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1 Bctyn
1.1.Mpo uto IHCTpyKLUito
Lls iHcTpyKuis giricHa ans npunagy Sera™, Bepcis npowmekn 1.2. BUpoGHuk:
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.TMpusHa4vyeHHA

Mpunag Sera™ 3 DPOAE npusHadeHuin ans ayaionoriyHoro ob¢cTexxeHHst Ta AoKyMeHTaUil po3nagis opraHy
Cnyxy 3a Z0NOMOrol 0TOaKyCTUYHUX eMICih Ha YacToTi NpPoAyKTy cnoTBopeHHs. LlinboBa rpyna ans
3acTtocyBaHHsA Sera™ 3 DPOAE Bkto4ae KnieHTiB 6yab-sKoro Biky.

Mpunag Sera™ 3 TEOAE npusHaveHWUii Anst ayaionoriyHoro o6CcTexxeHHs Ta AoKyMeHTaLii po3nagie opraHy
Cnyxy 3a A0NOMOroK 3aTpuMaHNX BUKIMKAHNX OTOAKYCTUYHUX eMiciit. LlinboBa rpyna Ans 3acToCcyBaHHS
Sera™ 3 TEOAE Bkntoyae KnieHTiB 6yab-IKoro Biky.

Mpunag Sera™ 3 ABRIS npusHavenuii ans ayaionoriyHoro obecTexxeHHst Ta AoKyMeHTauii poanagie opraHy
CNyXy Ta HEPBOBOI CUCTEMM 32 AONOMOrOI0 CITYXOBUX BUKIMKAHMUX NOTEHLUianiB BHYTPILHbOrO ByXa,
CMyxoBOro HepBy Ta cToBBYpYy ronosHoro mMo3ky. LlinboBa rpyna ans 3actocyBaHHst Sera™ 3 ABRIS -
HOBOHaPOIKEHI.

Cuctema Sera™ npusHaveHa Ans BUKOPUCTaHHS TiNbku kBanidikoBaHUM NepcoHanom, Takum sik ayaionoru,
Xipypru-otonapuHronoru, nikapi, caxisLi cryxoBoi 4ONOMOrY Ta nepcoHan 3 noaibHMm piBHeM kBanidikallii.
He moxHa kopucTtyBaTucsa npunagom 6e3 BignoBigHUX 3HaHb Ta NiAroTOBKU, MOTPIOHNX AN1s1 KOPUCTYBAHHS
HUM Ta TNyMa4veHHs1 pe3ynbTarTis.

1.3.lMpoTtnnokasaHHA

MpoTunokasaHHA 0 TeCTyBaHHS BKMOYalOTb A0 cebe onepaliio Ha 30BHILLHBLOMY BYCi, BUAINEHHSA 3 ByXa,
rocTpy TpaBMy 30BHILLHLOrO CyXOBOro MPOXOAY, AUCKOMAOPT (Hamp., BaXKUA 30BHILLUHIA OTUT) abo
OKIH03it0 30BHILLHLOMO CITYXOBOro NPOX0oAy Ta NOLLKOKEHHS LLKIPHOrO MOKPOoBY. He MOXHa BUKOHYBaTK
TEeCTYBaHHS NaLieHTiB 3 BULLEeHaBeAEeHMMN cumnTomamm 6e3 [o3Bory Jikaps.

Tinbkmn ana CLWA: 3rigHo 3 ®eaepanbHUM 3aKOHOM, NPOAAX, PO3NOBCIOIKEHHSA Ta KOPUCTYBAHHS
npunagom A03BONSAETLCS TiNbKM NiLeH30BaHUM MeaudHuM daxiBusmMm abo Ha iX 3aMOBIEHHS.

1.4.Onuc BnpoOGy

Sera™ - e 6araTodyHKUiOHANbHWUIA PYYHUIN CKPUHIHTOBUIA NPUCTPIi, 3a ONMOMOrO SKOr0 MOXHa
BMKOHYBATW HACTYMHi TUNW TECTIB (B 3aMeXHOCTi Bif yCTaHOBNEHOI NiLeHsiT):

e OToakycTU4HI eMicii Ha YacToTi npoaykTy cnoTBopeHHs (DPOAE)

e BarpumaHi BuknukaHi otoakycTuyHi emicii (TEOAE)

e ABTOMaTU4YHa peecTpaLia CryxoBux CTOBOYPOMO3KOBUX BUKNMKaHUX noTeHuianis (ABRIS)
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Mpunag Sera™ npautoe 3 pisHUMKU NepeTBOpOBaYamMmn Ta Npu pisHMX KoHirypauisx kabenie. B
Tabnumui HMXK4Ye HaBedeHi BUAM NepeTBOpOBaYiB Ta KOHirypauii kabenie, 3 Skumm
BMKOPUCTOBYETbLCSA Sera™,

MepeTBoptoBa4 / KoHdpirypauis kabenie DPOAE TEOAE ABRIS
3oHg OWA, nigkntodeHuin Hanpsimy go Sera™ | Tak Tak Hi
3oHA, NigknoYeHnn 4o kabensa non. nigcuniosadva Tak Tak Tak
IP30, nigkntoueHuin go kabens nomn. niacuntosaya Hi Hi Tak

Cuctema cknagaetbes 3 HaCTYNHUX CKNagoBuXx, WO BXOOATb Y KOMMNNEKT Ta 3aMOBIIAKTbLCA OKPEeMO:

KoHdpirypauii

CtaHgapTHa KOMNneKTauis, 3aranbHe ABRIS ABRIS + OAE
Py4Hui npuctpin Sera™ o o
Basa Sera™ . .
Brok xxuBneHHs 6a3n o o
MonepegHin nigcuntoeay’ . o
Mikpo-kabenb USB Tun A-B . )
Yoxon Ang nepeHocku o .
ImiTaTop Byxa HEMOBNATH H/3 .
Kabeni 3 3axnmamu ons enekrpoais . .
3 3aXXMMammu
[HCTpYyKUiA 3 ekcnnyaTauii . o
Mporpamuuin naket HearSIM™ o o
KomnnekT HakoHeuYHuKiB 3oHAQY Sera™ HopaTtkoso .
KomnnekT BYLUHUX BKNAAOK AN CKPUHIHTY SeraM . .
KomnnekT ans yiweHHs 3oHay Sera™ . o
KomnnekT akcecyapie ans |P/3oHay’ . o
KomnnekT akcecyapie ans EarCup! HopaTtkoBo [opaTtkoBo
Ctnnyc . o
CpBeTka O4ns YNLWEHHSI CEHCOPHOMO eKpaHy o o
HalwmiHuin WwHypok ans nonepeaHsoro nigcunosaya’ . .
MepeTBOplOBaYi
3oHg OWA 500 mm [opaTtkoBo [opnaTkoBo
3oHg OWA 1200 mm [opaTtkoBo .
BHyTpiwHb0BYLWHWUI TenedoH IP 30 o o
(50 Q) 3 HabopoMm BYLLHUX BKNagokK
BHyTpiwHboBYWHWUI TenedoH IP 30 (50 [opaTtkoBo HopaTtkoBo
Q) 3 Habopom EarCups

JopaTkoBi akcecyapu
Mepesipounuii 6riok Sera '™ ABRIS Hopnatkoso Hopatkoso
MpuHTep Anst eTvketTok MLP2 (B koMnnekT BXoAsiTb NpuHTEp, 610K ﬂ,O,EI,aTKOBO ,D,O,El,aTKOBO
XKUBMNEHHA Ta 2 pynoHu Tepmonanepy ons eTMKeTOK)

" HaknagHa YactuHa 3rigHo 3 IEC 60601-1
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1.5.MonepepxeHHA

B Ui iHCTPYKLUIT BUKOPUCTOBYOTLCS HACTYMHi NoNepeaKeHHs Ta 3aCTEPEXKEHHS:
Y gaHoMy NOCIGHUKY 3aCTOCOBYHOTbCA MONEPEIKEHHS, 3aCTEPEXEHHS Ta MPUMITKM, LLIO MAKTh Taki 3HAYEHHS:

MosHaykoto MOMEPEOXXEHHA o3HaveHi ymoBuM um fii, Wo MOXyTb OyTH
Hebe3neyHnmu s nauieHta n/abo KopmuctyBaya.

MosHaukoto SACTEPEXEHHS o3HayeHi ymoBM um Ail, WO MOXYTb NPU3BECTU

[0 NOLUKOMKEHHS obnagHaHHs.

MPUMITKA

MPUMITKA B1KOPUCTOBYETLCHA CTOCOBHO AilA, LLO HE NPU3BOAATL OO LWKOAU

300pOB’I0.

D-0125759-A - 2020/03
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2 Po3nakyBaHHA Ta yCTaHOBKa

2.1 Po3nakyBaHHSA Ta ornsig

MNMepeBipTe ynakoBKy Ta il BMIiCT Ha HAABHICTb NOLIKOMAXEHb

Mpu oTpuMaHHI Npunagy nepeBipTe yNakoBOYHY KOPOOKY Ha HasiBHICTb MOLUKOAXKEHb Ta crifiB Hegbanoro
NMOBOXXEHHS. AKLO ynakoBKa MOLIKOAXKeHa, 306epiranTe ii 4O 3aBEepLUEHHS MEXaHiYHOi Ta eNeKTPUYHOI
nepeBipku BMICTY. AKLLO Npunag HecnpaBHUN, 3BEPHITLCA 40 MiCLEBOro oucTpuod’ioTopa.

36epexiTb TpaHCMOPTYBarbHi AOKYMEHTU AN OrNaay NpeacTaBHUKOM NEPEBI3HMKA 3 METOH
nigTBepOKEHHS 3asBM NPO CTPaxoBy BUMMATY.

36epexiTb yNnakoBKy Ansi MaubyTHbLOro TpaHCNOPTYBaHHA

SeraM nocraenserbes B ynakoBLi, cneuianbHO Npu3HayeHin ansa uboro npunagy. byab
nacka, 30epexiTb Lto ynakoBky. BoHa 3Hagobutbcst 4nsi NOBEPHEHHS NpUagy Ha PEMOHT. AKLLO Bam
NnoTpibeH peMOHT, 3BEPHITLCA A0 MiCLLEBOro AuCTpub’oTopa.

3asBa npo HasiBHicTb aedekTiB Ornag nepen NigKNOYEHHAM
Mepen nigknoYeHHSM npunagy HeobXigHO Le pa3 yneBHUTUCS Y BiACYTHOCTI nowkogeHb. Kopnyc
npunagy Ta akcecyapu nNOTPiGHO BidyanbHO NPOBIPUTY Ha HasIBHICTb MOAPSANMWH Ta BIACYTHIX AeTanewn.

HeranHo noBigomnsanTte npo 6yab-siki HeCNpPaBHOCTI

HeravHo noBigomMTe noctavanbHUKOBI Npunagy npo BiACYTHICTb Oyab-sKNX YacTuH abo Npo HasBHi
HEeCNpaBHOCTI, BKa3aBLUM HOMEpP PaxyHKy, CEpinHMI HoMep obnagHaHHA Ta geTanbHuiA 3BIT Npo npobnemy.
B kiHUi Wi€T iHCTPYKLUii 3HaxoauTbca BnaHk NoBepHEHHs!, Ae BU MOXETE onvcaTtu npobnemy.

Bukopucrtosynte BnaHk noBepHeHHs

BnaHk noBepHEHHS MIiCTUTb BCHO iHbopMmaLito, HEOOXiAHY CEPBICHOMY iHXXEHEpPOBI 11 BUPILLEHHS HAsBHOI
npobnemu. bes Takoi iHpopmauii Byae BaxXKko BUSBUTW HECMPABHICTb Ta BiApeMOHTyBaTu npuctpin. LLob
YCYHEHHS HecnpaBHOCTI Bignosigano Bawwvm Bumoram, 3aBxau nosepTtanTe Len npunag 3 3anoBHEHUM
©raHKOM NOBEPHEHHS.

TpaHcnopTyBaHHA Ha HEBENUKi BigcTaHi
[nsa TpaHcnopTyBaHHA Npunagy KOpPUCTYNTECH YOXIOM, LLO BXOAUTb 4O KOMMSEKTY SeraM,

L
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2.2 MapkyBaHHA

Ha npunagi 3HaxoaaTbCa HACTYMHI MapKyBaHHS:

CumBon

MosicHeHHs

[eTani, Wo KoHTakTylTh 3 nauieHTom, Tuny B (3rigHo 3 IEC 60601-1).
[eTani, Wo KOHTaKTYTb 3 Naui€HTOM, HEe MPOBOASATb €MEKTPUYHUIN CTPYM i
MOXYTb BYTU LUBUAKO 3HATI 3 NaujieHTa.

HeTani, Wo KOHTaKTYIOTb 3 NauieHTom, Tuny BF, 3rigHo 3 MixXHapoaHuMm
ctaHgapTom IEC60601-1.

3acTepexeHHs.

[uB. IHCTpYyKLUito 3 ekcnnyaTadii.

BukoHynTe IHCTpyKUitO 3 ekcrngyaTalil.

Qi 2P >

WEEE (gupektunBa EC)

Llen cumBon Bkasye Ha Te, WO Npu HEO6XiAHOCTI yTuni3auii Lboro BUpoby

KIHLEBWIA KOPUCTYBaY Mae BiANpaBuUTU NOro B crieLianbHWI MyHKT 360py BiAXOAiB AnNs nepepobku.
HeBWKOHaHHSA LiiET BUMOMM MOXe HECTU 3arpo3y HABKOMULLHLOMY CEPELOBHLLLY.

3Hak CE Bkasye, o Interacoustics A/S Bignosigae Bumoram
Hopnatky Il AnpekTusK wopo meanyHux Bupobis 93/42/EEC. Cuctema
akocTi cxaneHa TUV Product Service, ineHTudikauiiHmin Homep 0123.

CepiHnin Homep.

[laTa BUroTOBIIEHHS.

Bupo6HuK.

KaTanorosuii Homep.

He BrKoprcTOBYBaTU MOBTOPHO.
Taki YacTVHM, SIK BYLUHI BKNaaK/ Ta aHanoridHi BUpoou, npuaHayeHi Tinbkn ans
OZIHOPAa30BOro BUKOPUCTaHHS.

BepexiTb Big BOSOrN.

[iana3oH BonorocTi AN TpaHCNOPTyBaHHS i 36epiraHHA

[ianasoH Temnepatyp Ans TpaHCnopTyBaHHS i 36epiraHHs
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Nedd TloroTtun.
Interacoustics

Bmukae Ta BuMunkae npucTpin. LLLo® BUMKHYTU NPUCTPIN, HATUCHITL Ta
(b YTPUMYHNTE KHOMKY. HaTUCHITb KOPOTKO, O BUBECTU NPUCTPIN 3i CNAISYOro
pexumy (noraleHunn ekpan).

@ He BMKOPUCTOBYBATK NOBTOPHO.

IP20 CTyniHb 3axMCTy Bifg NOTpannsiHHA CTOPOHHIX NpeaMeTiB, WO 3abe3nevyeTbes
Koprycom. EcdbeKkTMBHO 3axuLLae Big NnpeameTiB po3mipamu Oinblue 3a 12,5 mm.

IP02 CTyniHb 3axMCTy Big NOTPaNMsiHHA PignHK, WO 3a0e3neyvyeTbCAKOPnyCoM.
EdekTnBHO 3axumuiae Big kpanato4oi BoAWM Npy Haxuni Kopnycy nig kytom 15°.

Iue. JopaTtkosy iHdopmaluito oo Sera™.

2.3 IHCTpyKLUii 3 TexHiKn 6e3neku
2.3.1 3aranbHi

3aBxan AOTpMMYyNTECS HMXKYeHaBeaeHuX 3axoaiB 6e3neku. Mpu poboTi 3 enekTpoobnagHaHHSAM
OOTPUMYMTECS 3aranbHUX 3axofiB 6e3nekn. HegoTpumaHHsa UMx 3axo4iB MOXe NMPU3BECTU 40 MOLUIKOAKEHHS
obnagHaHHA Ta TpaBMyBaHHs onepaTtopa abo nauieHTa.

MpauenaBeLlb NOBYHEH NPOIHCTPYKTYBaTK KOXXHOIO MpaLiBHUKA, SIK po3ni3HaBaTh Ta YHUKATU HeGe3neyHux
YMOB Ta SIK KOHTPOJIOBaTK i 3anobirati 6yab-akum Hebeanekam XMUTTIO Ta 340POB't0 Ha POGOYOMY MicLi.

Interacoustics 3Hae, Wo NpaBuna 6e3nekn MOXyTb PiIBHUTUCS B Pi3HNX opraHizauisx. Y pasi npoTupiy Mix
uieto IHCTpykuieto Ta npaBunamm 6esnekn B opraHu3sadii, e BUKOPUCTOBYETLCSA Npunag, cnig
OO0TPUMYBaTMCS CyBOpILLIMX NpaBun 6e3neku.

KopuctyBaTtucs Sera™ noBuHHI gaxiBLi criyxoBoi gonomoru (Hanp., JIOP-nikapi, aygionoru), meanyHi
cecTpy abo TEXHIYHI NpaLiBHUKM, WO NPOWLLIIM BiANOBIAHY MiATOTOBKY.

2.3.2 3acTepexeHHA - 3aranbHi

3ACTEPEXEHHA

Axuio cnuctema yHKUIOHYE HeNnpaBubHO, HE KOPUCTYUTECS HEH0 4O BUKOHAHHS MOTPIOHOro peMoHTy Ta
kanibpysBaHHsa nNpunagy 3rigHo 3 TeXHiYHMMK yMoBamu Interacoustics.

