CYMKY Ans
nepeHOCKM BO BpeMsi TPAHCNOPTUPOBKN.

IP20 BT1a mapk1poBKa, cogepallascs Ha getanax npnbopa o3HavaeT, 4YTo Yyactu
He 3allumLleHbl OT BOAbI

MPUMEYAHUE: 3apsagHoe ycTponcTBo, 6NoK NnUTaHWs U noacTaBka He AOMKHbI
MCNonb30BaTbCH B YCNOBUSX AOMALLHEro 34paBoOXpaHeHus.
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OOGLWue xapakTepucTUKm

Fa6aputil Sera™

15,8x8,3x1,9cm/6.2x6.2x0.7 aonma

Bec Sera™ 265r/0.5 dyHTa
Monb3oBaTenbLCcKUMn o o

- Pe3nCTUBHbIN CEHCOPHBIN 3KpaH
uMHTepdenc:

Pasmep gucnnes:

9,5 x 5,6 cm, uBeTHON, paspeleHne 272 x 480

UHTepdhenc aaHHbIX:

BbecnpoBoaHbie

YacTtoTa usnyyerus: 2400 — 2483,5 MIy

Tunel mogynaumm:  GFSK, 11/4-DQPSK 1 8DPSK
M3nyyaemast mowHocTb: 2,5 MBT (Knacc 2)

UHdopmaumnoHHble
CUrHanbl:

BCTpOEHHbIV AUHaMuUK

A3bIK MHTepdenca:

AHIIIMACKNIA, HEMELIKUIA, NCNAaHCKMIA, opaHLy3CKUHN,
UTanbAHCKUI, NOPTYranbCKUn, ronnaHackuim, NoAbCKUNn,
(OMHCKNI, PYMBIHCKWUA, PYCCKUIA, KWTANCKUIA, KOPENCKUNA,
TYPELUKUIN, HOPBEXKCKUN.

AKKymMynsaTop: Twun: Li-ion akkymynaTtop 44794; EmkocTb: 3,7 B/3850 MAY
Oxuaaembi CPOK B 3aBncMMOCTM OT NCMOMb30BaHWS — Kak NpaBuIo,
CNYXObl: bonee 3 net
Mamarb: 1 I'b (makc. 250 naumeHToB, No 50 TECTOB Ha KaXX4oro)
Pasbem: 12-KOHTakTHbI pa3bem Omnetics
Bec npeaycunutens 85r1/0.19 yHTa
Fabapure 8,5 0,5x 2,5 cm/ 3.4 x 0.2 x 0.9 Atoiima
npeaycunurens
MpuHTep
TepmonpuHTep
(npuobpeTtaeTtca Twun: MLP2
OOMNOJIHUTENBHO)
MopaknioyeHue: BecnposogHoe
AKKymynsTop: JIntnir-nonHbin, DC 7,4 B, 1500 mAY

3apsigHoe yCTPOMCTBO:

100 — 250 B nepemeHHoro Toka, ~50/60 'y, 1,0 A

Bec:

360 r /12,7 yHummn

Bymara:

Tepmobymara
TepmoatumkeTkn (103 B pynoHe)

WnpwuHa 6ymaru:

57,5 £ 0,5 MM (LUnpuHA) NS TepMonpuHTEpa
57,5+ 0,5 Mmm x 60 MM (LWWMpWHA X aNuHAa) 4nsi
npuHTEpa Nenbos

Bpemsa nevyatu:

Bpems neyatu 3aBUCKT OT 06 bEMA UCMONb3YEMOr0o
npoTOoKOsIa.

D-0112455-D — 2020/03

Sera™ - PykoBofcTBO nonb3osatens - RU

Interacoustics

e Y
s

Crp. 70




ABRIS

(npoTokon no
ymon4yaHuol):

Mpeaycunurensb OpgHoKaHanbHbIN: 3 anekTpoga, 51 cm, 20”
YcuneHwue: 72 nb
YacToTHas 0,5-5000 Ty
XapaKTepucTuKa:
LWym: <25 HB/AIyY
KoadhcouumenT
CMH$$§HOI‘O ocnabneHus: > 100 B npu 100 'y
YactoTa guckpernsauum: |22,05«kly
Makc. BxogHoe 25B
Hanps)XeHue CMeLUeHUA: ’
BxogHoe conpotuBneHue: | 10 MOm/ 170 n®
MuTtaHue: MN30n1MpoBaHHbIN UCTOYHUK NMUTAHKUSA

U3mepeHue

aneKkTpu4yeckoro YacTtoTta nsmepeHus: 33Ty

COMNMpPOTUBNEHUS

Popma BOJIHbI: IMpamoyronbHas
ToK nsmepeHus: 11,25 MKA
Odunana3soH: 0,5 kOm — 50 KOm £ 10 %
Ctumyn Ctumynbli: CE-Chirp® (200 Ny — 11 kl'y), wen4yok (200 My — 11
kL)
YactoTa ctumyna: 90 Iy
Adatymknu: BctaBHoM HaywHuk IP30 ABR
(kanubpoBaHHbIe B IP30 EarCup
COOTBETCTBUU CO 3oHg OWA
cTaHgapTamm)
KaHanbi: 2
YpoBeHb: 30, 35, 40, 45 gb HINC
Monoca yacTtoT: 22,05 kl'y
3anucb Bpemsi aHanu3sa: 3 MUHYTHI
AHnanoro-uudpoBoe 24 paspspa
pa3pelueHue:
Cucrtema OTKIOHEHUA YpoBeHb oTknoHeHus (Peak, Min RMS, Max RMS) n
aptedpakToB: knunupoBaxue (HacblweHne)

Oucnnen MpeobpasoBaTtenb, UHOUKATOPLI pe3ynbLTaToB
TecTa,llaHenn pe3ynbTaToB TECTUPOBAHNS, CUMBOSbI
pe3ynbTaToB (NPONOEHO / OTNOXEHO / He
BbIMOMTHEHO), BpEMS TeCTa, UCKaXKeHWNe, UMMNeAaHChbl
9NEKTPOAOB.