YHuKanTe nagiHHsA NpUcTpoto abo iHLWKX 4K, WO MOXYTb 3aBAaTy NOMY LUKOAW. Y BUNAAKY MOLUKOAXKEHHS
npunagy, NoBEpPHiTb NOro BUPOOHMKOBI ANsi peMOHTY Ta/abo kanibpyBaHHs. He kopucTynTecst npunagom,
SKLLO BW NiJO3PIOETE, L0 BiH HECMPABHUN.
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Llen BMpi® Ta 1rioro cknagoBi PyHKLIOHYHOTb MPaBUIIbHO TiflbKK 32 YMOB KOPUCTYBAHHSA Ta TEXHIYHOMO
obcnyroByBaHHS 3rifHO 3 IHCTPYKUIAMMU, L0 MICTATLCA B Ui IHCTPyKLUIiT, Ha kopnyci npunaay Ta/abo B
iHdbopmauinHMX NUcTKax. He kopuctyntecs HecnpaBHUM npunagom. NepekoHanTeca B HaAiMHOCTI BCiX
NigKMoYeHb 30BHILLHIX akcecyapiB 4o npunagy. 3namai, BiACyTHI, 04eBMOHO 3HOLLEHI, AedbopmoBaHi abo
3abpyOHeHi YacTUHM NigNAraTb HErarHiIn 3aMiHi Ha YUCTI Ta HEeYLUKOOKEHI 3anacHi YacTuHW, siki BUpobnsie
abo noctavae Interacoustics.

O6nagHaHHA He nignsrae peMoHTOBI KOpMUCTyBavyeM. PEMOHT NOBUHEH BUKOHYBATW TifNlbK BMOBHOBAaXEHWN
CepBiCHWI NpeacTaBHUK. [1paBo BHeECEHHs1 MoandikaLin B 06nagHaHHA Mae Tinbky kBanidikoBaHUN
npencTtaBHuK Interacoustics. Mogudikauis uboro obnagHaHHa moxe 0yTn HebecnedHoto.

3a 3anuTom Interacoustics Hagae cxemun, cnMckn getanen, onucy, IHCTPYKLUIT 3 kKanibpyBaHHs Ta iHWY
iHcbopmaLito, HeobXxiaHy cepBiICHOMY NepcoHany Anst PEMOHTY TEXHIYHMX BY3MiB LbOro npunaay, aKi
BM3HAOTbCSA KOMNaHieto Interacoustics sk Taki, WO NignsaraTb PEMOHTY.

He moxHa obcnyrosyBat abo peMoHTyBaTu 6yab-siki eneMeHT 06nagHaHHA B MOMEHT, KON BOHMU
3HaAXOOATbCHA Ha NaLEHTI.

MigkntoyaiiTe Tinbku akcecyapu, npuabadi B Interacoustics Ta npuaHadeHi ans Sera™. MigkntoyaTtu oo
npunagy abo 6a3n MoXxHa TifbKy akcecyapw, siki Interacoustics BU3Hae CymMicCHUMM.

2.3.3 3oBHiWHiI dhakTopn

3ACTEPEXEHHA

KopucTyBatncsa npunagom Ta 30epiratv MOro MoXHa TiflbKu B NMPUMILLEHHI.
PekomeHaoBaHuWI fiana3oH TeMnepaTtyp Anst KOPUCTYBaHHS Npunagom
cknagae Big 5 °C po 40 °C, a gianasoH BigHOCHOI BONOrocCTi NOBITps - Big 15

'T“'-'a *— % 0o 93 % (6es koHaeHcalLlii).

YMoBU TpaHCcnopTyBaHHA Ta 36epiraHHA HaBeaeHi B po3aini 6.

He kopucTynTeca npunagom B yMOBaXx, KONKU Ha eNeKTPOHHI KOMNOHeHTU abo kabeni moxe
notpanutu piguHa. MNMpu nigo3pi Ha NOTpanNsHHA PiAMHM 4O KOMMOHEHTIB cuctemmn abo
akcecyapiB, KOPUCTyBay NOBUHEH NMPUMUHUTL KOPUCTYBaHHA NpunagomM Ao Yacy, Komnm
BMOBHOBAXXEHUN CEPCICHUI NpaLiBHMK OrONIOCUTb KOro 6e3neYHuMm.
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2.3.4 EnekTpu4Ha Ta eneKkTpocTtaTuyHa 6esneka
Mepen Oyab-skMm 06CryroByBaHHSAM BHYTPILLHbOBYLLHMX TenedoHiB, crig

3aCTePeXeHHA  5qry nepeTBOpoBaYi Ta enekTpoan Sera™ 3 navjenTa.

He MOXXHa 0gHOYaCHO TOPKaTUCA KOHTaKTIB Y HWXKHIA YaCcTuHI npunagy Ta
MonepemkeHHs 5 iicnTa. B peaynbTaTi MaLiEHT MOXe NOCTPaXAATH Big HaaMIPHOMO CTPYMY
BUTOKY.

>

He BigkpuBawnTte kopnyc npunagy. O6¢cnyroByBaHHs npunagy NoBUHEH
BMKOHYBaTW TiNbKK KBanigikoBaHUM nepcoHar.

2.3.5 EnekTpomarHiTHa cymicHicTb (EMC)

HesBaxatoum Ha Te, WO nNpunag Bignosigae BUMOram enekTpoMarHiTHoOI
cymicHocTi (EMC), cnig poTpnmyBaTmnca 3axofis 6e3nekn 3 MeTolo
He[oNyLLEHHS BNMBY eNeKTPOMarHiTHMX nonis, Hanpuknag, nonis MobinbHMx
TenedoHiB Ta iH. AKLWO Npunag BUKOPUCTBYETLCS MOONN3Y iHLLIOrO
obnagHaHHs, NOTPIOHO BXMTKM BiANOBIAHMX 3aX0A4iB AN NonepemKkeHHs
BUHWKHEHHSI B3aeMHMX nepewkod. [me. goaaTok wono EMC.

3acTepexeHHs

>

2.3.6 BubyxoHebe3ne4HicTb

Pu3uk Bnbyxy.
3acTepexeHHst ¥y

>

He kopucTyinTecs B NpUCYTHOCTI NErko3anMmcTUX aHeCcTETUKIB Ta iHLLINX
rasie.

He kopucTyinTecs B NpUCYTHOCTI NErko3anMmcTuX ra3oBmx CyMilLIen.
KopucTtyBadi NOBMHHI po3yMmiTn Hebesneky Bubyxy abo noxexi npu
KOpPUCTYBaHHI npunazom B 6e3nocepeHin 6nmM3bKOCTi 4O NEerko3anMmcTnx
rasiB-aHecTeTUKiB.

He kopuctyintecs Sera™ B cepenoBuLlax 3 BUCOKMM BMICTOM KUCHIO
(6bapokamepu, KMCHEBI HAMETN Ta iH.)

2.3.7 KopucTtyBaHHS B AOMAaLLHiIX yMOBaXx

Llen npunag npu3HavyeHun ons KOPUCTyBaHHSA B JOMALLHIX yMoBax (no3a npodeciiHuMm MeanvyHumMm
3aknagamm). MNMpu Lubomy 3apamkaTn Npunag MoXxHa Tinbkvu B NpodecinHnx MeanyHnx 3aknagax. Lle
03Havae, Lo A8 HafaHHs MegMYHMX NOCNyYr Ha oMY A03BOMAETLCS KOPUCTYBATUCS TiNMbKN PYYHUM
(nopTaTuBHMM) NpUcTpoeM. KoprctyBaTtucs 3apsgHnM NpUCTpoeM, GI10KOM XMBIEHHS Ta 623010 Ha AoMy
He MOXHa.

2.3.8 TouHicTb BUMipIOBaHb

[na rapaHTii npaBunbHOro dyHkLioHyBaHHS Sera™, npunag noTpibHo nepeBipaTY Ta kanibpyeaTtu
LLlOHaMeHLLe pas Ha pik.

O6cnyroByBaHHS Ta kKanibpyBaHHSA NOBUHHI BUKOHYBATUCA TiNbKU BNOBHOBaXXEHUM CEPBICHUM NPaLiBHUKOM.
HeBunkoHaHHSA umx nepesipok nopyye Aupektuey €C wono megnyHoro obnagHaHHsa (MDD) Ta iHwwi
HOpMaTMBHI BUMOIU Ta pOBUTb HELIMCHOIO rapaHTito.

KopucTyBaHHsI HekaniGpoBaHUMM NpuiagaMy MoXe Npu3BeCcTy 4O HETOYHMX Pe3ynbTaTiB TECTIB Ta He
peKoMeHOyeTbCS.

2.3.9 Pi3He

S
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YBara:

He nigkntoyanTe anapatHun mogynb SeraTM o komn'toTepa nepep, yCTaHOBKOK MPOrpamMmHoro
3abe3neyveHHs!

36epiraHHsa npu Temnepatypi Hxye 0°C Ta Buwe 50°C moxe HEBIABOPOTHO MOLUKOAUTY Npunag Ta
akcecyapw.

He posmiwynte npunag nobnmay Oyab-akux mpkepen Tenna.

Ob6epexHo NnoBoabTECS 3 MEPETBOPIOBAYaMM, OCKiNTbKM HeobepexxHe NOBOMKEHHS (Hanpuknag, nagiHHs Ha

TBEpAY NOBEPXHIO) MOXE MOLLKOOUTH iX.
Y mexax €sponencbkoro Cotosy yTunisauis enekTpuyHnx/enekTpoHHX BiaxoaiB pasom 3
nobyToBMMM BiAXo4amMu € NPpOTU3aKOHHOK. EnekTpuyHi/enekTpoHHi BigXoam MOXyTb
MiCTUTU Hebe3neyHi peYOBUHY | TOMY NOBUHHI YTUNI3yBaTUCSA OKpemo. Taki BUpobu
BigMi4YeHi CUMBONOM NepekpecrneHoro cMmiTTeBoro 6aka (auB. mantoHok 3nisa). Cnisnpaug
KOpUCTyBaya Bigirpae Baknuey posb y 3abe3neyvyeHHi BUCOKOro piBHS MOBTOPHOrO
BMKOPUCTaHHS Ta NepepobKn enekTpuYHMX/eNneKTPoHHMX BigxoaiB. HeBUKOHaHHA npaBun
yTuUnisauii Takmx BigxoaiB Moxe HaHeCTU LLUKOAY HaBKOIULIHBOMY cepenoBuLly, a OTXe, i
300pPOB’t0 NIIOOUHN.

Mpwn yTunisauii MeanyHnX BiaxodiB y kpaiHax, Lo He BXoaaTb 40 €BPOCO03y, Crig 4OTpUMyBaTUCS MiCLIEBUX

BMMOT Ta HOpPMaTMBIB.

2.3.10 KopucTtyBaHHA obnagHaHHAM nicna TpaHCNOpPTYBaHHA Ta 36epiraHHsA

lMepen kopuCTyBaHHS NepekoHanTecs, Lo npunaza npaBunbHO YHKLIOHYE. Akwo npunaa 36epirascs B
XONOAHOMY NPUMILLIEHHI (HABITb NPOTAroM KOPOTKOrO Yacy), AanTe oMy aknimaTusysatucs. Lie moxe
3alHATN 3HAYHUI Yac, B 3aNeXHOCTI Bif YMOB (TakuX SK Bi4HOCHA BONOrICTb NOBITPSA). [na 3MeHLWeHHs
KoHAeHcalii, 36epirante npunaz B opuriHanbHin ynakosui. AkLLo npunag 36epiraBca B TENMILLMX YMOBaX,
HiDX NOTOYHI YMOBU KOPUCTYBAHHS, XXOAHI 3aXoau nepes KOpUCTyBaHHAM HenoTpibHi. 3 MeTolo 3abesneyeHHst
npaBuUnbHOro PYHKUiIOHYBaHHA Npunaay, perynsapHo BUKOHYNTE nepesipKy ayaioMeTpuyHoro obnagHaHHs.
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2.4 YctaHoBKa 6asu
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Migkntodite Mikpo-USB Bunky tuny A-B 6noka
XMBMEHHA 00 rHidga B 3aaHin YactuHi 6asm (1).

MonepenkeHHs

BukopucTtoBymnTe TiNbKu 610K XKUBNEHHA
UEOBWCP- 050160SPA.

He kopucTymnTecs iHwmnmmn 6rnokamm xmeneHHs. Lie
MOXE CMPUYNHUTM NOXKEXY abo ypaKeHHS
onepaTopa 41 nauieHTa enekTpMYHUM CTPYMOM.

PosmicTiTe 6a3y Ha cToni y BepTuKanbHOMY
nonoxeHHi. basa ocHaweHa gBoma
HanpasnAYUMN AA NPaBUBLHOIO PO3TaLlyBaHHS

npunagy.

PoawmicTiTb Sera™ Ha 6asi Tak, Wob BiH
3HaxoamBcsa Mk U-o6pasHuMmn HanpasnsoumMm.
MpaBunbHe po3milieHHs Npunagy B 6asi noTpibHe
Ons 3abe3neveHHst 3apsifKeHHsT akyMynsaTopa.

o6 BuiiHATKM npunag 3 6a3u, BisbMiTbCS 3a
BEPXHI0 YacTMHy Sera™ (Hag HanpaBnsloYMMK) Ta
nigHIMITE Noro.
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2.5 YcraHoBka TepmonpuHTepa MLP2 Sanibel™ (onuis)

MigkntodeHHs TepmonpuHTepa MLP2 go Sera™ apilicHioeTbest 6e3agpoToBuM wnsixom. Kopuctyitecs
TiNbKN NPUHTEPOM, pekoMeHaoBaHUM Interacoustics.

2.5.1 3apsapxeHHA akymynsaTopa

MpuHTEp Npautoe Big, NiTik-iOHHOrO akymynaTopa.

MigknioyiTe 3apsaHMA NPUCTPIN A0 rHi3aa 3 npasoro 6oky npuHTepa.
CwHin iHgmKkaTop, po3TalloBaHuin 3 60Ky NpUHTEpA, 3aCBITUTLCS - Lie
O3Havae, Wo akymynatop 3apsagxaerscs. LLob sapsantu
aKyMynsaTop, BU NOBWHHI BCTAaBUTK MOro po3'eM 40 PO3MILLLEHOro
300Ky rHizga Ta nigkroynTy BUITKY 4O PO3ETKM.

2.5.2 YcraHOBKa nanepy A0 npuHTepa

L.

LLlo6 BCTABMTM [0 NpUHTEpa BcTtaBTe pynoH nanepy Ao Bmm_rHin KiHeu,b_ nanepy 4epes
HOBUI1 pYNOH nanepy, BigkpuiiTe  NPUHTEpa, Tak 06 KiHeLlb ) Npopi3b Y KpuLLLi Ta 3akpuiTe
MPUHTEP, 3CYHYBLUM [0 Cepeaunn  Nanepy Buxoans y OiKBiOKPUTOI KPULLIKY.

06uaBi 6NaknTHI KHOMKK Ha oro  KPWLLIKW. o _
KPWLLILL. YBIMKHiTb NPUHTEP Ta HATUCHITb

KHOMKyY nogdadi nanepy (3niea);
NPUHTEP BUPIBHAE ETUKETKN
BiJHOCHO OpYKYHOYOT rofiBKu.

OnuioHanbHO Ansa apyky Ha TepmonpuHTepi MLP2 B1 MmoxeTe BUKOPUCTOBYBATK Tepmonanip. Ak noro
BCTAHOBUTW, OMMUCAHO B iIHCTPYKLIT 3 ekcnnyaTadii TepmonpuHTepa MLP2.

2.5.3 BMMKaHHSA Ta BUMMKaHHA NpUHTEpa

LLlo6 yBIMKHYTM Ta BUMKHYTU NPUHTEP, HATUCHITb KHOTKY
BMWUKaHHSA/BUMUKAHHSA Ta yTPUMYITE ii NPOTAroM OBOX CEKyHA. AKLO
NPUHTEP Npautoe Bif akyMynsTopa, 3acBiTUTbCA XXOBTUI iHOUKATOP.

2.5.4 NigknioyeHHs 6e3gpoToBOro NpuHTepa ao Sera™

o6 yMoXnMBUTK OpyK, NOTPIGHO crnioYaTky BCTAHOBUTM CronyYeHHs 6e3apoToBoro npuHTepa Ta Sera™.

o6 nigkniounty 6€34p0oTOBUIA NPUHTEP, BUKOHAWTE HACTYIMHI KPOKMU:

YBIMKHITb NPUHTEP, YTPUMYHOYM KHOMKY YBIMKHEHHS MPOTHArOM 2 CeKyHA.

Ha noptatneHomy 6noui Sera™ sigkpuiite YcTtaHoBku | MpuHTep Ta HaTucHiTh MoLuyk.
Mpunag BMKOHAE NoLwyk 6€30poTOBMX NPUCTPOIB. Lle Moxe 3aiHATU 0o 1 XBUINUHW.

Y cnucky npuctpois 3'aButbca MLP2.

HatucHiTe Bubparm, wob 3aBepLunt Cnony4eHHs.

agbrwbd-~
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YBara: He Bumukaiite npunag Sera™ nig yac gpyky.

MoxkHa cnonyyuTu gekinobka npunagis Sera™ 3 ogHUM npuHTepom. OgHak He MOXHa crionydyBaTy GinbLue
O[HOTO NPUCTPOK ogHoYacHo. To6To, Tinbkn oguH Npunag Sera™ moxe GyTU YBIMKHEHWIA B fjianasoHi
MOLUYKY NPUHTEPA, a NiCNs KOPUCTYBaHHS 3 0AHMM npunagom Sera™ npuHTep cnif BUMKHYTU Ta YBIMKHYTU
3HOBY, W06 yCnilLHO CNOMNYYUTH MOro 3 iHWKMM npunagom Sera™.

AKWo BM Xo4eTe HagpyKyBaTu pesynbTaTh BUMIPIOBaHb Ha NigKNIOYEHOMY NPUHTEPI, PEKOMEHOYETHLCS
YBIMKHYTU MPUHTEP Nepen TUM, K BUKOHYBaTK BUMIpOBaHHSA. Togi NpMHTEpP MaTume 4OCTaTHbO Yacy, wob
BCT@HOBMUTW CMOSyYeHHs, Ta Byae rotToBMM 40 APYKY, KOMW BY 3aBEPLLUMTE BUMIPIOBAHHS.

2.5.5 BiacyTHicTb 3B'A3KY 3 NPUHTEPOM

Axuio 6e3gpoToBUi NPUHTEP BUMKHEHUIN abo 3HaxoaMTbCs Nnosa diana3oHoM

Sera™, npu cnpo6i 3anycky ApYyKYy Ha ekpaHi 3'aBUTbCS NOBIOOMIEHHS NMpPo
Printer not found? MOMWIIKY.

LLlo6 3aKkpuTu NOBIAOMMNEHHS, HATUCHITE KOHTPOSbHY KHOMKY Ha HWXHIN
naHeni ynpasneHHs. YBIMKHITb NpuUHTEp abo nepemicTiTb KOro B Aiana3oH
po6oTn Ta NOBTOPITL CNPOOY.

S
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2.6 AnapatHui mogynb Sera™

AnapaTHuin mogynb Sera™ MiCTUTb Pe3NCTUBHUIA CEHCOPHUIA EKPaH, WO pearye Ha TUCK nanbLs npu
TOPKaHHI 40 iKOHOK.

Ha nepepgHin naHeni npunagy Sera™ sHaxogaTbes
CEHCOpHWI ekpaH (1), kKHonka
Bmk/Bumk/MoBepHeHHs (2) Ta CBIiTNOBUI iHOUKaTOP

3apsaay (3).

Y BepXxHil YacTuHI Npunagy 3HaxoauTbCsa po3'em Angd
NigKNIOYEHHS nonepeaHbOro nigcunoBada
kCBI/kabento 3oHay OAE (1).

B HWXHIM YacTuHi Nnpunagy 3HaxoauTbcs pos'eM Ans
Mikpo-USB (1) Ta npopi3b ANns KpinmieHHs WUAHOIo
LWHYpKa (2) Anst TpaHCNOpPTyBaHHA Npunagy.

S
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2.7 MigknioyeHHs kabens 3oHAay Ao Sera™

30Ha, Lo BUKOpUCTOBYETLCA 3 Sera™, HasuBaeTbest 3oHA OWA. Migkntountun 3oHa OWA go npunagy MoxHa
JBoMa crnocobamu:

1) BesnocepeaHbo Ao npunaay (Tinbku ans OAE)

2) Yepes kabenb nonepeaHboro niacunosada (ansa OAE Ta asTomatuyHoro Tecty KCBIM)

Mepen TuMm, gk nigkniovaTtn abo eigkntodatu kabens 3oHay OWA
4yu nonepeaHbLOro nigcuntoBadva Ao npunagy Sera™ , BUMKHITb
npunag.

3acTepexeHHst

MoenHanTe penbedHy ToUKy Ha wTekepi 3oHaAy OWA/kabento
nonepeaHbOro NiacunoBaya 3 Takok X TOYKOK Ha NepeHin
YacTuWHI rHi3ga, po3mileHoro 3sepxy Ha npunagi Sera™.,
BcTaBTe wTekep B rHi3go 4o ynopy.

MpucTpinn Sera npusHayeHnn ANa HanpaBneHHs!
30Hay/nonepeaHbOro NocunioBaya y npaBuibHE NMOMOXEHHS.

2.8 [Mipkno4yeHHA NnepeTBOpIOBaYiB A0 NonepeaHbLOro niacunoBayva

Kabenb nonepeaHbOro niacunioBaya HeobxiaHWi Ang asTomaTudHoro TectyBaHHs KCBIT Ta

MOXe 3aCTOCOBYBaTUCS 3 yCiMa iHLUMMKU TECTOBMMW MOAYMSIMU.
MoenHanTte wrekep 3oHay OWA/kabernto BHYTPILLHLOBYLLUHOMO
TenedoHa/EarCup 3 rHi3gomM y BepXHiln YacTuHi kabento
nonepeaHbLOro nigcuroBaya (ouB. MapKyBaHHs). BctaBTe witekep
B rHi3go go ynopy. Npuctpii Sera npusHadeHnin ans HanpaefieHHs

30HAy/nonepeaHbLOro NoCUoBaya y NpaBuIibHE MNOSNOXEHHS.
3acTepexeHHs

2.9 [MigknoyeHHA KabeniB enekTpoAiB A0 nonepeaHbLOro nigcuntoBayva

/

BcTasTe Tpu enekTpobHi kabeni go ynopy B

€MNeKTPOHI PO3'eMN Y BEPXHIl YaCTuUHI

nonepeaHboro nigcuntosayva. Koneopu kabenis Ta

po3'eMiB NOBUHHI cniBnagaTwu.

MepekoHawnTecs, Wo kabeni NOBHICTIO BCTaBMEHi A0 pO3'eMiB.

Pre
',
by “‘l!e’rn

b
omf“”g
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2.10 BukopucTtaHHsa nepeTtBoptoBaya IP30 3 ByluHuMuM BKnagkamm abo amGywiropamm
EarCups (Tinbkun ABRIS)

3 mogynem ABRIS 3actocoBytoTbes ABi Bepcii nepeTsoptoBava IP30.

IP30 ctepeo ID 3BHYTPILWHLOBYLIHUMMK TeNedoHaMK IP30 ctepeo ID 3 EarCups

- #
- J =
CTtepeo ID-tenedoHun IP30 BMKOpPUCTOBYIOTHCS 3 Ctepeo ID-tenedonu IP30 3 EarCups
BYLLUHUMW BKNagkamu, WO BAAraloTbCS Yepes 3aCTOCOBYOTLCS 3 OAHOPA30BMMU ambByLLopamMu
aganTtep. [NepeTBOpOBaY Mae MapKyBaHHsI EarCups wwo Basralotbca Yyepes agantep.
“KanibpoBaHuin ons 3acToCyBaHHSA 3 BYLUHUMMU MepeTBOpOBaY Mae MapKyBaHHS
BKnagkamu”. “KanidopoBaHuin ans 3actocyBaHHs 3 EarCups”.

Xo4a nepeTBoptoBaYdi MaloTb OOHAKOBWUIA 30BHILLHIA BUrMSA, 3aBXaW KOPUCTYNTECS HAMMU TiflbKK 3
po3XigHMKamK, ANsi AKX BOHM KanibpoBaHi (Bknagku 4m amoyLutopu). HenpaBunbHE KOPUCTYBAHHSA MOXe
NpU3BECTU 0O HETOYHUX pe3yrbTaTiB Yepes Pi3HULI0 KanibpyBaHHS.

2.11 MigKnoYeHHA A0 OnuioHaNbLHOro NepeBipPOYHOro 610Ky

W ® ¢

MepesipoyHun 6nok ABRIS MoxHa BUKOpUCTOBYBATU AN OLIHKM NPaBUbHOCTI (PYHKLUiIOHYBaHHS
anapaTHOro moayrns, enekTpoaHux kabenis Ta nepeTeBoproBaviB.

Crepeo ID-Teneconn IP30 — po3micTiTb CUHIO dhnaHLEBY BKNagKy Ha KiHYMKY aganTtepa A58 BYLIHUX
BKIaJoK Ta BCTaBTe ajanTtep B OTBOPU NepeBipovHOro 61oky.

Crepeo ID-tenedonmn IP30 3 EarCups — BcTaBTe YopHi agantepu anst EarCup 6e3nocepenHLo B
OTBOpPM NEepeBiPOYHOro 60Ky .

(dns TecTyBaHHS NauieHTiB NepeBipoYHMN 610K HEMOTPIBHNIA.)

A
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2.12 MNepeTBOplOBayi Ta KaniopyBaHHs

MepeTBOptOBaYi, LLO 3acTOCOBYOTLCH 3 Sera™ , matoTb cneujianbHui WwWtekep Omnetics, Wo
nossonsie 36epiraty kanibpysanbHi AaHi B kabeni/wutekepi (Takox Ha3uBaeTbes |ID-nepeTBoOptoBay).
Taki nepeTBoptoBaui (30HAW, BHYTPILUHBOBYLLHI TeNegOoHM Ta iH.) MOXHa NigKnYaT 4o pPi3HUX
npunagie Sera™ 6e3 noTpebu nepekanibpyBaHHSA Anst KOHKPeTHoro npunagy Sera™. Sera™
aBTOMaTUYHO BM3HAYae TUMN NepeTBOpoBaYva Ta 3unTye KkaniopysanbHi gaHi 3 ID-nepeTBoptoBava.
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2.13 3apsapxeHHs Ta xuBneHHa Sera™

2.13.1 AkymynsaTtop

Mpunag xXunBuTbLCA Big GaraTopasoBoro nNiTik-ioHHOro akymynaTopa. Llen akyMmynartop 3apsgkaerbes,
KOnu nNpunag po3MillieHo y 6asi, Wo X1BUTLCS Big NEPEMIHHOIO CTPYyMY.
Takox 3apaauTn akymynsaTop MoXHa HacTynHUMK cnocobamum:

e T[ligkntoviTe Nnpunag go yBimkHeHoro 1K 3a gonomoroto USB-kabens, o BXoAuTb Y
komnnekT. Take 3apsamkeHHs 6yae nosinbHIWKWM, HiX Big 6asn.

e [ligkntoviTe Npynag Ao enekTpoMepexi 3a 4oNOMOoror 610Ky XnBrneHHs 6asu,
nigknouYnBLIM Noro 6e3nocepedHbo Ao Mikpo-USB nopty Sera™

Llen npunag npuaHayeHuin onsa nigknioYeHHs 0o iHWnX NPUCTPOIB 3 METOH0
CTBOPEHHSI MEONYHOI eNEKTPUYHOI cucTeMU. 30BHILLHI NPUCTPOI,
npusHayeHi Ansa nigknoyYeHHs 00 [xepena BXigHoro/BuxigHoro curHany
abo iHWKnX 3’eAHyBaYiB, MOBUHHI BiANOBiAaTM NEBHOMY CTaHAapTy,
Hanpuknag MEK 60950-1 Ha IT-o6nagHaHHs, a Takoxxk MEK 60601 Ha
MeanyHe eneKkTpuyYHe obnagHaHHs.

Okpim TOrO, BCi NOAiOHI kKOMBiHaLiT (TO6TO, Mean4YHi enekTprYHi CUCTEMM) NOBUHHI Bi4NOBIZATM BMMOram
Gesneku, BUKNageHM B 3aransHomy ctaHaapTi MEK 60601-1, pepakuia 3, ctatta 16. byab-ake
obrnagHaHHs, Wo He BignoBigae BUMoram Ao CTpyMy BUTOKY, BUKNageHuMm y ctangapti MEK 60601-1,
MOBMHHO 3HAXOAUTUCH 3a MeXamu cepeaoBuLLa, Lo OToYYE NauieHTa, Tob6To He 6nvxkye 1,5 m Big
MicLe3HaxooKeHHS nauieHTa, abo )X MOBUHHO OTPMMYBATM XMBIIEHHS Yepe3 po3nogifibHUNA
TpaHcdopmaTop, SKui obmexye cTpym BuToky. Ocoba, Wwo nigknoyae 30BHILWHE 0bnagHaHHS Oo
curHanbHoro Bxoay/suxogy abo go iHwum po3’emiB (TOOTO, opMye MeOUUHY ENEKTPUYHY CUCTEMY), HECE
Bi4NOBiAanbHICTb 3a BigNOBIAHICTL CTBOPEHOI CUCTEMU BUMOraMm. Y BUNaaKy BUHUKHEHHSA CYMHIBIB,
3BEPHITLCA A0 KBanigikoBaHOro MeAMYHOro TexHika abo micLeBoro npeacraBHUKa BUpobHuka. MNpu
nigkniodeHHi npunagy fo MK (IT-obnagHaHHs, Wwo dopMye MeAnNYHy enekTpuYHy CUCTEMY) criigkynte, wob
npunag He TOpKaBcA NauieHTa, Konu B1 NpautoeTe Ha KOMN'OTepi.

Mpw nigkntoyerHi npunagy o MK (IT-obnagHaHHS, Wo opMye MeauYHy enekTpuyHy cuctemMy), cama
cuctema y 36opi Ta il Mmogudikauii NOBMHHI OUiHIOBaTUCS KBanihikoBaHUM MeAUYHUM TEXHIKOM Y
BigNoBigHOCTI 4o npaBun TexHikn 6e3nekn MEK 60601.

YBara! USB-po3’em npunagy NOBMHEH MaTW i30NSLIMHUIA 3aXMCT YacTWH, O KOHTAKTYHOTb 3 MaLiEHTOM.
Mpun HEBUKOHaHHI Lboro 3axody 6e3neku, NaLieHT Moxe BYTU ypaKeHU BUTIKaO4YMM CTPYMOM.

BaxnuBe 3ayBaxeHHs: 3amiHy BHYTPILLWHbOrO akyMynsTopa NoOBUHEH BUKOHYBaTU TiNlbKN BIIOBHOBAaXEHWN
CepBiCHWI NpauiBHUK. AKLLO y BUNAAKy 3aMiHN akyMynsaTopa, BUKOHAHOT iHWMMK ocobamu, ByayTb
MOLUKOPKEHI ENEKTPOHHI KOMMOHEHW Npunagy, rapaHTis Ha BUPIO Npu peMoHTI He aiaTume.

L
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2.13.2 Yac poboTtu akymynsaTopa Ta Yac 3apsagKeHHs
JoTpumynTecsa HacTynHUX 3axonis 6esneku:

TexHiuHe 06CNyroByBaHHS aKyMyJATOpPa MoXe BUKOHYBaTU TillbKun
BMOBHOBaXeHWN CepBiCHUM NepcoHan.
o AKyMynaTOp MOBUHEH BYTN NOBHICTIO 3apsSoKEHUM
e He kmpariTe akymynsaTop 40 BOMHIO Ta He nigaaBanTe MOoro BNMBOBI BUCOKMX
TemnepaTyp
e He nowkoaxynTe akyMynaTop Ta He KOPUCTYUTECH MOLUKOLXKEHUM aKyMynaToOpoOM
e He 3aHyptoriTe akymynatop y Bogy
e He 3amukanTe KOHTaKTN akyMynsTopa Ta He AoMnyCcKanTe NOopYLEHHS NOSIAPHOCTI
e AKyMynsITOp NOYMHAE 3apsimKaTics aBTOMaTUYHO, konu npunag Sera™ npaBunbHO
po3MiLLeHo Ha 0asi, WO XXMBUTLCS Bif AXepena nepeMiHHOro ctpymy, abo
nigkntoveHo go MK vyepes USB
e KopwucTyiTecs Tinbku 3apsigiHUM NPUCTPOEM, LLIO BXOAUTb A0 KOMMNekTy Sera™

. an/IJ'IaD, Sera™ aBTOMaTU4YHO BiAKMIOYMTLCS, KONK 3apAan akymyndartopa CtaHe
3aHaATO HU3bKMM ANA NpoaOBXEHHA p060TI/I.

Maiite Ha yBas3i:

Mpy NnoBHOMY 3apsaai akymynaTopa Ta nonepeaHbLO BCTAHOBIEHNX NapaMeTpax eHepro3tbepexeHHs Ta
aBTOMATUYHOIO BUMKHEHHS, Npuiagom Sera™ MoxHa KopUcTyBaTUCS NPOTArOM BCbOro pob0o4Yoro AHs 3a
HOpPMaJibHMX YMOB.

B Tabnwuui 1 HaBegeHun npubnuaHnin Yac 3apsamkeHHs (Y3) akymynaropa. Yvcna B Tabnuvui HaBegeHi 3
ornsigy Ha Te, WO npunag nig vac 3apsaxeHHs1 BUMKHEHWA.

Tabnuusa 1: MpubnusHuii Yac 3apsmxkeHHs Sera™ (B roanHax)

Y3 Big USB

Y3 BIiA 6a3m Ao (MK) ao 90%

90%

Y3 yepes3 USB (IK)
Ta 6a3y Ao 90%

Bumk 6 9 3.5

2.13.3 Ceitnosi inaukaTtopu Sera™

B Tabnuui Hx4Ye HaBeaeHi 3Ha4YeHHs CBITNOBUX IHAMKATOPIB, WO aKTUBYIOTLCS Ha npunagi SeraTM 3a pisHux
ymoB (guB. Tabn. 32).

Tabnuua 2: 3HayeHHs cBITNOBUX iHAUKaTOpiB Ha Sera™ Ta 6asi.

CtaH

npunaay: BumMmKHeHuM YBiMKHeHUMn Pexxnm eHepro36epexeHHs
Akymyna'rop AKyMynHTOp He AKymynﬂ'rop AkymynsaTop AKymynﬂ'rop AKyMynSITOp He

CTaH 3apsaXacTbcsl 3apﬂﬂ”fa€"'b°"/ He MOBHMI |NOBHUIA 3apsgKacTbea  [3aPAAXAETLCA

NOBHUM1

aKkymynsropa:

3apsgxeHHs Big USB MocTiHuiA cunin | MocTiiHni 3eneHnin| BymK. BumK. Brivmatounit cuHii | Bymarodnn 3en

3apapxeHHs BiA 6a3u | MNocTiiHWA curin | MocTinHuiA 3eneHnii| Bumk. Bumk. Brmmatounit cuHin | Erpmaroumnin 3en

He 3apsagxaeTbcsa| BumkHeHni BumkHeHnn Bumk. Bumk. H/3 Brnnmatounn sen

. MocTinHnn MocTinHnn Brnvmatounii Brnvmatounii
HecnpaBHuu 3€NEHUI+CUHI | 3eneHNI+CUHiIl Bumk. Bumk. 3eNeHNA+CUHIN | 3eneHuii+cuHiil
akvmvnaTrnn
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2.14 NporpamHui naket HearSIM™
MpucTpin Sera™ moxHa nig’eaHaTy oo MK yepes USB-kabenb aAns BUKOPUCTaHHS y NOEOHaHHI 3
HearSIM™. [MporpamHe 3abe3neyeHHs HearSIM™ no3Bonsie kopuctyBayy nepcoHanisysatu
HanawTyBaHHS npucTpoto Sera™, kepyBaTy 4AHUMUN CKPUHIHTY A eKCnopTyBaTH iX A0 iHLWKUX CUCTEM
6a3 gaHux.
HeTtanbHa iHdopMauis MicTUTbCS B IHCTPYKLUIT 3 ekcninyaTauii HearSIM™,

2.15 NiueHsii

OTpumaHmnin Bamum Bupi6 Sera™ Bxxe MicTUTb niueHsito(-i) Ha nporpamHi Mmogyni, 3aMoBreHi Bamn. AKLWO
BM XoueTe JofaTu Ha NpuCTpin Wwe oavH Tun tecty (Hanp., DPOAE abo TEOAE), 3BepHiTbcs Ao
TOProBOro npeacTaBHuMKa Anst NpuabdaHHSA HOBOI NiLeH3il.