Toy4HOCTb Anroputmunyeckas >99.6 %

M3MepeHus YYBCTBUTEIIbHOCTb

[na nonyvyeHnsa AonosiHMTENbHOM NHopmaLmm o
YyBcTBUTENBHOCTM 1 CnNeungunyHoCTH, CM.
PykoBoACTBO C JOMOMAHUTENBHON MHAYOpMaLMEN K
Sera™.
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DPOAE
Ctumyn [nana3oH YacToT: o1 1500 go 6000 Ny
HomuHanbHas f2
YYBCTBUTENbHOCTD:
oTHolweHue f2/f1: 1.22
YpoBeHb: 50 -65 gb Y31
OaTtumk: ABTOMaTuyeckasa getekums 3onga OWA,
aBToMaTunyeckas kanmbpoBka
3amMeHseMbl KOHYMK 30H4a
Jonyck ctumyna: 7 nb
3anucb Bpems aHanu3sa: 60 cekyHa
AHanoro-uudpoBoe PaspelleHne 24 our, 5,38 'y
paspelueHme:
Cucrtema otknoHeHusa |30 ab SPL
MUCKaXXeHun (yma):
Kputepun SNR: 3acmkcupoBaH Ha 6 ob
OcCTaToOUHbIN WYyM: CpegHee nsmepeHne RMS B o6nactn yactoTtel DP-bin
(26 bins npn yactote < 2500 'y 1 60 bins = 2500 Ny).
OaBneHue Okpyxatowen cpeabl
TECTUPOBaHUS:
Aucnnen [MaHenu pe3ynbTaToB TECTUPOBAHUSA, CUMBOJSIbI
pes3ynbTaTtoB (NPOMAEHO / OTNOXEHO / HE BbINOSIHEHO),
BpeEMS TECTa, UCKaXEHUE.
To4yHOCTb Anroputmuyeckas 299.6 %
M3MepeHus: YYBCTBUTENIbHOCTb
(npoTokon no [na nonyyeHns 4ONONHUTENBHOM MHOpMaLUN O
ymonyanutol): OOCTYMHbIX MPOTOKONAaX, X HACTPOMKaXx,
YYBCTBUTENLHOCTM U CNELMEPUYHOCTH 0BpaTmUTECh K
HononHutenbHoMy pykoBoacTBy Sera™.

B npu6ope Sera™ ¢ OA3IMU ncnonb3yeTcs ycoBepLLUEHCTBOBAHHbLIA METO KOHTPOSS YPOBHS CTMMYA,
TOYHEE BbIAEPKMBAKLLNA YKa3aHHYH MHTEHCUBHOCTb BO BCEM Auana3oHe pa3MepoB HaPY>KHOIO CITyXOBOrO
npoxoda — oT MnageHueB Ao B3pocnbix. CTaHaapTt IEC 60645-6 B HacTosLee Bpems pacnpocTpaHseTcs
TONbKO Ha yLW B3pochbIX ntogen. Noatomy, npegnaras notpebutento NnpoaykT, obecnevmsatowmii bonee
TOYHbIE YPOBHM CTUMYOB Afs LUMPOKOro AuanasoHa o6beMOoB CyXOBbIX NPOXOAO0B (B YACTHOCTH,
MnageHLeB), Mbl peLunnn ncnons3oBaTtb 6onee nonHyto npouenypy kanubposku ans OAIINU, koTopas
BbIXOAWT 3a pamku ctaHgapTta IEC 60645-6 ans HeKoTopbIX NPOTOKOMOB.

Bce npoTokonsl, B HasBaHue kotopbix BxoauT "IEC", ncnonb3syoT meToq kannubpoBKM, yKadaHHbIN B

ctaHgaptax IEC.
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TEOAE

MCKaXXeHUM (yma):

Ctumyn Onana3oH 4yacToT: ot 1500 oo 4000 'y
Tvn cTumyna: HenwnHelHbin (B cootBeTcTBMM € IEC 60645-3: 2007)
YpoBeHb: 60 — 83 gb naY3[, kannbpoBka OT NMKa Ao Nuka,
ynpasnsemas APY
Jonyck ctumyna: 2 nb
YacToTa KnuKa: 71/ cekynay
DaTumk: ABToMaTu4Yeckas getekumns soHga OWA,
aBTOMaTMn4yeckasl kanmbpoeka
3amMeHsieMbIli KOHYMK 30HAA
3anucb Bpemsa aHanu3sa: 60 cekyHA
OKHO 3anucu: 25-141 mc
AHanoro-uudpoBoe 24 paspsga
paspelueHue:
Cucrtema oTknoHeHusa |55 b SPL

Kputepun SNR:

3admnkcupoBaH Ha 4 b

OcTaTO4HbIN WYM:

CpenHekBagpaTMyeckoe 3HauYeHne ans Kaxanomn
OKTaBHOW MoJIoCbl, OCHOBaHHOE Ha banecoBckon
B3BELLEHHON cpefHen Ansa 3agaHoro BPEMEHHOMo OKHa
OA3