2.15.1 JopgaBaHHA HOBOI niueH3ii go Sera™
LLlo6 nopatun HOBY niueH3sito:

1. TlepekoHanTecs, IO BU MaETe OCTaHHIO BEPCito NporpaMHoro 3abesneveHHs Sera™.

2. Migkntovite npunag Sera™ po MK 3a gonomoroto USB-kabens, Wo BXoAUTb 40 KOMMMEKTY.

3. BanycrTitb chann FirmwareUpgradeSera.exe, Wo MicTuTbesa y nanui “IHcTpymeHTn” B USB-KapTi
nam'atiSera™.,

4. HatucHiTe OHOBMTM Ta BUKOHAWNTE iIHCTPYKLII Ha ekpaHi. Tenep Ha BaLOMy NPUCTPOI
BCTaHOBIIEHA OCTaHHS BEPCis NPOLUMBKA. AKLLO BU He 3pobuTe Lie, HOBUIA MiLleH30BaHUA T1N
TEeCTYy MOXe 3anyCTUTLCH B CTapiLlin Bepcil.

5. 3anycrTiTb dhann ErisLicenseManager.exe, Wo mMicTuTbCa y nanui “IHcTpymeHTn” B USB-kapTi

nam'atiSera™.

BBepfiTb HOBMI NiLEH3INHUI KITHOY Ta HATUCHITb KHOMKY YCTaHOBUTU MiLEH3Ito.

Tenep NpoLUMBKa BaLLIOro NPUCTPOK OHOBMEHA, a HOBUI TN TecTy Byae HasiBHUIA y npunagiSera™

No

2.16 OHOBNEHHS NPOLINBKN

Interacoustics nepioguyHo BMNyckae HoBi Bepcii npowmnBku ans npunagy Sera™. [ns
onTMMasbHOro OYHKLIOHYBaHHS BaLl MPUCTPI NOBMHEH 3aBXAW MaTu BCTAHOBIEHY
OCTaHHIO BEPCit0 NPOLLUNBKU.

[nsa nepesipku BepCii NPOLLMBKU:

HaTucHiTb KHOMNKY YCTaHOBKM Ha —

"onoBHOMY eKpaHi l
6. HartucHite "lpo nporpamy"

7. Bepcia npowmBku npunagy BigobpaxyeTbca nopyd 3 gatamu komninauii MCU ta DSP.

o6 06HOBMTU NPOLLUBKY Ha BaLLOMY NPUCTPOI:
1. TllepekoHallTecs, L0 BU MaeTe OCTaHHIO BepCilo nporpamMHoro 3abesnevyeHHs Sera™:
2. Nigkntovite npunag Sera™ go MK 3a gonomoroto USB-ka6ens, Lo BXOAWTb 40 KOMMIIEKTY.
3. 3anycrTiTb pann FirmwareUpgradeSera.exe, wo mictutbcs y nanui “IHctpymeHTn” B USB-kapTi
nam'ati Sera™.
4. HatucHiTe OHOBUTW Ta BUKOHaWTE IHCTPYKLIT Ha ekpaHi.
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3 IHcTpyKUil 3 ekcnnyaTauil
3.1 3aranbHi 3axoan 6e3nekun

Mpwn KOpUCTyBaHHI NpUNagom JOTPUMYMATECS HAacTYMHMX 3aranbHUX 3axoniB 6e3neku:

3ACTEPEXEHHA

—_

KopucTtyitecs npunagoM TinbKu 3rigHO 3 Li€to iHCTPYKLIEL.

2. Kopuctyntecs Tinbkv 0gHOpPa3oBMMU BYLLHMMM BKNagkamu Sanibel, npusHayeHnmm gns
BMKOPUCTAHHSA 3 LM Mpunazaom.

3. [ns YHUKHEHHS nowmMpeHHs iHPeKUInHMX 3aXBOPIOBaHb, 3aBXAN BUKOPUCTOBYMTE HOBY BYLLHY

BKI1aZKy, noporioHoBy Bkrnaaky abo EarCup ans KoxHoro nauiedta. He MoxHa noBTOpHO
BMKOPUCTOBYBATM BYLLHI BKITaAKW1, MOPOJIOHOBI BKNagkn abo amobywtopu EarCups.

4. Hikonu He BcTaBnanTe 30HA 40 Byxa 6e3 HakOHeYHMKA: BiACYTHICTb HAKOHEYHUKA MOXe
MOLLKOANTW BYLLHUIM KaHan naujieHTa.

Tpumante kOpobKy 3 BYLLIHMMMW BKNagkamMu no3a 30HOK JOCSKHOCTI NaLlieHTa.

BcTaBnante 30HA4 3 HAKOHEYHNKOM [0 ByXa TakMM YMHOM, LWo6 3abe3neymT Noro repmeTnyHe
po3TallyBaHHS i HEe HAHECTW LWKOAM NauieHToBi. HakoHeYHK 30Hay 060B’siI3KOBO NOBUHEH By TU
YMCTUM Ta Bi4NOBIOHOIO PO3MIpy.

BukoHymTe CTUMYRALiO TINbKU HA IHTEHCUBHOCTSIX, MPUNHATHUX ANS NaLieHTa.
PekomeHOyeTbCA Ha NOYaTKy KOXHOro poboyvoro AHA BUKOHYBaTW NepeBipKy, Wob yneBHUTUCS,
Lo nepeTBOptOBaYi, 30HA Ta/abo kabenb NpaBunbHO OYHKLUIOHYOTbL Ans BUMiptoBaHb KCBIT,
TEOAE 1a DPOAE.

oo

o N

9. PerynsipHO YMCTiTb HAKOHEYHUK 30HAY, OCKIITbKM BigKnageHHS BYLLHOI Cipku Ta iHLworo 6pyay
HeraTMBHO BNIMBAKOTb HA Pe3yrbTaTu BUMIPIOBaHb.

YBara: [epiioyeprosy ysary Tpeba npuainatim o6epexxHoMy NOBODKEHHIO 3 NPUMAAoM, KU
1. 3HaxoaUTLCH y KOHTAKTI 3 NauieHToM. [Ins MakcuMarbHOi TOYHOCTI pe3ynbTaTis HeobxiaHe
ctabinbHe NoNoXeHHs npunaay nig Yac ob6CTeXEHHS.

2. TlMpunagom Seral SCIIi KOPUCTYBATUCS B TUXOMY CEPEAOBMULLI, 06 30BHILLHI LUyMX HE BNMBanu
Ha TOYHICTb pe3ynbTaTiB. AKYCTWIHI YMOBM MOXe OUiHNTK daxiBeLb, SKMN NPOWLLOB creuianbHy
niaroToBKy 3 akycTuku. B po3aini 11
ctangapty 1ISO 8253 HaBegeHi BUMOMM 40 aKyCTUYHUX YMOB NPUMILLLEHHS ANS BUKOHAHHSA
ayaioMeTpUYHUX TECTIB CNyXy.

3. He moxHa npoTupaTtu kopnyc nepeTBoptoBaya BOAOK abo KopUCTyBaTUCS NigpyYHUMU
IHCTpPYMEHTaMM Ans NOro YNLLLEHHS.

4. He ponyckante nagiHHA npunagy abo Heabanoro 06XomKeHHS 3 HAM. Y BUNaaKy nadiHHs abo
iHLLIOro NOLLKOKEHHS Npunaay NOBEPHITb MOro BUpOBHMKY AN peMOoHTY Ta/abo kanibpyBaHHa. He
KOPUCTYMTECh NpUagoM y Bunagky noro MMoBipHOT MOMOMKWN.

O3Hakn HecnpaBHOCTI, MOXINMBI MPUYNHN Ta METOAM iX YCYHEHHS ONMCaHi B
JokymeHTi "[onaTkoBa iHopmaLis npo SeraM-,

S
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3.2 BmMuKaHHA Ta BAMMKaHHA Sera™

BUMKHYTU Sera™, HaTUCHITb Ha YTPUMYITE KHOMKY MNoBepHEHHS
npoTarom npu6n. 2 cekyHa. Sera™ 3aBxaun 3anyckaetbcs 3 FlonosHoOro
eKpaHy.

YBara: Mpunag Sera™ saBaHTa)xyeTbcs NPOTArom Npubn. 5 cekyHA.

d) LLlo6 yBiMKkHYTV Sera™, HaTucHiTb kHonky MNMoBepHeHHs (Home). LLlo6

Mpw KopucTyBaHHI Npunagom ogpasy nicnsa TpaHcnopTyBaHHSA - AnB. po3gin 2.3.10.

B npoLeci 3aBaHTaXXeHHS Ha ekpaHi MOXYTb 3'ABUTUCS BaXXNMBI HaragyBaHHsi abo iHgopmauis. Hanpuknag:
e HaragyBaHHsi Npo 3akiH4eHHSA TEPMiHY KanibpyBaHHsI

o [lonepemkeHHs NPO HU3LKWUIA 3apsag akymynsaTopa

3.3 TecTyBaHHA nig Yac 3apsaXKeHHsA

MoxxHa BMKOHYyBaTWUCSl TECTYBaHHS B TOW Yac, sik npunag Sera™ 3apsimkaeTbes Ha 6asi, skwo 3apsay
OOCTaTHbO OJ18 MPOBEAEHHS] TECTYBaHHSI.

TakoX MoXHa BUKOHYBaTWN TECTYBaHHS B TOM Yac sik Sera™ nigkntoueHuin 4o yeimkHeHoro MK yepes
USB-kabenb abo 6e3nocepeHbo A0 enekTpomMepexi Yepes 610K XnBneHHs. OgHak enekTpuYHi
nepeLLKoan MOXYTb MPUBHOCUTY LIYM OO 3apeeCTPOBaHNX BMMIpOBaHb, BUMarayy NogOBXEHHS Yacy
TECTyBaHHSA Ta NigBULLYHOYM MOXITUBICTE OTPMMaHHS HEeYCMILIHOro pe3ynbTaTty. TOMy BUKOHYBaTK
TEeCTyBaHHA 3a JOMOMOrot npunagy, nigkntodeHoro go MNK abo enekrpomepexi, He pekOMEHAYETHCS.

3.4 InaukaTop 3apsay akymynsitopa

Konu 3apsia akymynstopa Sera™ 3HusuTbesl, BU nobaymTe, LLO CUMBOS akyMynsaTopa B NpaBoMy BEPXHLOMY
KyTi nopTaTMBHOro 650Ky 3MiHUTL Korip. Konu piBeHb 3apsiiy akymynsitopa CTaHe HaCTifTbKM HU3bKUM, Lo
nogarnbLue BUKOHaHHS BMMIPIOBaHb CTaHE HEMOXIVBUM, Ha eKpaHi 3'ABUTbCS MONEPEMKEHHS, BUMIPIOBaHHS
3yNUHUTBLCS, a BCi 3anucaHi aaHi byayTtb 36epexeHi. LLlob npoaoBxuTn TecTyBaHHs, noctasTe Sera™ Ha
6a3y abo nigkntoyitb go MK yepes USB-kabenb. MNicns nepesanycky Sera™, nonepeaHbo BUMIpsIHI AaHi
OyayTb BiAHOBIEHI, | B 3MOXETEe NPOAOBXUTY BUMIPIOBaAHHA 6€3 HeobXigHOCTI MOBTOPHOIO TECTYBAHHS.
Select Patient @E] CraH 3apsgy akymyndaropa rpadivyHo BigoOpaKyeTbCa Ha NaHeni cTaHy
y BEPXHill YaCTUHI CEHCOPHOro ekpaHy YBIMKHeHoro npunagy Sera™.

Lt [MOSICHEHHSI CMMBOTIIB CTaHy aKyMynsiTopa HaBezaeHi B Tabnuui 1.
16718960-1510-00011 O
16718960-1510-00008
i M
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Tabnuusa 1: MNoACHEHHS CMMBONIB CTaHy akymynaTopa.

CumBon CrtaH akymynsTopa

Woe 3apamkeHHs

100%

75 %

50 %

25%

10% (3anuwwmnocs npubn. 30 XB. aKTUBHOIO TECTYBaHHSA)

5% (TecTyBaHHSA He MOXe ByTn BUKOHAHO; 3apsaiTbAKOMOra ckopilLe)

000G W0E@

3% (aBTOMaTUYHE BUMKHEHHS)

3.5 Pob6ota 3 Sera™ Ta onuc kHonok

3.5.1 ®opmart ekpaHy Sera™
Huxuye HaBeOeHUI 3aranbHUin popmat ekpaHy Sera™

‘ 10. Hassa ekpaHy

Select Patient 1 (=)
: "

CraH/nig3aronoBok

Quick Test
1671896 0-1510-00011

12. TonoBHUK ekpaH

13. IHgukaTop akymynstopa

16718960-1510-00008
Meyer

O 16718960-1510-00006

16718960-1510-00010
Bray

16718960-1510-00004

14. OyHKUiOHanbHa KHoMka

15. MaHenb ynpaBniHHA 3 (PyHKUiIOHANbHUMKW KHOMKaMMu

16718960-1510-00003

16718960-1510-00002
Schmuck, Constanze

Cf Cf Y @ Wy @y my W

{3
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3.5.2 OcHoOBHI pyHKUiOHaNbHi KHONKK

®yHKLiT OCHOBHUX KHOMOK HaBeaeHi B Tabnuui 2.

Tabnuusa 2: OcHOBHI dyHKLiOHAmNbHiI KHOMKW.

Ka

e @E EEE

OK
(npuaHaTN/
36eperTn)

Opyk

CropiHkoto Bropy Im

MepernsaHyTu
nons Tecty

CTton (TecT)

Obuaga
Byxa
(TecT)

Mopsigok
COpTYyBaHHS
(andagiTHUN)

]

Hasan
(nonepegHin
eKkpaH)

s

3.5.3 KnasiaTypa (cneuianbHi cumsonun)

Mowwyk

CTOpiHKO BHU3

Mepentn go
TecTy/novatu
TecT

3anyctutn
NOBTOPHO (TECT)

lMpaBe Byxo

Mopsipok

COpTYyBaHHS
(XpoHonorivyHuiA)

Bigmina

Dopatn
KOMeEHTap

[NokasaTu cnucok TecTiB

May3a (TecT)

LLBunako
nopatu
HOBOIO
nawieHTa

JliBe Byxo

3MiHUTHU
TecTyBarnbHUKa

3a 3aMOBYyBaHHAM Ha KnasiaTypi BCTAHOBMNEHWI aHrnincbkun Habip cumeonis. LLo6 oTpumaTu
JOCTyn A0 cneuianbHUX CUMBONIB 3 iHLUIWMX MOB, HATUCHITb Ta YTPUMYyNTE KNagilly 3 NiTepoto,

HanbinbLL noaibHo Ao niTepw, sika BaMm NoTpidHa. Ha ekpaHi BinobpasaTbcsa HasiBHi
anbTepHaTMBHI CUMBOIMW.

D-0125759-A - 2020/03
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Wl

Hwxkde HaBeeHi cneuianbHi CMMBONKW, AOCTYMHI NPU HATUCHEHHI 3HAKIB aHMMINCLKOro andasiTy:

O

pzd

Py
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3.5.4 TlonoBHuM ekpaH

@ Mew Patient
@ Select Palient

@ Quick Test

Wl

3BuyaliHo npunag Sera™ sanyckaeTbesl 3 FonoBHOro ekpaHy. Ha
rONIOBHOMY eKpaHi MIiCTATbCSI KHOMKM, L0 HagaloTb 4OCTYN A0
ronoBHUX dOYHKLi Sera™.

Ha ekpaHi MicTuTbCsl HacTynHa iHdopmauis:

e HaTtucHitb HoBMI nauieHT, W06 BBECTN AemorpadivHi aaHi
HoBoro nauieHTa. lNMicna BBoay iHdopMaLil Npo naudieHTa, Bu
MoxeTe 36epertu 1noro iM'st B 6asi JaHux, Lo BUKOHATH
TeCTyBaHHS NisHiwe, abo po3noyaTn TeCTyBaHHSA oapasy.

e HaTtucHiTb Bubparm nauieHTa, Wwob6 no6ayunTy CNUCOK NauieHTiB,
36epexeHux Ha npunagi. Bubepitb nauieHTa, WwWob nepernsHyTh
Moro aetarnbHyo gemorpadiyny iHgopmauito abo iHdopmaliito
Npo BUKOHaHI TecTu, abo Wwob posnoyaTtu TecT.

e HaTtucHitb LBMAKe TecTyBaHHA, Wob oapasy nepenTtn go
TecTyBaHHS 6e3 BBoAy iHhopMaLii Npo nauieHTa. PesynbtaTtu
LUBMAKOrO TECTY TUMYacoBO 36epiratoTbes nig Hassoto "LLUBmakuii
TecT". AKWo BN Xo4eTe 30eperTu Cecito LUBUAKMX TECTIB ANs
KOHKPETHOrO nauieHTa, BU MOXeTe 3pobutu Le, BiapeaarysasLUmn
iHcbopmaLito Npo naujieHTa.

e KHonka 3miHUTM kopucTyBaya Oyne HeakTMBHOW, sKWO 06nikoBui
3anunc KopucTyBaya AeakTuBoBaHuUA. HaTucHiTb 3MiHUTKU KopucTyBaya,

wo6 BMMUTKM 3 MNOTOYHOro OGMIKOBOrO 3anmucy Ta BIAKPUTM CMMCOK
KOpUCTyBauiB, ie BM 3MOXKeTe BMOpaTH HOBOTO KOPUCTYBaYa.

e HaTucHiTb YCcTaHOBKM, OO BiKPUTW CNINCOK YCTAHOBOK
npunaay, siki MoxHa 3MiHuTK 6eanocepeaHbo Ha Sera™. [lesiki
YCTaHOBKMN MOXHa 3MIHUTK Tinbku Yepes nporpamy HearSIM™

3.5.5 [NopaBaHHS1 HOBOroO MNaLji€eHTa

New Patient

Enter Details [E3)]

Patient ID

16718960-1610-00088

Last Hame

First Name

Date of Birth

26-10-201¢6

Gender

Unspecified hd

Risk Factors

Press to edit

Other risk factor

Press to edit

o [&T»

D-0125759-A — 2020/03
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IHdbopmaLis Npo nauieHTa BBOAUTLCA BPy4YHY Ha Sera™ Ha ekpaHi
Hoswuin nauieHT. HaTUCHITE kKHONKY HOoBWUI NauieHT Ha rofioBHOMY
eKpaHi.