Accuracy of

Algorithmic Sensitivity

299.6 %

Measurement (default protocol):
[na nonyyeHns 4ONONHUTENBHOM MHOpMaLUn O
[OCTYMHbIX NPOTOKONax, MX HacTpomKax,
YYBCTBUTEMBHOCTU U CNELUGUYHOCTU obpaTnTecsh K
HononHutensHoMy pykoBoacTBy Sera™.,
Oucnnen [MaHenu pe3ynbTaToB TECTUPOBAHUS, CUMBOIIbI

pes3ynbTaTtoB (NPOMAEHO / OTNOXEHO / HE BbINOMHEHO),
BpeMs TECTa, UCKaXKEHNE.
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6.2 OnwucaHue pazbeMoB Bxoaa/Bbixoaa

Sera™ KonHekTop ABR/OAE ansi 3oHga, [peaycunurenb, 30HA, KOHHEKTOP AaTyMKa

npegycunutenb

KoHTakt OnwucaHue OnucaHue

1 CH1 Bbixopa CH1 Bbixopa

2 CH1 3asemneHnue CH1 3asemneHue

3 DGND (undpoBoe 3azemneHue) DGND (undpoBoe 3azemneHue)

4 3emnsa A / 3emns MykpodoHa 3emnsa A / 3emns MykpodoHa
MwukpodoH — Bxoa / aHanorosbin MwukpodoH — Bxoa / aHanorosbiv

5 cbanaHcnpoBaHHbIN BXOS, cbanaHcnpoBaHHbIN BXOL,
MukpodooH + BXxoa / aHanoroBbIn MukpodooH + BXxog / aHanoroBbIin

6 cbanaHCcnpoBaHHbIV BXOA cbanaHcnpoBaHHbIV BXOA

7 Mutanune +3/+5V MutaHue +3/+5V

8 CH2 Bbixopa CH2 Bbixopa

9 CH2 3asemneHue CH2 3azemneHnue

10 [2C CLK [2C CLK

11 I12C naHHble I12C naHHble

12 I12C npepbiBaHne I12C npepbiBaHne

Bxoa/Bbixoa AaHHbIX

Mwukpo-kabenbs USB Tun A-B USB-nopT ansa obecneyeHunss cBs3m
KOHHEKTOP NMOACTABKMU PA3BEM
CETEBOW 1234
(&EEE
MUWKPO-USB
5B/1,6 A

PA3BEM SERA™

MUKPO-USB (BXO[)

1 1. +5 B nocT. Toka
123 45 2. He ncnonbs.
i gy B 3. He ncnonba.
L__ 2 4. He ncnonbs.
5. 3emnsa
KannbpoBo4Hble XapaKTepuCTUKHN
To4yHOCTb
ABRIS +2 ob onga Bcex TMNOB CTUMYyNa
DPOAE +1,5 ob ana 1000—4000 Ny n +3 ab gnga YacToT BHe 3TOro AnanasoHa
TEOAE +2 nb Ang WenykoBbIX CTUMYIIOB
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6.3 KoHTponbHble 3Ha4YeHMA KanubpoBku ans ctumyna CE-Chirp®

KannbpoBka cTUMynoB OT 30HA4A U BKNaAbllla BbINOMHSAETCS Mo 3HadeHusaM SPL ¢ nomoLLbto kynnepa,
n3rotosnieHHoro no ctaHgapty IEC 60318-4.

Hdatumk peRETSPL [dB oTH. 20 mkI1a]
RadioEar IP30 ¢ ywHbIM/ BKNagplamu 31,5 0b SPL

RadioEar IP30 c EarCups 58,5 nb SPL

3oHg OWA 35 ab SPL

OTanoHHble 3Ha4YeHus ansa ctumyna CE-Chirp® — ctangapTHble 3HadeHus Interacoustics.

6.4 KoHTponbHble 3HaYeHUs1 KAaNMMOPOBKMU ANSA LWEeNYKOBOro CTUMyna

KannbpoBka cTUMynoB OT 30HA4A U BKNaAbllla BbINOMHSAETCS Mo 3HadeHusasM SPL ¢ nomoLbto kynnepa,
nsrotosnieHHoro no ctaHgapty IEC 60318-4.

JdaTtumk peRETSPL [gb oT1H. 20 mkI1a]
RadioEar IP30 ¢ ywHbIM/ BKNagplamu 35 nb SPL

RadioEar IP30 c EarCups 61,5 nb SPL

3oHg OWA 33,5 ob SPL

6.5 Twunbl Kamep conpsiXXeHUsi, UCNOJSb3yeMbIX AN KaNMOPOBKKU

ABRIS:

CTuMynbl 30HAa W BHYTPUYLLIHBIX TenedOHOB kanubpoBaHbl B BenuyunHax ¥Y3[ ¢ nomoLLbo nmmuTaTopa yxa,
cornacHo ctaHgapty IEC 60318-4.

DPOAE (OA3MMMN):

Ctumynbl 3oHAa L1 n L2 kanubpoBaHbl pa3genbHo B BennymHax Y3[, ¢ nomolbio nmutatopa yxa IEC 711,
cornacHo ctaHgapty IEC 60318-4.

TEOAE (3BOADJ):

CTumynel 3oHAa kKanubpoBaHbl B BenuumMHax naY 3] ¢ nomoulbto ummutatopa yxa IEC 711, cornacHo
ctangapty IEC 60318-4.

6.6 OO6was nHpopmauusa o TeXHUYECKUX XapaKTepucTukax

Interacoustics HenpepbIBHO paboTaeT Haf YCOBEPLUEHCTBOBAHWEM CBOEN NPOAYKLNM U ee XapaKTepUCTUK,
No3TOMY MpVBeAEHHbIE BbilLe XapakTePUCTUKN MOTYT BbITb M3MeHeHbl 6e3 OONONMHUTENBHOMO YBEAOMIIEHNS.
MpounsBoauTENbLHOCTL NPMBopa U ero COOTBETCTBUE TEXHUYECKUM XapakTepucTUKaM rapaHTUPYTCA NuLlb
npy YCroBuM NpoBeAeHUs: TEXHUYECKOro 0BCNyKUBaHNA He pexe oAHOro pasa B rog. OGcnyxusaHue
JOJIKHO NPOU3BOANTHLCA TEXHUYECKUM LIEHTPOM, YNONIHOMOYeHHbIM Interacoustics.

Interacoustics npegocTaBnseT rpacvkvi U pyKOBOACTBA MO 0OCINYKMBAHMWIO B PACNOPsKEHNE
YNONTHOMOYEHHBIX CEPBUCHBIX KOMMaHMWIA.

e %
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3anpochbl 0 NpeacTaBUTENbCTBAX KOMMaHUM 1 ee NMPOAYKLUMU MOXHO HanpaensTb No agpecy:

Interacoustics A/S
Audiometer Allé 1
5500 Middelfart

Denmark

Tel.: +45 6371 3555

Fax: +45 6371 3522

E-mail: info@interacoustics.com
Web: www.interacoustics.com

6.7 MpunoxeHune A: Ctumyn

B HekoTopbIx npoTokonax ABTomaTudeckmx KCBI1 ucnonb3yetcs CTUMYI, OT/IMYHbBIA OT YKa3aHHOro B
ctaHgapte IEC 60645-3.. daHHbin ctumyn CE-Chirp® MMeeT OTKNUK YacToTbl MIMHEAHON MarHUTyAbl Kak
ctumyn Click, ykazaHHbIl B cTaHgapTe. OgHaKo, OH CKOHCTPYMPOBaH Kak CyMMa KOCUHYCOUOHbIX (PyHKUMIA B
YacToTHOW o6racTu. YacToTbl KOCMHYCOB KpaTHbl YacToTe NOBTOpeHMs ctumyna. [Npu paBHoON
WHTEHCUBHOCTW ANS KaXAOoW YacTOTbl ANst JOCTUXKEHUS OTKIMKA YacToThbl IMHEHON MarHuTyasl. OaHako,
draza KOCMHYCOMAHbIX KOMMOHEHTOB OTKIAAbIBAETCSl B COOTBETCTBUM C KOXITE€AapPHOW 3a4€PXKKOM
COOTBETCTBYIOLLEN YAaCTOThbl, YTOObI AOCTUYL Bonee adhPEeKTUBHOM KOHCTPYKLUMN cTUMyna. [AnanasoH
yacTtoTbl ctumyna — ot 200 My go 11 kl'u.

D-0112455-D — 2020/03 (=)
Sera™ - PykoBofcTBO nonb3osatens - RU Interacoustics Crp. 76


http://www.interacoustics.com/

6.8 [MpunoxeHue B: dnekTtpomarHutHasa coBmectumocTtb (AMC)

e [laHHbIN NpMbOp NOAXOAUT AN UCMONb30BaHUS B CTaUMOHapax, 3a UCKMYeHnem 6rin3ocTy K akTMBHOMY
xupyprudeckomy BY-o6opyaoBaHuio n PY-akpaHMpoBaHHbLIX MOMELLEHUA NS MarHUTHO-PE30HaHCHOM
ToMOrpadu, rge MHTEHCUBHOCTD SMEKTPOMAarHUTHbIX BO3MYLLIEHUI BbICOKA

e Cnepyet nsberatb MCNonb30BaHWs AaHHOro npubopa B6nm3un gpyroro o6opyaoBaHNst UK BRNOTHYHO K
Hemy, T.K. 3TO MOXET NPUBECTU K HapyLLEeHWto ero paboThbl. Mpy Hen3bexxHoCTU NoAOBHbLIX CUTyaLmn
HeobxoaMmo y6eanTbcs B HOpManbHOM (OYHKLMOHUPOBaHMM JaHHOro npubopa u nHoro obopyaoBaHus

¢ lcnonb3oBaHue npuHagnexxHocTen, npeobpasoBartenen n kabenen, OTANNYHBIX OT TEX, KOTOPbIE YKa3aHbl
UnNu nNpepocTaBneHbl U3roToBUTENEM 3TOr0 060PYAOBaHUSA, MOXET NPUBECTU K YBEMNNYEHUIO
3NEKTPOMArHMTHOrO N3My4YEeHUs UNN CHUKEHUIO SNEKTPOMArHMTHOM YCTONYMBOCTU 3TOro obopyaoBaHms 1
npuBECTM K HenpasunbHon paboTe. Cnnucok NnpuHaanexHocTen, npeobpasoBartenen n kabenen MoXxHo
HaWTK B 3TOM MPUINIOXKEHUN

e [lopTaTnBHOE paguoobopyaoBaHue (Bkrovas nepudepuiHbie yCTPOWCTBA, TaKMe Kak aHTeHHble kabenu
N BHELIHNE aHTEeHHbI) JOMKHO ucnonb3oBaTbcs He bnvxke Yyem B 30 cM (12 aronmoB) oT ntobor YacTtu
aToro npubopa, Bkrtoyas kabenu, ykasaHHble u3rotosutenem. B npoTmBHOM cnydyae BO3MOXHO
yXydLleHne NpoM3BoaNTENBHOCTM 3TOr0 060pyaOBaHUSA