Ha ekpaHi HoBuIn nauieHT BMGEpIiTbL None ansg BBOOyY AaHMX,
TOPKHYBLUMCL Moro. BigkpmneTbea BignosigHui 3acib ons eBoay
OaHux (knaeiatypa, Bunagatouni kaneHgap abo cnmcok). Beegitb
AaHi nauieHTa B NoTpiOHI nons:

ID-HOomep nauieHTa (00oB'sA3koBE Morne)
Mpissue

Im'a

[ata HapooKeHHSA

Cratb

dakTopu pu3unky

[HLWIi dpakTOpK PU3UNKY

BubupainTte Ta BBoAbTE AaHi, NOKN He 3anoBHUTE BCi OaxaHi nons.

Mone "ID-Homep nauieHTa" 06OB'I3KOBO NMOBUHHO By TH
3anoBHeHe Ansi 36epexeHHs AaHnx abo BUKOHaHHS TeCTy.

s )
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Enter Details

Patient ID:
16718960-1510-00005
Last Name:

Hightingale

First Name:
Sarah
Date of Birth:
16-10-2015
Gender:
Unspecified
Risk Factors:

Press to edit

Wl

MoxkHa HanawTyBaTh NMPUCTPIA TaKUM YNHOM, LLOO BiH aBTOMATUYHO
BBoamB ID-HOMep y e none, wob He pobuTn Le Bpy4Hy. Popmar
aBToMaTu4Horo ID-Homepy cknagaeTbCa 3 CePiHOrO HOMEpPY NPUCTPOID,
poky Ta micsusa B popmati PPMM Ta nopsakosoro Homepy Big 1 oo

65550. Llen ID-HoMep mMoxHa Bigpeaarysatu Npu BBEAEHHI AaHMX
nauieHra.

HanawTtyeaHHs Sera™ gnsa asTomaTtuyHoro Beoay ID-HomepiB
BMKOHYETbCSA B nporpami HearSIM™,

Micns 3aBepLUeHHs1 BBOAY AaHUX, BY MOXeTe oapa3sy NepenTi 4o TeCTyBaHHS abo HaTUCHYTU KHOMKY "LLBUAKO

popaTtun” .

Enter Details

fAittention?

ID already exists.
Cannot enter

duplicate ID.

D-0125759-A — 2020/03
Sera™ - IHCTpYKUii 3 BUKOpUCTaHHS - YKP

3.5.6 HecniBnagiHHsa ID-HOMepiB nauieHTIB

ID-HOMep nauieHTa NoBMHEH ByTuM yHikanbHUM. Mpy cnpobi BBOOY
icHytovoro IDHomMepa ang iHworo nauieHTa B 6a3y gaHuX, Ha ekpaHi
3'ABUTbCS NOBIOOMMEHHS NPO HecniBnagiHHA. 3akpunTte Le
NOBIJOMSIEHHS, HATUCHYBLUW Ha rasioyKy Ha HWKHUIA NaHeni ynpasniHHS,
Ta 3MiHiTb ID-HOMep Ha iHWWIA YHIKanbHUA HOMED.

s )
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3.5.7 BwubGip nauieHTa 3i cnucky
BubpaTn nauieHta moxHa 3i Cnucky nauieHTis. [ins uboro HaTUCHITL KHONKy BnbpaTtu nauieHTa Ha

ronioBHOMY eraHi.

Select Patient =1 L=

Quick Test

O

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

Cf [0 my Wy @ Wy W

3HanTK NoTpiGHOro NavieHTa y CnMcky MoXHa pisHMMn cnocobamu:
HaTucHiTb kHomnky Mowyk, Wob BiAKPUTU ekpaH, Ha AKOMY BU
MOXeTe BBECTU NOBHiCcTio abo yacTkoBo |ID-HOMep naujieHTa,
noro npissuile abo iM'a Ta 3anycTuTh NOLYK BiOMNOBIAHNX
nauieHTiB. Tenep BiAKPUETLCA CKOPOYEHUI CNIUCOK NALiEHTIB, LLO

lMicna Bubopy naujieHTa BU MOXeTE:
o [lepernsHyTH icTOpItO TECTYBaHb NaLieHTa

o [poTectyBaTu nauieHTa

Y cnucky nauieHTiB cnpasa Big, imeHi/ID-HoMepy nauieHTa 3HaxoANTbCA KBaapaTuK, BUMMSA SIKOro BianoBigae
cTaHoBi TecTiB (Tabnuus 3).

Tabnuusa 3: CtaH TecTiB nauieHTa.

16718960-1510-00008

Heyer D
16718960-1510-00003 @
B EME0-1510-00003 E
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MICTUTb TiNbKW JaHi, SKi BiANoBiaatoTb BBEAEHUM BaMU.

FopTa|7|Te CMMCOK 32 ONOMOrOoK KHONOK BHU3 Ta Bropy, NOKN He

3HamgeTe NoTpibHOro nauieHTa.

HaTucHiTb Ha iM'st noTpidHOro nauieHTa, Wob BiakpuTU
ekpaH |HdopMauis npo nauieHTa.

Hemae 36epexxeHnx Ha npunagi TeCTiB ANs LbOro nauieHTa.

€ TecTn, 30epexeHi Ha npunagi (Big 1 4o 49 TecTiB).

{3
s

Interacoustics

3bepexeHa MakcumarnbHa KinbkicTb TecTiB (50). [lonaTkoBi TeCTh Ans
LbOro naujieHTa He MOXyTb BYTU BUKOHaHI.
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3.6 3aranbHa iHopMauisa Npo TeCTyBaHHA

3.6.1 MiaroToBka nauieHTa — ABTOMaTn4Hum tect KCBI1

Mig yac aBToMatmyHoro Tecty KCBIT enekTpuyHi curHanu HEPBOBUX LUSSXIB MiXK 3aBUTKO Ta CTOBOYpOM
rONOBHOIO MO3KY PEECTPYIOTHCS 3a JONOMOrol enekTPOoAiB, Lo PO3MILLYTLCA Ha Tini AUTUHU. OCKINbKK Ui
CUrHanu gye marii, Ta 4O HUX MOXYTb AOMilLyBaTUCS MiOreHHi CUrHanu, pekoMeHayeTbCs BUKOHYBaTH
TECT, KONN gUTUHA CNnTb abo 3HAXOAUTBLCA B AyXKe CMOKIMHOMY cTaHi. [1poTsarom Tecty AnTnHa Moxe
nexaTu B NKeYKy, Ha cTonnky abo Ha pykax y korocb 3 6aTbkiB.

LLlo6 enekTpoan nobpe KOHTaKTyBanm 3i LWKipoH (Manu HMU3bKWI iMneaaHc), NoTPiGHO NpaBMIbHO
nigrotyeatu Wkipy. Micna NnpoTupaHHs WKipw, 3iTPiTh 3 HET 3anuLLKX rento Ans nigrotoBku, Woo wkipa byna
cyxoto. Lle 3abesneunTtb 0o6py agresito 04HOPA30BMX ENEKTPOAIB A0 LUKIPW.
MopanbLui iHCTPYKLUIT 3 NiAroTOBKM NaLieHTa Ta CXeMU PO3MILLLEHHSI eNeKTPOAIB MICTATLCS B
fokymeHTi "[logaTkoBa iHgopmauis Sera™",

MonepemkeHHs  Pusuk acdikcii.
Kabeni He NOBUHHI TOpKaTUCA WU OUTUHN.

3acTepexeHHs  YhpkaiiTe KOHTAKTY HEBUKOPUCTAHUX €NEKTPOAIB 3 iHILIMMM
AeTansiMy, o NPOBOAATbL CTPYM.

3.6.2 MiaroToBka nauieHTa — Tect OAE

Peakuii OAE pgaxxe marni, TOMy pekoMeHAYETbCA BUKOHYBATU TECT, KONW AUTUHA CNUTb ab0 3HaX0anTbCS
B AY>X€ CMOKINHOMY cTaHi. [MpoTarom TecTy AUTMHA MOXE NeXaTu B JKeUKy, Ha CTONUKY abo Ha pykax y
Korocb 3 6aTbKiB.

MopanbLui iHCTPYKLUIT 3 NiAroTOBKM NaLieHTa Ta CXeMU PO3MiLLLEHHST eNeKTPOaiB MiCTATLCS B
OOKYMEHTi "
HopaTtkoBa iHgopMmaLis Sera™",

3.6.3 Bwu0bip Ta 3acTocyBaHHA BYLUHMUX BKNagokK

BywHi Bknagku Sanibel™ npusHayeHi 4ns ogHopa3oBoro KOpUcTyBaHHS. [OBTOpHE BUKOPUCTaHHS
BYLLIHMX BKNagoK MoXe NpU3BeCTU A0 NOLUMPEHHS iHeKLi MK nauieHTamu.

MNepepn TecTyBaHHAM CRig OCHACTUTU HAKOHEYHUK 30HAY Ta BHYTPILIHBOBYLLUHI TENEdOHM BYLLHMMN
BKIaZkaMu BiAMoBigHOro TMNopo3mipy. Bubip ByLUHWX BKNaZAoK 3anexuTb Big po3mipy Ta popmu
CMyXOBOro Npoxody Ta Byxa. Takox BMOIp MOXe 3anexaTu Big BaliMx BnacHUx ynogobaHe Ta cnocoby
BMKOHAaHHS TECTy.
il - lMepen novaTkom TeCTy NepekoHamTecs, Lo BYLUHA BKragka MiLHO cuanTb B
M ' ‘ .' cnyxoBomy npoxogi. ®naHuesi Ta rpnboBuaHi Bknagku 3abesnevytote 4obpy
B repMeTUYHICTb, 403BOMSAYM BaM TECTyBaTh, HE TPUMaK4M B pykax 3oHA abo
BHYTPILUHLOBYLUHUI TeNEedOH.
Take TeCcTyBaHHSA 3MEHLLYE MOXMUBICTb BUHUKHEHHS KOHTAKTHOrO LLUYMY, LLO
nepeLuKoaXae BUMipOBaHHSAM.

YBara: Bci posxigHuku, Wwo BxoaaTb Ao koMmnnekTy Sera™, surotoeneHi Sanibel Supply®. Cuctema byna
npoTecToBaHa TiflbkM 3 3aCTOCYBaHHSAM pPo3XiAHMKIB BUpoOHUUTBa Sanibel Supply®. BukopucTaHHs
PO3XiOHWKIB iHLLOT MapKN MOXe 3MIHWUTU Xif Ta pe3ynbTaTh TECTIB | TOMY HE PEeKOMEHAYETLCS.

S
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PoaxigHuku Sanibel™ He micTaTb natekcy, gieTunrekcundTtanaTty Ta GicdpeHony A i
BiQNOBiIgalOTh Aito4YMM cTaHgapTam 6ioCcyMmiCHOCTI.

Cnncok TMNopo3MmipiB BYLUHUX BKNaAoK - AnB. KopoTke kepiBHUUTBO "HAK
BMOpaTu BYLUHY BKNaaKy NOTPiOHOro Tunopo3mipy" B AoKymeHTi "[loaaTkoBa
iHdopmauia Sera™",

MonepemkenHsi PU3nk 3apyxu.
TpumanTe BYLUHI BKNagKu Ta iHWIi HEeBeNUKi npegMeTn nNo3a 30HOK
OOCSXKHOCTI AUTUHMU.

3.6.4 BwukopucTtaHHsa EarCups

MepiatTpuyni ambywopn EarCups™ BupobHuuTBa Sanibel™ npusHayeHi Ans 0AHOPa30BOro KOPUCTYBAHHS.
MoBTOpHE BMKOpUCTaHHs EarCups mMoxe nNpm3BecTn OO NOLUMPEHHS iHeKUi Mibk nauieHTaMmy Ta NOTEHLINHO
BMIIVMHYTW Ha piBEHb CTUMYINY, LLO NOAAETLCH A0 ByXa MawjieHTa.

lMepen TecTyBaHHAM NepekoHanTecs, Wwo ambywiop EarCup npaBuibHO NpuegHaHMiA 4O crevlianbHOoro
aganTepa, y CBO 4epry npuegHaHoro go Tpybok tenedoHa. Mpwu 3HaTTi EarCup 3 Byxa KopucTymTecs
CNMPTOBMMU CepBeTKamMu abo BOAOIO, 0O 3MEHLUNTU NOAPA3HEHHS AUTSYOT LLUKIPW.

Mepen TecTyBaHHAM nepekoHanTecs, wWwo agantep EarCup noBHicTio
BCTaBneHun go ogHopasoBoro EarCup. HenpaBunbHO BCTaBneHun agantep
= MOXe NPU3BECTW A0 NOPYLUEHHS PiBHA CTUMYIY, WO NOAAETLCH A0 ByXa
— ‘ . nauieHTa, i TakMm YMHOM BMIIMHYTU Ha pe3ynbTaTh TecTy.
-

\ YBara: Bci po3xigHuku, wo BxogaTb g0 Komnnekty SeraTM, BUroToBMEHi
L Sanibel Supply®. Cuctema 6yna npotectoBaHa Tifbkn 3 3aCTOCYBaHHAM
. posxigHukis BupobHuuTtea Sanibel Supply®. BukopucTaHHs po3XigHUKIB iHLIOT
MapKu Moxe 3MiHUTU Xif Ta pe3ynbTaTh TeCTiB | TOMY HE PEKOMEHOYETLCS.
PosxigHukn SanibelTM He MicTATb natekcy, gieTunrekcundtanaty Ta
GiccbeHony A i BignoigatoTb AitoumMm ctangapTam 6iocyMmicHOCTI.

3.6.5 [louaTok Tecty
TecT MOXHa noyaTu pisHMMKM cnocobamu:

o Patent 16. lMicna BBoAay iHpopmaLii Ha ekpaHi HoBuI nadieHT.

17. Ha ekpaHi IHpopmaLia npo nauieHTa nicns Bubopy noTpibHOro
nauieHTa 3i CNMCKy nauieHTiB.

18. LUBMAKWUIA TecCT (Ha roNoOBHOMY €KpaHi).
®yHKLUiO LIBNOKOrO TECTY MOXE aKTUBYBaTW/Ae3aKkTnByBaTU
AamiHictpaTop B nporpami HearSIM™., Akilo Ha BalwoMy npucTpoi
dYHKUis LUBUAKOTO TECTY Ae3aKTMBOBaHa, kHomka LUBnakun TecT
Ha royflIoBHOMY eKkpaHi 6yae BiacyTHs.

Quick Test

HacTynHi npouecu ogHakoBi, HE3anexHo Bif TUMNY TECTY, SKUA BN BUKOHYETe (ABTOMaTU4He
TecTyBaHHA KCBI1 abo OAE).

HaTucHiTe Ha kHonky TecT |“, Wwob posnoyvaTty npouec TeCcTyBaHHA. B 3anexHOCTi Big HanawTyBaHb
BALLOro NPUCTPOID, MOXYTb BIAKPUTUCS iHLLI €eKpaHu OO0 TOro, SK BiAKPUETLCSH eKpaH caMoro TecTy.
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3.6.6 BubGip Tuny Tecty

Select Test [E3)]
Quick Test

TEOAE

(T0O 1.5-4 kHz, 3/, SNR 4 dB )

DPOAE

(DOO 2-5 kHz, 374, SHR 6 dB )

ABR

( A00 CE-Chirp 35 dB nHL )

21 1 1

Wil

Axuio Baww npunag Mae nileHsito Ang BUKOHAHHSA SIK aBTOMaTUYHOrO TeCTy
KCBIT, Tak i OAE, abo mae Aekrnbka NpoTOKONIB A4S O4HOrO TUMY TECTY,
BiOKpUETLCS ekpaH Bubip Tecty, oe BM MoxeTe BUBpaTu, sikuii TecT
xoyeTe BUKoHyBaTwW. [ig Tnom Tecty (Hanp., TEOAE) micTuTbCs HasBa
NpOTOKONY.

BinobpaxeHHs1 TECTIB TaKOX 3aNeXuTb Bifd TOro, IKUn NnepeTBoptoBaY
nigknioYeHnin. Hanpuknag, skwo no Sera™ nigknodeHnii TiNbKu 3oHA,
aBToMaTu4Horo TecTy KCBI1y cnucky He Byae. LLlo6 aBTOMaTUYHWIA TECT
KCBI 3'aBuBcS y cnncky, 4o npunagy cnif nigknioYMT nonepeaHin
niacunoBad 3 BiANOBIOHMM NepeTBOplOBaYEM.

4 . MNoganblua iHopmMaLlis LLOAO NPOTOKOSIB MICTUTLCS Y

| . nokymeHTi "[ogaTkosa iHdopMalLis Sera™',

3.6.7 3anoBHeHHSA noniB, WO BiAHOCATLCA A0 TeCTy

Edit Test Fields

Screening Facility

Hospital Status

Outpatient -

Screener

Jessica Ramos
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Bu moxeTe HanawTtysatu Sera™ B nporpami HearSIM™ tak, Wwo6 BiH
30epiraB Npu KOXXHOMY TECTi HAcCTynHy iHdopmaLlito:

o Hassa 3aknagy, oe BUKOHYETbCHA CKPUHIHT
e CraTtyc naujieHta

AKwo us dyHKLUiA akTMBOBaHA, BiAKPUETLCSA eKpaH, Ae BU MoXeTe
3aMNOBHUTU U NONS AN KOHKPEeTHOro nadieHta. OCKinbku gyxe yacTo ui
nons OAHAKOBI ANs Pi3HUX NaUIEHTIB, HA eKpaHi 3'ABNATLCSA paHille
BBeAeHi AaHi, a Bam Oyae noTpibHO TinbkK NigTBEPAUTY iX, HATUCHYBLUX
Ha KHOMKy TecT, AKLO AaHi y NoNsx NpaBUsbHI.

AKwo nicns 3aBaHTaXXeHHS MPUCTPOO BY YBIWLLNW A0 CBOro 06MikoBOro
3anucy, pa3om 3 pesynbTaTamu TecTy Oyae 3bepexeHe Balle npi3suLLe,
sIKe Ha LUbOMY eKpaHi BigobpaxatumeTtbcs B pexumi "Tinbkn ons
YnTaHHS".

s )
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3.6.8 CumBonu pesynbTaTiB CKPUHIHIY
MosicHeHHs cuMBONIB pe3ynbTaTiB CKPUHIHIY HaBeaeHi B Tabnuui 3.

Tabnuusa 3: CuvBonu pesynbTaTiB CKPUHIHTY.

CumBon Pe3ynbTaT CKPUHIHTY
v YeniwHni
HeycniwHun
2 HesaBepLueHwii

3.6.9 [lpuumHa 3ynMHEHHSs1 He3aBepLIEHOro TecTy

Select Stop Reason (=] AaMmiHicTpaTop Moxe akTuByBaTK dpyHKLito Sera™ B nporpami
16718960-1510-00009 HearSIM™ | 1106 npu 3ynMHEHHi TeCcTy Bpy4YHY Ha ekpaHi
Could not test aBTOMaTUYHO BifoGpaxyBaBcsa cnucok BnbepiTb NpuymHy 3ynmHKu

He3aBepLUeHoro TecTy. Lis iHdopmauis 6yae 36epexeHa pa3om 3
iHWOoo iHpopmaLieto Npo TecT.

Inwalid

S
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3.6.10 [pyk nicns TecTyBaHHA

View Tests (=]
16718960-1510-00009

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

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

-

Opyk pe3ynbTaTiB TECTY Ha NPUHTEPI ANS eTUKETOK MOXHa
3anyCcTUTU Ha ekpaHi "TecT BUKOHAHO", HATUCHYBLLM KHOMKY CNucok
TecTiB Ha HWXHIN NaHeni ynpaBniHHA. Bigkpnetbca cnncok TecTis,
BMKOHaHUX A1 NauieHTa, B 3BOPOTHOMY XPOHOJIOFNYHOMY MOPSaKY.

[lns BawWoi 3py4YHOCTI, pe3ynbTaTh OCTaHHIX TeCTiB N5 NpaBoro Ta
niBoro Byxa B MOTOYHIN cecil ByayTb BXe BUBpaHi Ansa ApyKy
(3eneHi ranoykm Ha No3HauyLi NpuHTEpa 3 NpaBoro 60Ky CrMCKy).
LLlo6 BigmiHnTK Len Bnbip, TOPKHITLCA cumBony. Bu moxeTe
BMOpaTK 3i CNUCKY pe3yrnbTaTy iHWKX TECTIB, B 3a5I€XHOCTI Big
BaLWmx ynogobaHsb.

Axwo BM BUBpanu 3i cnucky Ans ApyKy TiNbKn No ogHOMY
pesynbTaTy Afs NpaBoro Ta NiBoro Byxa, pe3ynbtaty Ans 06ox Byx
OyayTb HAaApyKOBaHi Ha OAHIN eTukeTui. AKLWwo By BUBpanu ans
OHOro Byxa ABa Ta Oinblue TecTiB, KOXHWUIA pe3ynbTaT byae
HaZpYyKOBaHU Ha OKPEMIi eTUKETL.

YBara: IKoHkM ApyKy He 3'ABnsioTbea Ha npunagdi Sera™ 3a HacTynHUX yMoB:

1. Axwo apyk abo 6e3npoToBe MigKNOYEHHS Ae3aKkTMBOBaHe Ha npunagi Yepes HearSIM™ a6o
2. [pw BigcyTHOCTI cnony4eHHs npuHTepa ta Sera™.
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3.7 AsBTomaTuyHe TectyBaHHA KCBI

MMig Yac aBToMaTuyHOro TectyBaHHs KCBI ekpaHu 3MiHIOKTLCA BiAMNOBIAHO A0 NpoLecy, Wo BiabyBaeTbCs,
Ta HasIBHMX [0 BUKOHAHHS ONLLiA.

A, Mopanblia iHopmMaLis Wwoao asToMaTtuyHoro TectyBaHHsa KCBI Ta npoTokoniB TECTY MICTUTLCA B
| nokymeHTi "[logaTkoBa iHgopmalis Sera™",

3.7.1 TouyaTKoBMI eKpaH aBTOMaTU4HOro tecty KCBI1

MoyaTKkoBUI ekpaH aBToMaTU4YHOro TecTy KCBI MicTUTL HacTynHy iHpopMmauito Ta IHCTPYKUT
(Tabnuug 4).

Tabnuusa 4: NoyaTkoBUI ekpaH aBTOMaTMYHOro Tecty KCBI.

@™
Nightingale, Sarah

Prepare Patient

IHdopmauis Bigobpaxye

o Nightingale, Sarah npo naujieHTa. BMGpaHe im's
‘. C SN ) ; naujieHTa
-
KHonka BrGopy HaTuckante,
Hightingale, Sarah ByXa. |.I.|,06 BI/16paTI/1
BYXO
Prepare the patient Tun 3 06p AKEHHS!
Select ear ‘ .
Place transducers _ Q & 9 nepeTsoploBaya. nepeTsoptoBaya bins
[ =l -
Quist patient? 2 *) rosioBU OUTUHU O3HAYae
Start test I'I?peTBOprOBal-l,
nigKnoYeHn oo
npunagy

: (EarCups,
G de) 9 BHYTPILLHBOBYLLUHWNA
- TenedoH abo 30HA).

. - ’
3e) IR

IHCTpykUia fo Bino6paxye
Prepare the patient TecTy. iHCTPYKUIi Ao
Select ear BMKOHAHHS
Place transducers ecT
Quiet patient? ecty.
Start test

KHonka Myck. MounHae

! B | !'lepeBipKy
J iMmnegaHcy.
e KHonka Hasaga. [NoBepHeHHa a0
ﬂ ONEPEAHbOTD
eKpaHy.

S
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3.7.2 [EkpaH nepeBipku iMmneaaHcy

MMig yac nepeBipkx iMNegaHCy CUMBONM ENEKTPOAIB HA MantoHKy AMTAY0I ronosu OyayTe maTu 3eneHuii abo
XKOBTUW KOMip, a 3Ha4YeHHs imnegaHcy B KOM nokasyoTbesl BHU3Y ekpaHy (Tabnuus 5). Akwo 3HaveHHs
iMneaaHcy BCiX enekTpoais 3anuwatotbes "3eneHnmn” (<50 kOM) NpOTArom AekinbKOX NOCNIAOBHUX CEKYHA,
nepesipka iMnefaHcy 3akiH4yeTbCs, Ta aBTOMAaTMYHO NOYNHAETLCA (pa3a BUSIBIIEHHSA peakuin.

Tabnuusa 5: ExkpaH nepesipku imnegaHcy - ABToMatuyHuin Tect KCBIT.

@~
Hightingale, Sarah

Prepare Patient

p o Impedance check [E3]  Indopmauis npo Mokasye, Lo
‘ Q ':. 5 9 ; Nightingale, Sara xif Tecty. npunag
L J

3HaxoAauTbCH B
pexumi nepesipkn

iMmnegaHcy.
Impedanra rhark (EJ|  IHdopmauia npo Binobpaxye
< nauieHra. BubpaHe imM'a
naujieHra.
IHcbopmavuia npo Hapae iHdopmauito
3 nepesipKky Npo 3HaYeHHs!

L b . .
IMOedaHcy. IMNegaHCy:
geioog ey
i) el [ v 3erneHuit = nobpuit
I | 1@ oW 11 IMIEAAHC.

YKoBTUI = noraHumn
iMmnepaHc.

3HaveHHs imnegaHcy
Bigo6paxyoTbCs B
KOm.

KHonka Cton. 3ynunHsie nepesipky
@ iMnegaHcy.

KHonka MpuaynuHse/npoaosxye

Igl g Maysa/lMpogoBxuTu. nepesipKy iMneaaHcy.

Axwo Oyab-sKkviA iHOMKaTOp iMMNedaHcy 3anuLMTbCs "KOBTUM", MOKPALLiTh iMNegaHc LbOoro enekrpoay
HACTYNHUM YUHOM:

o [lepekoHanTecs, WO enekTpoa NpaBuibHO PO3MILLEHWUA Ha NiArOTOBAHIN LUKIpi

e  AKwio iMNegaHc 3anvaeTCbs NOraHumM, Moxe ByTn NOTPIGHO 3HATU eneKkTpoa Ta MOBTOPHO
OYUCTUTY LLKIpY 3@ AOMOMOrO0 rento A NiAroTOBKM LUKIPU/KOHOYKTUBHOIO rento. IHkonm
MOXHa MOBTOPHO HaknacTu
TOW caMuin enekTpo, ogHak Npu HeLOCTaTHIM aaresii kpalle BUKOPUCTaTh HOBUM €NEKTPOL.

AKWo iMnegaHc 3anuuaeTbCs NOraHMM, Ha ekpaHi 3'aBUTbCA NOBIgOMIIEHHS "Hac nepeBipkn
iMnegaHcy BudepnaHo” (npmbn. yepes 60 cekyHA nicnsa novaTky nepesipku). licnsa Toro, Ak
BW 3aKpUETE Lie NOBIAOMIMEHHS, NpUnNaa NoOBEPHETLCH Ha NOYATKOBUIN EeKpaH.
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3.7.3 EkpaH aBTOMaTU4HOro BumMiptoBaHHsA KCBI1

Mig yac aBToMaTtmyHoro BumiptoBaHHs KCBI rpadik nokasye xig TeCTy 40 OCATHEHHS YCMILLIHOro pe3ynbTaty
(Tabnuus 6). YepBoHa cmyra - Lie Xif TecTy Ans NpaBoro Byxa, a CMHS - 4ns NiBoro.

Micna 3aBepLUeHHSA TECTY Hag rpadikoM 3'ABMNSETbCS CUMBOI pe3ynbTaTy CKPUHIHTY.
Tabnuusa 6: ExpaH aBToMaTU4HUX BMMiptoBaHb KCBI.

e

Testing...
Hightingale, $arah

o Testing... =] IHbopMmaLisi Npo Mokaaye, wWo npunag
p Hightingale, Sara xig Tecty. 3HaXOANTLCS B PEXUMI
TECTYBaHHS.
Uy ? ) k) . R
‘. ¢ o) J ; Testinn (=] IHbopmaLis npo Binobpaxye
« nauieHTa. BubpaHe iM's
naujieHra.
MaHeni xopy TecTy. Hapae iHdpopmalito

npo xig Tecty ans
OTPUMAHHS YCriLLHOro

pesynbTaTy.
Nﬂiﬁe - | { ¢ ]
£ 80 4
Time 1
1] [ Noise I v MaHenb wymy Bkasye Ha sakicTb
e — (BigmiveHa noto4Hoi EET.
rarnoyKkoto, SKLO
piBEHb LWYMY
NPUAHATHUIA).
Tine W MaHenb yacy. Yac TecTyBaHHS, WO NPOWLLIOB.
KHonka Cron. 3ynuHsie TecT;
peecTpyeTbes K
HesaBepLueHun.
KHonka May3aa/ MpusynuHse/npogoexye
lgl m MpogosxnTn BUMIPIOBaHHS.
D-0125759-A — 2020/03 &
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3.7.31

MMip yac TectyBaHHS Ha MaHeni wWymy BigobpaxyeTbca aMmnniTyaa BxigHMx cemnnis EEN. Akwo ui BXigHi
cUrHanm 4ocTaTHbO TUXi, WO anropuTm BUSIBMIEHHS peakuii Mir npuiiMatn Ta 06pobnstu ix, cnpaea Big
naHeni WyMmy 3'ABnsieTCbA 3eneHa ranodka. Akwo BxigHi cemnnu EEI mictsaTe gyxe 6araTto wymy
(MioreHHOro 4m enexkTpUYHOro), ranoyka LesHe, a naHenb Bio6pasnTb piBEHb LUYMY, L0 NEPEBULLYE
piBEHb BiAKMAAHHS.

Ao ue TpanuTbcsl, NoCTaBTe TECT Ha Nay3y Ta 3HU3bTE PiBEHb LUYMY, BraMyBaBLUW AUTUHY abo
BMMKHYBLUW JXXepena enekTpudHOro wymy.

MaHenb wymy

3.7.3.2 MNaHenb yacy

Mig yac TectyBaHHs MaHenb Yacy (xoAay TecTy) Oyae NOCTYNOBO 3anMoOBHIOBATUCS B XOAi OTPUMAaHHS
sKiCHMX gaHux. lMicna oTpumanHs sikicHux cemnnie EET npotarom 180 cekyHg (3 XBWAWH), NaHenb
MOBHICTIO 3aNOBHMTLCS, @ TECT aBTOMATUYHO 3aBEPLUUTLCS.

3.7.3.3 EkpaH "TecT BUKOHaHO"

lMicnsa 3aBepLUEHHS TECTY pe3ynbTaT OCTAaHHLOrO BUKOHAHOMO TECTY 3anuWnTbLCSA Ha ekpaHri (Tabnuus 7).
KHonka Bnbopy Byxa 3HOBY CTaHe aKTMBHOLO, TakK LLIO KOPUCTYBa4 3MoXe BUbpaTu iHLe BYXO Ans
TecTyBaHHS abo NOBTOPMTU TECT AN BXXe BMOpaHOro Byxa.

KHonky BMGOpY Byxa TakoX MOXHa BUKOPUCTOBYBATU ANs BUOOPY Ta nepernsay pesynbTaTiB 0CTaHHbOro
aBTOMaTU4HOro BumiptoBaHHsi KCBI1, BUKOHAHOro A4ns NpaBoro Ta JliBoro Byxa Mig vYac NoTOYHOI Cecil.

Tabnuusa 7: ABTomatnyHe TectyBaHHs KBCI - EkpaH "TecT BUKOHaHO".

Done!
Hightingale, Sarah

@E]

IHdbopmauis npo xig TecTy. Bkasye, Lo TecT 3aBepLUeHo.

Donat ookedl  IHdopmauis npo Bigobpaskye
v v - \‘” nauiexTa. BuGpaHe iM's
nauieHTa.
Done! @"&? KHonka BuGopy Byxa. HaTuckaiite, wo6

-3
D
=
@
[x}
=

[
LA -
g =
x]

Time

2@ ok

-
=
25

u
@
g
i
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Hightingale, Sarah

frtifact

Time

FAYE ]

0 kn

MaHeni xogy Tecty,
CYMBONM pesyrnbTaTiB
Ta goAaTkosa
iHdopmauis.

KHonka Myck.

s
interacoustics

BMOpaTK BYXO.

Hapae iHopmauito
npo peaynbTaTn
OCTaHHbLOrO TECTY,
BMKOHaHOro Ans
BMOpaHoOro Byxa.

Mo4ymHae nepesipky
imnegaHcy ons
HOBOTO TECTY.
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TecTiB

: ] KHonka Hasaga.

e 3
s

Interacoustics

KHonka NMoka3atu cnncok

KHonka JogaTtn kKomeHTap.

Bigkpvneae cnucok BCix TecTiB,
BWKOHaHMX Nif Yac NoTOYHOI cecil.

AKLWO NpUHTEP YCTaHOBMEHWN,
pes3ynbTaT MOXHa HaapyKyBaTy.

BubepiTtb, 006
[onatu KomeHTap
[0 TiNbKu Wo
BWKOHAHOIO TeCTy.

[MoBepHeHHs oo
nonepeaHbOro ekpaHy
(Bnbepitb TMN TECTY
abo Migrotynte
naujieHTa).
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Akuwio KopucTyBay 3anyckae HOBUI TECT ANS LWOMHO NPOTECTOBAHOMO ByXa, BiAKPUETHCA HACTYMHUIA EKPaH:

fAittentiont

Ear(s) passed last test.
Retest?

Artifact 46 %
Time 10 sec
1@ ok 1 kit
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Lle noBigoMneHHs crnosilae KOpMCTyBaYa, Lo BubpaHe ByXO BXe
LLIOMHO TeCTyBarocs, Ta NpocuTb NiaTBepAnTM 6axaHHs e pa3
npoTecTyBaTu Lie BYXO.

BnbepiTb KHOMKY 3 rarnoykoto K4 | 11106 NPOAOBXKMTM MOBTOPHE
TecTyBaHHs, abo kHonky "BigmiHa" #0106 BiOMiHWUTK
NOBTOPHE TECTyBaHHS Ta NOBEPHYTUCH Ha ekpaH "TecT BUKOHaHO".

e 3
s )
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3.8 TectyBaHHsa OAE

Mig yac TectyBaHHss OAE ekpaHM 3MiHIOIOTbCA BiAMNOBIAHO A0 NMpoLuecy, WO BiadyBaeTbCH, Ta HAasiBHMX 40
BUKOHAHHS OMLii.