NMPUMEYAHNE

KPUTUYECKUE NOKA3ATEIIU ansa gaHHoro npubopa onpeaensitoTcst NPON3BOAUTENEM Kak:

o O370T Npubop He umeet KPUTUYECKMX MOKASATEEN. OtcyTcTane unm noteps
KPUTUYECKMNX MOKA3ATENEW He MoXeT NpuBECTM K KaKoii-nnbo HeJonyCcTUMOM
HenocpeaCcTBEHHOM ONaCHOCTU

e OkOHYaTenbHbIN OMarHo3 AOJMKEH BCerga OCHOBbLIBATLCS Ha KIMMHUYECKUX 3HAHUSX.

¢ OTKINOHEHUSA OT JOMYCTUMbIX CTaHAAPTOB M pa3peLLIEHHOr0 UCMONb30BaHNSt OTCYTCTBYIOT.

* OtoT npmnbop cooTBeTcTBYET CTaHaapTy EC60601-1-2:2014, knacc nanyyenua B rpynna 1.

NMPUMEYAHME
OTKNoHeHNs OT JONYCTUMBIX CTAaHAAPTOB U pa3peLLeHHOro UCMOoNb30BaHMSA OTCYTCTBYIOT.

NMPUMMEYAHUE
Bce Heobxooumble MHCTPYKLUMKM NS Nogaep)KaHus COOTBETCTBUSI B OTHOLLEHUW 3NEKTPOMarHUTHOM
COBMECTMMOCTU copepKaTcs B pa3aene odwero o6cnyxmBaHms aTom MHCTPYKuuK. [JanbHenwmne
Mepbl He ABNSATCA HEOOXOANUMbBIMU.

e %
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PyKkoBOACTBO 1 AeKknapauusa Npon3BoauUTersi — 3NIeKTPOMarHMTHoe usnyveHue

Takoun cpege.

MNpu6op Sera™ npegHasHayeH ANS MCNOMb30BaHUA B 3/IEKTPOMarHUTHON cpeae, ONUCaHHOMN
Huxe. MoKkynaTenb unu nonb3oBatenb Sera™ pgonkeH y6eauTbes, YTO NpUGoP Ucnonb3yeTcs B

UcnbiTaHne Ha CooTBeTCcTBUE AnekTpomarHuTHas cpeaa - PykoBoacrteo

u3ny4veHue

Paguo4vactoTHoe Mpynna 1 Sera™ ucnonbayeT paano4acTOTHYIO SHEPTUIO TOMBKO

nanyyeHuve anst cobctBeHHOM paboTbl. Takum obpasom,

CISPR 11 paguo4acTtoTHOE u3nyyeHne npmbopa o4YeHb HU3KOE U
He JOIMKHO BbI3blBaTb MOMEX B HAXOAALLEMCH PSAOM
3NEKTPOHHOM 000pyAOBaHMM.

PapgnoyacTtoTHOoE Knacc B Sera™ nogxoauT ANA UCMOMNb30BaHNS B MOObLIX

nsnyyeHve KOMMepYeCKMX, NPOM3BOACTBEHHbIX, OPUCHBIX 1

CISPR 11 KUMbIX MOMELLEHUNAX.

["apmMoHuyeckoe HenpumeHumo

nsnyyeHve

IEC 61000-3-2

KonebaHus HenpumeHumo

HanpsbkeHus /

MepuaTteneHoe

n3ny4veHue

IEC 61000-3-3

PekomeHayeMble pacCTOSHUA MeXay NOPTaTUBHLIMU U MOBUILHLIMU YCTPOUCTBaMM
pagnoyacToTHou cBsA3u u Sera™.

Mpubop Sera™ npenHasHayeH ANA UCNOMNbL30BAHWSA B SNEKTPOMAarHUTHOM cpefe C KOHTPOMNUPYeMbIMU
U3nyvyaeMbiMU PaamnoHacToTHLIMKU nomexamu. MokynaTtens Unu nonb3osartens Sera™ moxet
cnocobCcTBOBaTL NPEAOTBPALLEHMIO SNIEKTPOMArHUTHBIX MOMeX, cobniogas MMHUMarbHOEe paccTosiHue
Mexay NopTaTUBHLIMM U MOBUIbHLIMW YCTPOMCTBAMM PaAANOYaCTOTHON CBA3K (Nepeaartynkamu) n Sera™
B COOTBETCTBMM C NPUBEAEHHBIMW HIDKE PEKOMEHAALNAMMN, YHUTBIBAKOLLMMN MAKCMMaITbHYHO BbIXOAHYHO
MOLLHOCTb YCTPOWUCTB CBA3M.

HomuHanbHas PacctosiHne pa3HeceHusi B 3aBUCMMOCTU OT pabouen 4YacToThbl NepegaTymka
MaKcuMManbHas (m)

BbIXo4Has Ot 150 kl'u oo 80 MI'y, OT1 80 MI'y go 800 OT800 MMy mo0 2,51y
MOLLHOCTb d=1,17/P My d=2,23VP
nepenatuuka (BT) d=1,17/P

0,01 0,12 0,12 0,23

0,1 0,37 0,37 0,74

1 1,17 1,17 2,33

10 3,70 3,70 7,37

100 11,70 11,70 23,30

[na nepenatynkoB, MakcuMarbHas BbIXOOHAA MOLLHOCTb KOTOPbIX HE YKa3aHa Bbllle, peKoMeHayemMoe
paccTosiHne pasHeceHus d B MeTpax (M) MOXHO BblYUCIIUTb, UCMOMb3Ys YpaBHEHNE, MPUMEHUMOE K
yacToTe nepefaryuka, roe P — MakcMMarnbHas BbIXOAHasi MOLHOCTL nepefaTtymka B BatTtax (BT),
yKasaHHas Npou3BoAnNTENeM nepegartyuka.
MpumeuaHue 1: Ha yactotax 80 MI'y 1 800 My aencTemTeneH 6oree BbICOKMIA YACTOTHLIN AMana3oH.
MpnmeyaHue 2: BoilenprnBegeHHbIe MPUHLUMBI HE MOTYT ObITb NPUMEHUMBI K No6on cutyauumn. Ha
pacnpocTpaHeHWe SMNEKTPOMarHUTHbLIX BOSTH BIIUSIET MOITOLWEHNE N OTPaXXEHUE OT KOHCTPYKL WA,
06BEKTOB 1 Nioaen.
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PykoBoACTBO 1 Aieknapauus npousBoauTens — YCcTOM4YMBOCTD K SJIEKTPOMAarHUTHbIM NoMexam

MpuBop Sera™ npepHasHaveH ONa UCNOMb30BAHNUA B 3NEKTPOMArHUTHON Cpeae, ONMCaHHON HUXE.
MokynaTenb unu nonb3oeatens Sera™ pomkeH y6eanTbCs, YTO OH UCTMONL3YETCS B Tako cpede.

TecT ycTOM4YMBOCTU

YpoBeHb TeCTOBOro
curHana, IEC 60601

CooTBeTcTBME

dnekTpomarHuTHas cpega
— PykoBoacTtBo

AneKkTpocTaTu4yeckumn
pa3psa (ESD)

16 kB (koHTaKT)

18 kB (Bo3ayXx)

16 kB (koHTaKT)

18 kB (Bo3ayXx)

MNonbl AOMKHbI ObITb
nepeBsAHHbIMUW, BETOHHBIMK
WIN NMOKPbITHIMU

KpaTKOBpeMeHHble
npepbiBaHUA U
Koneb6aHua
HanpsikeHus B
NIMHUAX NUTaHUA

IEC 61000-4-11

nutatowen cetn >95%)
B TeYEHne
nonynepvioga

40% UT (nposan
HanpsxeHus
nuTaroLen cetn Ha
60%) B TeueHue 5
nepuogos

70% UT (nposan
HanpsxeHns
nUTaloLLEN CeTH Ha
30%) B TeyeHune 25
nepuogos

5% UT (npoBan
HanpsxeHus
nutatowen cetn >95%)
B TeyeHne 5 ¢

IEC 61000-4-2 KepaMmnyeckon NAamnTKon.
Ecnu nonbl NoKpbIThI
CUHTETUYECKNM
MaTepuarnom,
OTHOCUTENbHAs BNaXXHOCTb
AomkHa npesbiwaTb 30%.
AnekTpuyeckune +2 kB gnsa nuHmn +2 kB ans nuHun KayectBO
nepexogHblie anekTponepenayn anekTponepenayn 3NEKTPOCHa0XeHMS LOMKHO
npouecchol / +1 kB gnga nunmn ObITb TUMNYHBIM AN
BbIOPOCHI BBOZJa/BbIBOAA 11 kB ansa nuHuin KOMMepYeCcKon, BONbHUYHOM
BBOAa/BbIBOAA WIN XXNNoW cpeapl.
IEC 61000-4-4
Umnynbcebl 1 kBB 1 kBB KauecTtBO
anddepeHunansHOM anddepeHunansHOM | aneKTpoCHabXeHNsT AOMKHO
IEC 61000-4-5 pexume pexume ObITb TUNMUYHBIM ANS
12 kB B 06wwem pexume | £2 kB B obLuem KOMMEPYECKOWN UITN XNION
pexuve cpegbl.
MpoBanbi <5% UT (npoBan <5% UT (npoBan KayecTBO
HanpsHKeHus, HanpsKeHUs HanpsKeHUs 3NEKTPOCHabXeHMS LOMKHO

nuTarLLIEn ceTn
>95%) B TeyeHune
nonynepvioga

40% UT (nposan
HanpskeHus
nuTaroLen cetn Ha
60%) B TeueHue 5
nepuogos

70% UT (nposan
HanpsxeHus
nUTaloLLEN ceTH Ha
30%) B TeyeHune 25
nepuogos

5% UT (npoBan
HanpsxeHus
nuTatoLLLen cetn
>95%) B TeyeHue 5 ¢

ObITb TUMUYHBLIM 415
KOMMEPYECKOWN UITN XKNON
cpeabl. Ecnin nonb3oeatento
Sera™ tpebyeTca
npoforkeHue paboTbl BO
BpPeMsi NepepbIBOB
3MEeKTPOnUTaHus,
peKkoMeHAyeTCst NOAKMIYNUTD
Sera™ K UCTOYHMKY
B6ecnepebonHOro NMTaHus
UMK aKKyMyIsiTopy.

YacTtoTa nutaHus
(50/60 I'u)

IEC 61000-4-8

3 A/m

3 A/m

MarHuTHble Nons 4YacToThbl
MUTaHWSA OOMKHbI ObITb Ha
YpOBHeE, XapaKkTepHOM Ans
TUNUYHOW KOMMEPYECKOW
UMK XXMNOW cpefbl.