Moganbwa iHdopmauis woao tectisB DPOAE, TEOAE Ta npoTOKOMiB MICTUTLCS B
AokyMeHTi "JopgaTtkoBa iHpopmauia Sera™",

3.8.1 TlMouaTkoBum ekpaH Tecty OAE

MouatkoBun ekpaH Tecty OAE MiCTUTb HACTynHy iHopMaLLito Ta IHCTPYKLUiT
(Tabnuus 8).

Tabnuusa 8: MNoyaTkosui ekpaH Tecty OAE.

(=]
padivuHe 306paxkeHHSA HasBa cyHkuii Onuc

Prepare Patient

@E] IHcbopmaList npo Binobpaxye
ecd . ( Mightingale, Sarah ) | naujieHTa. BuGpaHe im's
P ~ nauieHTa
w KHonka BnGopy HatuckanTe, W06
Nightingale, Sarah ByXxa. BUGpaTK BYXO.
Select Ear
Insert probe
Quiet patient? 300paxxeHHst
Start Test MNepeTaoptosa-. nepeTeOplOBaYa
P.G o 9 6ins ronosu
= OVTUHW O3Havae
nepeTBoptoBau,
nigkno4YeHnn oo
npunagy.
DDE IHCTpyKUist o TecTy. Binobpaxye
Select Ear iHCTPYKUIT A0
Insert probe BMKOHaHHA
Quiet patient? Tecty.
Start Test
: KHonka lMyck. MoynHae
Lul nepesipKy
— 30HAOY.
: KHonka Hasaga. lMoBepHeHHAa oo
Lﬂ nonepegHLoro
— eKpaHy.
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3.8.2 [EkpaH nepeBipku 3oHAYy

MMig yac nepeBipkX 30HAY Ha ekpaHi BiaobpaxyeTbcs iHhopMaLlis LWoAo SKOCTi pO3MiLLleHHS 30HAY B
cnyxosomy npoxogi (DPOAE B Tabnuui 9 Ta TEOAE B Tabnuui 10). Micns Toro, sk 6yae AocAarHeHo
npaBuribHe po3MilLleHHS 30HAY, NepeBipKa 30HOY 3aKiHYYETLCS, Ta aBTOMATUYHO NOYMHAETLCSA

BuMiptoBaHHA OAE.

Tabnuusa 9: EkpaH nepeBipku 3oHgy - DPOAE.

Test: Out of ear (=]
Quick Test
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Xin

Tast: In aar
€| Hightingale, Sarah

nepesipkn
30HAY.

IHdopmauis npo
nauieHra.

Seal |
Hoise

MaHenb cTany.
| v
| v
KHonka Cron.
KHonka
Maysa/lMpogoBxunTu.
e\
4

interacoustics

Bigobpaxye cTaH
30HAY - Y BYCI,
nosa Byxom abo
3abnokoBaHUN.

Bigobpaxye
BubpaHe im'a
nauieHTa.

Binobpaxye cTaH
30HAY Y BYCI.
Mepen noyaTkom
TECTY MOBUHHi OyTu
BWKOHaHIi BCi
KpuTepii.

3ynuHse
nepesipKy

30HAY.

Mpu3ynMHUTU/NPOAOBXKUTH
nepeB.ipKy 30HAY.
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Ta6nuusa 10: ExpaH nepeBipkn 3oHay - TEOAE.

Test: In ear & seal

Prepare Patient

—

Xin
nepesipku

[E3]
30HAY.
[E3]

Ts' '“' : IHbopmaLis npo
ClMightingale, Sarah | i
naujieHra.
seal 1l | v Maxeni cTany.
Stimulus B | v
Noise HENEEE | v
Seal oI | v
StinulusH | v Kuonka Cron
Noise HEEEEE | v

-

Binobpaxye cTaH
30HAY - Y BYCI,
nosa Byxom abo
3a6r10KOBaHNI.

Bino6paxye
BMOpaHe im'sa
naieHra.

Bigobpaxye cTaH
30HAY Y BYCI.
Mepepn noyaTkom
TECTY MOBUHHi OyTu
BMKOHaHi BCi
KpuTepii.

3ynuHse
nepesipky

30H4y.

AKLLO pO3MILLIEHHS 30HOY HEMPUAHATHE, NOTPIOHO BUNPABUTU CUTYaLito Nepes No4YaTkoM TecTy:

o [lepekoHanTecs, WO HAaKOHEYHMK 30HAY LWiNbHO BCTaBEHUIN 4O CITyXOBOro NPOXoay.

o [lepekoHanTecs, WO ANTMHA CMNOKiVHA, po3cnabreHa Ta/abo cnutb, abo BUMKHITL Jkepena
aKyCTUYHOrO LWYMY B TECTOBOMY MPUMILLEHHI.
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3.8.3 EkpaH BumiproBaHb OAE

Mig yac BumiptoBaHb OAE Ha rpadiky KOXXHOI 4acTOTM B NPOTOKOSi TECTY BifoOpaXxyeTbeCs Xig TecTy Ao
OTPUMaHHS ycniwHoro pesynbtaty (Tabnmus 11). MNo 3aBepLUeHHi TECTY NaHeNb YacTOTU MOBHICTHO
3aMOMHUTCbS KONTbOPOM, a SIKLLO KpUTepii yCnilwHOro pesynbtaTty 6ynv 3a40BOMEHi Ha NEBHI 4acToTi,
TO Hag rpadikoM 3'aBUTbCS rasniovka.

Kpim Toro, Ha ekpaHi BigobpaxatTbCs ropn3oHTarnbHi naHeni ctabinbHOCTI 30HAY, WYMY Ta XO4Y TECTy.
AKLio WwyM Ta cTabiNbHICTb 30HAY NPUIAHATHI, MOPYY 3 TOPU3OHTANbHOK NaHEesNo 3'sBUTLCS ranodka.

Ta6nuusa 11: EkpaH BumiptoBaHbs DPOAE.

Testing...
HNightingale, Sarah
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4 Testing

Hightingale, Saral

Testina...

¢ | Nightingale, Sarah B

Hoise

Time 1

(=]

IHdbopMmaLis npo
Xifg TecTy.

IHdbopMmaLis npo
nauieHTa.

MaHeni xopy TecTy.

MaHenb wymy
(BigmiveHa
rano4kor, AKLLO
piBEHb LWYMY
NPUAHATHWIA).

MaHenb yacy.

KHonka Cton.

KHonka
May3a/lMponoBxunTn
CKPUHIHT.

s
interacoustics

Mokasye, wo npunag
3HaxoauTbCA B
peXvMi TeCTyBaHHS.
Bigobpaxye
BubpaHe im'a
natieHTa.

Hapae iHdbopmaLito
npo Xia Tecty Ans
OTPMMAaHHS YCMiLLHOro
pesynbTaTy.

Mokasye
NPUAHATHUI piBEHb
BiOKMAAHHA WyMy
Ta Xxif TecTty.

Yac TecTyBaHHSl, L0 NPOMLLIOB.

3ynuHsE TecT;
pesynbTaT
peeCTpyeTbCS 5K
HesaeepLueHuni.

Mpu3ynuHse/npooBxye
BUMIPIOBAHHS.
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Ta6nuusa 12: EkpaH BumiptoBaHb TEOAE.

TeSting... _
Quick Test

IHdbopMmauis
npo Xia Tecty.

Mokasye, wo npunag
3HaXOAMTLCS B PEXUMI

TECTYBaHHS.
P’e .+ (B3]  |HchopmaLis npo Bino6paxye
naudieHra. BMOpaHe im'sa

nauieHTa.

MaHeni xopy TecTy.

30Ha.

Hapae iHdbopmaLito
npo Xia TecTy Ans
OTPUMaHHS YCMiLLHOro
pesynbTaTy.

Mokasye cTaH 30HAY.

[ v MaHenb wymy Mokasye

(BigmiveHa NPUAHATHUIA piBEHb

rarnoyKkoto, SKLLO BiAKMOAHHS WyMy

piBEHb LWYMY Ta Xig TecTy.

NPUAHATHUIA).

Tine W MaHenb yacy. Yac TecTyBaHHs, LLIO MPOWLLOB.

KHonka Cron. 3ynuHsie TecT;
peecTpyeTbecs 5K
HesaBepLueHuia.

KHonka MpusynuHsie/npooBxye

lgl l [ 3 May3a/lMponoBxunTn BUMIpHOBaHHS.
CKPWHIHT.

3.8.3.1 NaHenb ctabinbHOCTI 30HAY

MMig yac TectyBaHHs MaHenb cTabinbHOCTI 30HAY BigoOpa)kae cTaH 30HAY B CIlyXOBOMY KaHani. AKwo
cTabinbHICTb 30HAY AOCTATHS, Cnpaea Big NaHeni cTabinbHOCTI 3'ABNSETbCA ranoyka. AKwWwo ctabinbHIicTb
30HAOY Nagae nikvye NPUNHATHOrO piBHA (TO6TO, 30HA BUNagae 3 Byxa), ranoyka LwesHe. AKWwo ue
Tpanunocs, nepesipTe Po3MiLLleHHSA 30HAY Y BYCI.

3.8.3.2 MaHenb wymy

MMip yac TectyBaHHA Ha MaHeni wWymy BinoGpaxyeTbcst aMnniTyaa BXiGHOrO akyCTUYHOTO LWyMy. AKLLO
Ui BXiOHi cMrHanu gocTaTHbO THXi, LWo6 anropuTM BUSIBNEHHS peakuilt Mir npuimMaT Ta obpobnatu ix,
crpaea Big naHeni Wwymy 3'aBnsieTbCs 3ereHa ranovka. Akwo BXigHi AaHi MicTaTb 3abarato wymy,
rarioyka LesHe, a naHernb Bigobpa3nTb piBEHb LWYMY, L0 NePEBULLYE PiBEHb BIOKMAAHHS.

Akwio ue TpannTbCA, NOCTaBTe TECT Ha nay3y Ta 3HU3bTE piBeHb wymy, BramyBaBLUMN OUTUHY abo

BUMKHYBLUN pKeperia HaBKOJTULLIHBbOIO LWyMmy. Takox cnig, I'IepeBipI/ITM pO3MiLIJ,eHHF|3OH,D,y.
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3.8.3.3 MaHenb vyacy

MMig yac TectyBaHHsa MaHenb Yacy (xoay TecTy) Oyae NOCTYNoOBO 3anoBHIOBATUCA B XO4i OTPUMaHHS
AKICHUX AaHuX. [icna 4OCArHEHHS MakcuMarnbHOro Yacy TeCTyBaHHS, NaHerb NOBHICTIO 3aNOBHUTLCS,
a TecT aBTOMaTUYHO 3aBEPLUNTLCS.

3.8.4 EkpaH "TecT BUKOHaHO"

Micnga 3aBepLUEHHST CKPUHIHTY pe3yribTaT OCTaHHbOro BUKOHAHOMO CKPUHIHIY 3anuwmnTbCcs Ha ekpaHi. KHonka
BMOOpPY Byxa 3HOBY CTaHe aKkTMBHOIO, TaK LLO KOPUCTYyBaY4 3MOXe BMOPaTK iHLLIE ByXO AN TeCTyBaHHS abo
MOBTOPUTW CKPUHIHT ANsi BXXe BUBpaHoro Byxa.

KHonky BMGOpy Byxa TakoX MOXXHa BUKOPUCTOBYBATU A4S BUOOPY Ta nepernagy pesynbTaTtiB OCTaHHLOro
Tecty OAE, BMKOHaHOro A5ns npaBoro Ta fiBoro Byxa nif 4ac NOTOYHOI ceci.

S
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Ta6nuusa 13: DPOAE - EkpaH "TecT BUKOHaHO".

Donet (=)
Hightingale, Sarah

fArtifact

—_
—

7 Done! @
Nightingale, Sarah A
P—Q ° 9 ~— __—
~
v Done!
HNightingale, Sarah
s s s
I S I
1
1
1
e e e
I —— k2
2 el 4 S v/
Probe Stability 99 %
#

) |||||||||||||||||||

Probe Stability

Artifact 1

Time
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—

IHdopmaLis npo
nauieHTa Ta cTaH
“TecT BUKOHAHO”.
KHonku BMGopy Byx
noBsepTaKTbCA nicns
TOro, Ik TecT
3aBepLUEHUN.

ManHeni xogy
TECcTy,CMMBOMM
pes3ynbTaTiB Ta
AopaTtkosa
iHdopmaLis npo TecT.

CrabinbHicTb 30HAY, %.

" AptedakTt, %.

Yac.
5

o

KHonka Myck.

MokasaTn cn1cok TecTiB.

s
interacoustics

Mokasye NOTOYHOrO NaLjieHTa.

BnbepiTb Byx0 AN TECTYBaHHS;
abo nepekntoviThb, Wob nodbauntn
pe3ynbTaTy ANs iHWOro Byxa, Wwo
TecTyBanocs nig yac uiei ceci .

IHdbopMmauis npo pesynbTaTn
OCTaHHBOTO CKPUHIHTY,
BWKOHAHOrO NiJ 4Yac Uiei cecii.
3aranbHi pesynbtatu
BigobpaxatoTbCsi Bropi.
PesynbTaTn Ha okpemmx
YacToTax AeMOHCTPYIOTbCA Hag,
KOXHOIO NaHenso.

Bkasye Ha
cTabinbHICTb 30HAY
nig, vac TecTy.

MpoueHT apTedakTis,
BMMIpSIHMX Nig Yac
TecTy.

3aranbHuUil Yac TeCTyBaHHs.

Mo4ymHae nepes.ipky
PO3MILLEHHS 30HAY
OAE.

BigkpuBae cnvcok BCix TecCTiB,
BUKOHaHMX Mif Yac NOTOYHOI CECil.
AKLo npuHTEp yCTaHOBNEHWHN,
pesynbTaTh MOXHa HagpyKyBaTu.
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Ta6bnuusa 14: TEOAE - EkpaH "TecT BUKOHaHO".

Donet!
Hightingale, $arah
R —

Stimulus Stability 97 %
frtifact
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Done!

Donet

Hightingale, Sarah

HNightingale, Sarah Y @
N —————

Stimulus Stability

Time

[E3]  |Hbopmalis npo
nauieHTa Ta cTaH
“TecT BUKOHaAHO".
@ 3|  KHonku BuGopy Byx
S nosepTarTbCs Micns
TOro, K TecT
3aBepLUEHUN.

ManHeni xogy
v TECcTy,CMMBOMM
pesynbTaTiB Ta
fopartkosa
iHdopmaLis npo TecT.

Mokasye NOTOYHOrO NaLjieHTa.

BnbepiTb Byxo Ans TectyBaHHA; abo
nepeknoYiTb, Wwob nobaunTn
pesynbTaTy ANs iHWOoro Byxa, Wo
TecTyBarnocs nig yac uiei cecii.

IHdbopMmauis npo pesynbTaTn
OCTaHHbOrO CKPUHIHIY, BUKOHAHOrO
nig vac uiei cecii. 3aranbHi
pe3ynbTaTy BigobpaxatTbcs Bropi.
PesynbTaTv Ha OKpemmnx YyactoTax
OEMOHCTPYIOTBCSA Haf, KOXHOK
naHennio.

CrabinbHicTb cTumyny, %. Bkasye Ha

99 %
16 % ApTtedakt, %.
Yac.
7 S8C

KHonka Myck.

[NokasaTu cnncok TecTiB..

s
interacoustics

cTabinbHicTb
CTUMYIy nig Yac
TecTy.

MpoueHT apTedakTis,
BUMIPSIHMX Mig Yac
TecTy.

3aranbHuii Yac TeCTyBaHHs.

Mo4ymHae nepes.ipKy
pPO3MiLLEeHHs1 30HAY
OAE.

BiokpuBae cnucok BCix TecTiB,
BUKOHaHMX Mif Yac NOTOYHOI CECil.
AKo npuHTEp yCcTaHOBNEHWN,
pesynbTaTh MOXHa HagpyKyBaTu.
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3.8.41 CrabinbHicTb 30HAY B % (Tinbkn DPOAE)

Micnsa 3akiHYeHHs BUMiptoBaHb, CTabinbHicTb 30HAY B % BKa3sye, Hackinbku ctabinbHum 6yno
pO3MiLLeHHs 30HAY nig Yac ycboro Tecty. Huabkui % cTabinbHOCTI 30HOY 03Ha4ae, Lo 30HA Nig Yac
TeCTy pyxaBcs y BYCi.

3.8.4.2 CrabinbHictb ctumyny B % (Tinbkun TEOAE)

lMicnga 3akiH4eHHs BMMiptoBaHb, CTabinbHiCTb cTuMyny B % BKa3ye, Hackinbku ctabinbHum 6yB piBeHb
CTUMYIY Mg Yac ycboro Tecty. Husbkuin % cTabinbHOCTi CTUMYIy O3Ha4ae, Lo 30HA Mig Yac TecTy
pyxaBcs y BYCi.

3.84.3 AptedaktB %

Micns 3akiHYeHHs BMMipIOBaHb, BigobpaXaeTbCsa 3arasbHa KiNlbKiCTb apTedakTiB, BUMIPSHUX Nif
yac TecTy.

3.8.44 Mac
Micnsa 3akiHYeHHs BUMIpIOBaHb, TyT BigobpaxaeTbCcsa 3aranbHUn Yac
TECTYyBaHHS.
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3.9 LWBuagkum Tect
3.9.1 3aranbHa iHcpopmauisn

@ ek Tt Mpwn BuboOpI LLIBUOKOro Tecty Ha [0NOBHOMY ekpaHi, BBOOUTU
uiC as . . . .
iHdbopmaLito Npo nauieHTa abo BMOMpaTK nNauieHTa 3 6a3n gaHnx

HenoTpiOHO.
Mpouec BMKkOHaHHA LLIBUAKOro TeCTy ifeHTUYHUI CTaH4apTHOMY TECTYBaHHIO.

PesynbTatn WBMAKOrO TECTY MOXHA HaApyKyBaTu ogpasy nicns BUKOHAHHA, OgHaK OpYKOBaHi MaTepianu
He MICTUTUMYTb igeHTUdiKauinHoT iHdopMaLlil.