I'IpumeanMe: Ut - HanpsaxeHne nuTarLWEN ceTu nepemMeHHOro Toka o nogayn TeCctoBoro curHana.
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PyKoBOACTBO U AeKnapauus npoussoauTens — YCTOMYUBOCTL K QJIEKTPOMArHUTHbLIM NoMexam

Mpubop Sera™ npegHasHaveH AnNa UCMONb30BaHNA B 3MEKTPOMAarHUTHOM Cpeae, ONMMCaHHON HNXKeE.
MokynaTenb unu nonb3oeatens Sera™ pomkeH y6eanTbCs, YTO OH UCMONL3YETCS B TaKoW cpede.

TecT ycTonymeocTun YpoBeHb TECTOBOIO CootBeTcTBUE OrnekTpomarHuTHas cpega —
curHana PykoBoacteo
IEC / EN 60601

MopTaTnBHbIE N MOBUMBbHLIE
cpencTeBa pagnovacToTHON
CBS13U [OIIKHbI
MCMNONb30BaThCs Ha
paccTosiHuM o nbon Yactu
Eclipse, Bknto4as LWHypbl, He
Onnxe, Yem pekomeHayemoe
paccTosiHMe pas3HeceHus,
BblYMCIIEHHOE No hopMyne B
COOTBETCTBUMN C YACTOTOWN

MpoBeneHHbIe OewncTeyiowiee OewncTayiowiee nepegaruuka.

pagmoyacToThl HanpsbkeHue 3 B HanpsxeHue

IEC / EN 61000-4-6 Ot 150 Ky go 80 My, 3B PekomeHayemoe pacctosiHue
pasHeceHus

Nanyyaemble 3B/m d= 1’2\/F

pagmo4acToThl OT80MIypo 2,51y 3 B/m d= 1,2\/F

IEC / EN 61000-4-3 ot 80 Mru no
800 Ml'y
d= 2’3\/F oT 800 MI'y go
25Ty

roe P — HOMUHanbHas
MaKcVMMarbHasi BbIXO4Hast
MOLLIHOCTb NepegaTyvka B
BaTTax (BT), cornacHo
cneuundukaumm
npon3BoauTens nepeaaTynka;
d — pekomeHayemoe
paccTosiHMe pasHeceHus B
meTpax (m).

HanpshkeHHOCTb nong
CTauMOHapHbIX
paguonepeaaTymnkos,
n3mMepeHHasi npu
3NEeKTPOMarHMTHOM
obcnenoBaHum obbekTa (a),
[OMmKHa ObITb HUXe
[OMyCTMMOTO YPOBHS B
Ka)kOM 4aCTOTHOM
aunanasoHe (b).

Bo3amoXXHO nosiBneHne nomex
BOnM3un obopynoBaHus,
OTMEYEHHOr0 3HaKOM:

R

MpumeyaHue 1: Ha yactotax 80 MI'y 1 800 MI'y gencTBuTeneH 6onee BbICOKMIA YaCTOTHLIN AManasoH.
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MpumeyaHue 2: BoilenpmBegeHHble NPUHLNMIBI HE MOTYT ObITb NPUMEHUMbI K Ntobon cutyauun. Ha
pacnpocTpaHeHne aNeKTPOMarHUTHbIX BOSTH BMMSET NOMMOLWEHNE U OTPaXKEeHNE OT KOHCTPYKLUIA, OO bEKTOB
M Noaen.

(@ HanpsikeHHOCTb Nons cTalMOHapHbIX NepeaaTynkoB, Hanpumep 6a3oBbIX CTaHUMI paguoTenegoHoB
(coToBbIX/GeCnpoOBOAHBIX), CYXONYTHbIX NEPEABUKHbIX PaauoCTaHLUA, NIBUTENBCKUX paanoCTaHUNN,
paguvo- 1 TenectaHumm, BelLarLmnx B amnanuTygHO- N YaCTOTHO-MOAYIMPOBAHHOM Anana3soHax,
HEBO3MOXHO TOYHO paccumTaTh. [Ans oLeHKU aneKkTpoMarHUTHOM cpeabl B6rM3un cTaLMoHapHbIX
paguonepeaaTynkoB TpebyeTca anekTpoMarHuTHoe obcnegoBaHme obbekTa. Ecnn namepeHHas
HanpsYKeHHOCTb Nons B MOMELLEHWUK, rae aKcnnyaTupyetca Sera™, npeBoCXOAUT AOMYCTUMBINA YPOBEHb,
cnepyeT AOMOMHUTENbHO YGeauTLCs B HopMarnbHoM dyHKUMoHMpoBaHun Sera™. Mpu oGHapyXeHum
HapyLeHui B paboTe HeOOX0AMMO NPUHATE OONOMHUTENBHBIE MEPbl, HANMPUMEP NEPEOPUEHTMPOBaTL UMK
nepemectutb Sera™.

() 3a npegenamu YyactoTHoro ananasoHa 150 kl'y — 80 Ml HanpsXKeHHOCTb Nons AoMmKkHa GbiTb MeHee 3
B/m.
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Ansa o6ecneyeHns cooTBeTcTBUA TpeboBaHuAm AMC, npuBeaeHHbiM B IEC 60601-1-2, Heo6xogumo
nonb30BaTbCA cnegy WMy NPUHaANeXHOCTAMU:

NMPUHALOJNIEXXHOCTDb NMPOU3BOOUTEIDb MO[LEINb
Mpenycunurens Interacoustics -

3oHg OWA RadioEar -

IP30 50 Om ctepeo ID HayLwwHuK RadioEar IP30

IP30 50 Om earcup ctepeo ID RadioEar IP30
rapHuTypa

CooTtBeTcTBUE TpeboBaHuAM AMC, npuBeneHHbIM B IEC 60601-1-2, nocturaertcs npu

MCMOSb30BaHUU WHYPOB NepeyYnUCieHHbIX HUXe TUMOB U ANUHbI:
BcnomoraTtenbHoe o6opyaoBaHue

WHyp SIP/SOP T
HanmeHoBaHue MpouzBoautens | Mogenb CepuitHiia
P A A OruHa | Okpanuposanue | Hassanne Tvn Ne
[m] [Oa/HeT] pasbema
) ) MuTtaHue ot MuTtaHue ot
cetn nepeMeHHoro Toka
Bnok nuTaHus UE / Fuhua UEOBWCP- gAeMcKr?Oégc?Egnan
050160SPA poson MutaHue ot
1,5 Het 3apsigHOM
. MOCTOSIHHOTO TOKa
yCTPOWCTBE/A0K-
cTaHuum
BecnpoBogHoe
sapsatoe Interacoustics - - - - - -
yCTPONCTBO/A0K-
cTaHumns
Ha
AyauomeTpuyeckue npegycvunutene: | AHanoroBbIv BbIXO4
BHYTPUWYLLUHbIE Radioear IP30 0,25 Oa MHes3pno MocneposateneHble | 1D028384
TenedoHbl (50 Om) OTMEYEeHOo OaHHble
CMMBOIIOM yxa
Ha
npegycunurtene:
MHesno o
AHanorosbIN BbIXOA
oTMEHeHo Bxog mukpodoHa
YWHOM 30HA Interacoustics OWA 0,48 YacTtuyHoe CUMBOJSIOM yxa -
MNocnepoBaTtenbHble
1nm BepxHee
AaHHble
rHesgo Ha
ycTponcTee
Sera™
AHanoroBbIV BbIXOA,
BepxHee rHesgo T
Mpegycunutens Interacoustics - 1,15 YacTtnyHoe Ha ycTponcTese P MA9017639
Sera™ MocnepnosatenbHble
[aHHble
Ha
npepycunurtene: | AHanoroBsbI BXOA,
LWHypbl anekTpoaos | Interacoustics - 0,51 Het M1eano An
OTMeYeHOo dmamonornyeckmx
CMMBOIOM CUrHanos
ronoBbl

Bce ucnbitanms no AMC HeobxoaMMo BbIMOMHATL B COOTBETCTBMM ¢ 0bommum npoTokonamu OAE 1 ABR.

Vcnonb3oBaHme akceccyapoB, AaTYMKOB U Kabenewn, OTMYHbBIX OT YKa3aHHbIX UK NpeaocTaBiEHHbIX
npovssoguTenem gaHHoro obopynoBaHus, MOXET NPUBECTU K YBENTUYEHUIO YPOBHS 3NIEKTPOMarHUTHbIX
N3Ny4YeHU UM CHUXKEHUIO ANEKTPOMarHMTHON YCTOMYNBOCTY AaHHOro 060pya0BaHNs U K HEMPaBUNbHOW
ero pabote. NepeyveHb akceccyapoB, 4AaTUYMKOB U kabenen MOXHO HanTu B npunoxeHun AMC k HacTosiLen

MHCTPYKUNN.

VMcnonb3oBaHve akceccyapoB, AaTYMKOB U Kabenen ¢ MeguLMHCKUM 0B0pya0BaHUEM/CUCTEMON, OTANYHOWN
OT [JaHHOro o6opyaoBaHUS MOXET NPUBECTU K YBENUYEHUIO BbIGPOCOB UMK CHXKEHMIO YCTONYMBOCTU
MeaMLMHCKOro o60pyaoBaHNS/CUCTEMBI.
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&
Return Report - Form 001 Interacoustics
Opr. dato: af: Rev. dato: 2015-04-15 af: Rev. nr.:
2014-03-07 EC MSt 4
Address
Company: . .
DGS Diagnostics Sp. z 0.0.
ul. Sloneczny Sad 4d
Address: 72-002 Doluje
Polska
Phone:
Fax or e-mail:
Contact person: Date:

Following item is reported to be:
[ returned to INTERACOUSTICS for: []repair, []exchange, []other:

[] defective as described below with request of assistance
] repaired locally as described below

[] showing general problems as described below

Item: Type: Quantity:

Serial No.: Supplied by:

Included parts:

Important! - Accessories used together with the item must be included if
returned (e.g. external power supply, headsets, transducers and couplers).

Description of problem or the performed local repair:

Returned according to agreement with: [ ] Interacoustics, [] Other :

Date : Person:

Please provide e-mail address or fax No. to whom Interacoustics may
confirm reception of the returned goods:

[] The above mentioned item is reported to be dangerous to patient or user 1

In order to ensure instant and effective treatment of returned goods, it is important that this form is filled in
and placed together with the item.

Please note that the goods must be carefully packed, preferably in original packing, in order to avoid damage
during transport. (Packing material may be ordered from Interacoustics)

1 EC Medical Device Directive rules require immediate report to be sent, if the device by malfunction

deterioration of performance or characteristics and/or by inadequacy in labelling or instructions for use, has
caused or could have caused death or serious deterioration of health to patient or user.Page 1 of 1
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