B npunagi Sera™ moxHa 36epertu Tinbku oHy Cecito LUBUAKOrO TECTY; BOHa 36epiraeTbCcs TMMYacoBO - [0
MOMEHTY, KONn BM 3HOBY BubepeTe kHomky LLBnaknin Tect Ha MonoBHoMy ekpaHi. Konu B1 HaTucHeTe
kHonky LLIBMakui TecT, nonepegHs cecia WwWBmnakoro Tecty byae ogpasy M HasaBxau BuganeHa 3 nam'ari
npunagy Sera™.

YBara: OyHKLis WBMAKOrO TECTY aKTUBYETLCH Ta AeakTUBYETbCS AgMiHicTpaTopom B nporpami HearSIM™,
Axuio Ha Bawwomy npunagi yHKLis WBNAKOro TecTy AeakTMBoBaHa, kHormka LLBnakKun TecT Ha ronoBHOMY
eKpaHi He BigobpaxyBaTumeTbCs.

3.9.2 306epexeHHsA WBUAKOro TecTy

FAkiLo BalLo CTaHOAPTHO NPaKTUKOK € 36epexeHHs1 pe3yrnbTaTiB CKPUHIHTY, HAanonernMeo peKoMeHayemMo
nepea BUKOHaHHAM CKPUHIHTY BBOAMTU iHChopMaLiito Npo nauieHTa abo Bubupatu icHyro4oro naieHta 3 6asu
OaHnXx.
OpaHak aKWwo BY Xo4eTe 30eperTu cecito LUBMAKOIO TecTy (BCi TecTn) ogpasy nicnst ii BAKOHaHHS, BUKOHaNTe
HaCTYMHi KPOKW:

19. Ha NonoBHoMy ekpaHi BubepiTb kHoMKy Bubip nauieHTa

20. Bubepitb nauieHTa nig Hassotw “LLIBMAKKMN Tect’

21. BigpepnaryiTe oaHi nauieHTa Ha ekpaHi IHpopmalis npo nauieHTa

22. HaTUCHITb ranoyky Ha HWXKHiN naHeni ynpaBneHHs

Tenep cecisa wBuakoro Tecty byae 3depexeHa nig ID-HoOBepom Ta iMeHeM nauieHTa, sike B BBENW.
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3.10 Opyk

3.10.1 Cnocob6u gpykKy

HappykyBaTtu pe3ynbTaTti CKPUHIHTY Ha NPUHTEpPI ANs eTUKETOK MOXHa 3 ekpaHy Cnmncok TecTiB, SKuii
BiAKpMBaETLCA Yepes ekpaHu "TecT BUkoHaHO" abo IHopmalLis npo nauieHTa.

Donet! @E] Print Tests View Tests (=]
Nightingale, Sarah HNightingale, Sarah Hightingale, Sarah

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

v G ABR @ v G ABR

ol 1 18]

Opyk 3 ekpaHy "TecT BUKOHaHO" Opyk 3 ekpaHy "IHpopmaLianpo
nauieHra"

3.10.2 ®opmaT APYKY €TUKETKMN
HappykoBaHa eTukeTKka MIiCTUTb HACTYMNHY iHGopMaLito:

Im'a

MpisBuLe

ID-HOMep

Cratb

[ata HapooKeHHSA

PesynbTtatv anga nisoro Byxa, Aarta i yac
PesynbTatv anga npasoro Byxa, Aata i yac

S
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3.11 MNepernsapg nauieHTIB Ta 36epeXXeHnx cecin

Y ubOMy po3aini onncaHi NpoLecK NoLwyKy nauieHTa, 3d6epexeHoro B 6a3i AaHux, pegaryBaHHs
iHpopmauii npo nauieHTa, nepernagy TecTiB (36epexxeHnx cecin), BUbopy cecii Ans Apyky Ta nepernagy
iHcbopmalLii npo TecT.

3.11.1 BumbGip nauieHTa
@ et Pt LLlo6 no6aunTun cnncok iMeH nauieHTiB, 30epexeHnx y 6asi gaHnx npunagy,
elec aLlen . - . -
HaTWUCHITb kHOMKy BubpaTu nauieHTa Ha ronoBHOMy ekpaHi. Llew cnncok

Moxxe ByTu BnopsiAkoBaHWI B andaBiTHOMY Nopsiaky (3a npissuwamm) abo 3a
0aTolo TECTYBaHHS (B 3BOPOTHOMY XPOHOMOMYHOMY MOPSAKY); ANs Lboro

HaTUCHITb IKOHKY BnopsakyBaTtu B npaBoMy BEPXHLOMY KYTi.

[ns ropTaHHa ciUCKy KOPUCTYMTECS KHoNKamMu 3i cTpinoykamu Bropy Ta

BHus.

3.11.2 MNowyk nauieHTa

HaTucHeHHa Ha kHonMKy Molwyk Ha naHeni ynpaBneHHs BiAKkpyBae knasiaTypy. 3a 4OMOMOrow knasiatypu
BBEAiTb NOBHICTI0O abo YacTKOBO npi3BuLLLe nauieHTa abo roro ID-HoMep Ta Wwe pas HaTUCHITb [MoLyk;
BiKPMETLCSA CKOPOYEHUI CMMCOK, LLIO MICTUTb TiNbKW NauieHTiB 3 BignosigHMMn gaHumn. LLo6 sigkputu
ekpaH [HdopmaLis npo nauieHTa, e MICTUTLCA BCA AeTarnbHa iHpopMallisa Npo HbOro, cnoyaTky BubepiTb
nawieHTa 3i cnucky.

Micnsa Toro, sik B BUGepeTe nauieHTa y CUCKY, BiAKPUIOTLCA ANd nepernsgy Aoro gaHi.

3.11.3 KHonka Tect
LLlo6 npoaoBxXuTK TECTYBaTM NaLjieHTa, HaTUCHITb KHOMKY TecT Ha naHerni ynpaeniHHS.

3.11.4 Nepernsag 36epexeHUX TecTiB

HaTtucHiTb kHorMky CIMCOK TeCTiB Ha naHeni yrnpaeBniHHA ekpaHy IHopmaLis Npo nauieHTa;
BiOKPMETBLCA CMUCOK TECTIB, BUKOHAHUX A1 LbOro nauieHTa.

View Tests (=) Cnuncok TecTiB BNOPSIAKOBAHUIA Y XPOHOSOMNYHOMY
Nightingale, Sarah NOpsAKY: HAWHOBILLWIA BUKOHAHUIW TECT MICTUTLCS Bropi
v D 16-10-2015 14:03:14 cnucky. KoxxeH psgok - Le oauH TecT.

v @ ABR

Akwio ons uboro nauieHta 36epexeHo 8 Ta binbLue TecTiB,
OIS ropTaHHS CAUCKY KOPUCTYMATECH KHOMKaMM 3i
cTpinoykamu Bropy Ta BHus.

=] 1 18]
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KoxxHun psigok y Cnucky TecTiB MICTUTb HAcTymnHy iHcbopmalito:

v D 16-10-2015 14:03:14 o CumBon pesynbTarty - YCnilWHWIA, HeycnillHWI abo He3aBepLUeHNiA
R ABR o CwumBon Byxa, LLO TecTyBanocs - [pase, nise abo obuasa
e [lartaiuvac Tecty
e Twun Tecty (aBTOoMaTu4Huii KCBIN, DPOAE a6o TEOAE)
3.11.4.1 [Opyk 36epexeHOro TecTty
View Tests o6 BubpaTu TecT Ansa ApYKY, TOPKHITbCS iKOHKM NpUHTEpPa
Nightingale, Sarah_ cnpasa Bif Ha3eu TecTy. Ha ikoHLi npuHTepa 3'aBuUThCS
v 9 16-10-2015 14:03:14 @ 3erieHa ranoyka. Bubepitb CTinbKu TeCTIB, CKiNbku BU
v @ ABR

HaxaeTe HagpykyBaTu. [1oTiM HATUCHITE KHOMKY [ApyK Ha
naHeni ynpasriHHS.

KoxxHuin Tect 6yae HagpykoBaHWIA Ha OKPEMI eTUKETL,, 3a
BMHATKOM BMNaAKiB, Konv B1 BUBpanu Tinbku oavH TecT ans
npaBoro Ta OAWH TECT ANd NiBOro Byxa 04HOro 1 Toro
camoro Tuny. B Takomy BMnagky ogmbsa Tectun byayTb
HaZpyKoBaHi Ha OAHIN eTUKeTu,.

YBara: [koHK/ NpuHTepy Ta kHonka ApykK 3'aBnaTbcs Ha
€KpaHi TifbK/ 3@ YMOB, L0 YCTaHOBKM 0e34pOTOBOIO 3B'A3KY
Ta NpuUHTepa akTMBOBaHi B npunagi Sera™ yepes nporpamy
HearSIM™, a npuHtep MLP2 crniony4yeHuit 3 npunagom. B
iHLIOMY BUMNAAKY Lii KHOMKK ByayTb NPUXOBaHi.

3.11.5 MNepernsag 36epexeHoOro Tecty
BubepiTb TECT, sIKUin BU XO4YeTe NepernsHyTy, wob nodauntn pesynbraTy TECTy Ta iHpOpMaLilo B NOMSAX TECTY.

View Test Fields LLlo6 no6auunTu iHdpopmaliito B Nonsix, Lo BiAHOCATLCS 00
B TECTy, HaTUCHITb KHoMKy MokazaTu nonsa TecTy Ha naHeni
Screening Facility ynpaBsniHHsA. Lleit ekpaH OOCTYNHUIA Tinbku AKLLO onuis Mons

TECTy aKTMBOBaHa Ha NpUCTpPOi Yepes nporpamy HearSIM™,
Hospital Status

IHpopMmaLLito B Nonsx, WO MakTb BiAHOLIEHHS 0 TEeCTY, He
MOXXHa pefaryBaTtu Ha Sera™. Akwo noTpiGHe peaaryBaHHs,
crepuly nepeHeciTb AaHi B nporpamy HearSIM™, a notim
Bigpenarymre ix Tam.

Screener

Stop Reason

Comment
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3.12 KepyBaHHs1 KOpucTyBa4amm Ha NPUCTpPOI

3.12.1 3aranbHa iHcpopmauia

Mpunag Sera™ moxHa HanawTysaTtu B nporpami HearSIM™ tak, Wwo6 BiH BuMaras BBeZeHHS 06iKoBOro
3anucy kopucTtyeaya. 3a 3aMOBYYBaHHAM List PYHKLIA BigKnodeHa.

Akwo BM akTMBYETE (DYHKLUitO OOMIKOBOro 3anucy, Ha roffloBHOMY eKpaHi 3'ABUTbCS KHOMKa
|EI 3MiHMTK KopuCTyBaya.

3.12.2 Bubip kopuctyBaua (onuis)

Select User E3  [Mpunapg Sera™ moxHa HanawTyeaTi B nporpami HearSIM™
Tak, Wob BiH BUMarae BBe4EHHS 00MiKOBOro 3anmcy

[l sy KopucTyBaya. 3a 3aMOBYYBaHHAM L OyHKLiS BigknoveHa.
AKLo BM akTUBYETE PYHKLiHO 0BNIKOBOro 3anucy, nicnsi 3aBaHTaXXeHHS
Kathy Hurphy NPUCTPOIO BiakpMBaTUMETbLCHA ekpaH CnMcok KOpUCTyBadiB, CTBOPEHUN

Bamu B nporpami HearSIM™ ta nepeHeceHuit Ha npunag Sera™.

Jessica Ramos

BuGepiTb Balle iM'ss KopUcTyBaya 3i CMCKy, Wob nepentn Ha expaH
BBeAEHHSA napons. AKWo cnmMcok MicTUTb 8 Ta binblue iMeH, ropTanTe
CMMCOK 3a JOMOMOrOK KHOMOK 3i cTpinoykamun Bropy Ta BHus.

LLlo6 BBECTM BaLle iM's KOPUCTYBaYa, HATUCHITb KHOMNKY Mowyk Ha
naHeni ynpaeniHHA Ta HAAPYKYWTEe Balle iM'A 3a A0MOMOror BipTyanbHOT
knasiaTtypu. MoTiMm BUOEpiTb rano4ky Ha naHeni ynpaeniHHS:
BiAKPMETLCSA CKOPOYEHUIN CANCOK iIMEH KOPUCTYBauiIB.

N

3.12.3 BBeaeHHsA napons

Enter Password E3|  BpepiTb Bal Napornb Ha ekpaHi BBOAY Naposs 3a 40NoMOro
BipTyanbHOI KnasiaTypu Ta HaTUCHITL Fano4Ky Ha naHeni ynpasniHHs.

e AKLWo naponb NpasunbHUA, BiAKPUETLCA MONOBHUI ekpaH.
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3.12.4 HenpaBunbHu® naponb

Enter Password =]

AKWo BM BBENWN HENPaBUITbHUI NapPOsb, 3'ABUTLCA NOBIAOMIIEHHS NPO
Te, WO BBEAEHU BaMU Naposib HENpaBUITbHUN.

T Lle noBigoMnNeHHA NPOTPUMAETLCSA Ha eKpaHi MPOTArOM AEKiNbKOX CEeKyH,

The Password you entered is Ta We3He, a nosne BesoAy naposid O4NUCTUTLCA. Cnpo6y17|Te BBECTU Naposib
incorrect? e pas.
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3.13 YcTaHOBKM

npunagai Sera™, HAaTUCHITb KHOMKY YCTaHOBKM Ha naHeni ynpasniHHa FonoBHoro

' 06 BiOKPUTW CMIMCOK YCTAHOBOK, AKi MOXHa peaarysaTti 6e3nocepeiHbo Ha
eKpaHy.

3.13.1 EkpaH MoBa

Setup Language [nsa ropTaHHA cnncky MOB KOPUCTYMTECHA KHOMKaMu 3i cTpinoykamun Bropy
Ta BHus.

v

English ; ) . . . .
~ || BnbepiTb NOTPiGHY MOBY; Yy BIKOHLi HABNPOTU MOBY 3'ABUTLCS ranoyka.
Deutsch . . . .
L] | o6 ninTBepanTy BUGIp Ta BUIATK 3 ekpaHy MoBa, HaTUCHITb KHOTMKY
| ranodka Ha naHeni yrnpasniHHS.

Espafiol D ynp
S | Bu moxeTe BUGpaTU MOBY 3 HACTYMHUX: aHrMilicbka, HiMeLbKa, iCnaHchka,
ol £ | bpaHuysbka, iTaniiicbka, NOPTyranbcbKa, roNaHAChKa, NoNbCbka, (iHCbKa,

pocincbka, KuTancbka, Kopencbka, HopBesbka Ta TypeLubka.
Italiano D
Portugees D
Dutch ]
Pulish ]

3.13.2 MpucTpin
Setup Device TyT BM MOXeTe BCTaHOBUTU BaxkaHui Yac nepexony B Pexxum eHeprostepexxeHHSA
Ta ABTOMaTM4YHOr0o BUMUKaHHS.
Pouer Save: o [lepexigy Pexum eHeprosbepekeHHs1 MO)XHa BCTAHOBUTW Ha HACTYMHi
2 min 3HauveHHs: Hikonn, yepes 1-5 xBunuH abo 10 xBuUnNuH
Power Off: e ABTOMaTU4HE BiAKIOYEHHA MOXHA BCTAHOBUTW Ha HACTYMHI 3HAYEHHS:
5 min Hikonn, yepes 1, 5, 10, 15 a6o 30 xBunuH

LLlo6 nigTBEPAMTI YCTAHOBKM Ta 3aKPUTUN €KPaH Y CTaHOBKU
NPUCTPOIO, HATUCHITb KHONKY Manoyka Ha naHeni
ynpaBsniHHS.
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3.13.3 3Byk

Setup Sound TyT BU MOXeTe YCTaHOBUTM 3BYKM MPUCTPOIO 3a Pi3HNX YMOB
BiONOBIAHO A0 Bawmx ynofgodaHb. TakoX TyT BCTAHOBITHOETLCS

Touch Sound: piBeHb ry4yHOCTi. Bu MOXeTe yCTaHOBUTU 3BYKM, LLLO
off nporpaBaTMMyTbCS MPUCTPOEM 3a HACTYMHUX YMOB:
Test End Sound:
off e  3BYK KHOMOK — 3BYK NMPW HATUCHEHHI YCiX KHOMOK Ha
Warning Sound: I'IpVICTpOII'
on e 3BYKOBMM iHOUKATOP 3aKiHYEHHSA TECTY — 3BYKOBUI CUrHan
Volune: 3BYUUTb MO 3aKIHYEHHIO KOXXHOMO BUKOHAHOIO TECTY
—muiill ¢ [lonepeaxyrouuin 3BYKOBUIN CUrHaN — NOAAETLCS, KOMKX

nig Yac aBToMaTuMyHoro TectyBaHHs KCBIT enekTpop
Bignage Big Tina nauieHTa, abo 3apsg akymynsatopa
CTaHe HU3bKNUM

LLlo6 niaTBEpPANTM YCTAHOBKM Ta 3aKPUTU eKpaH YCTaHOBKU
3BYKY, HATUCHITb KHOMNKY ["anoyka Ha naHeni ynpasniHHS.

3.13.4 MNpuHTep

Setup Printer o6 cnony4unTtu 3 npuctpoem 6e3gpotoBuit npuHtep MLP2,

HaTUCHITb kKHOMKY Mowyk Ha naHeni ynpasniHHs. [puHTEep npu
My Bluetooth Printer: LbOMY NOBMHEH OyTK yBiMKHEHMM. Konu cnonyyeHHs npuHTepa 3
Hone npuctpoem Sera™ Gyae ycnillHO BCTaHOBMEHE, Ha eKpaHi

3'BUTbCS Ha3Ba npuHTepa “MLP2”.

LLlo6 nigTBEPANTM YCTAHOBKM Ta 3aKPUTK €KpaH Y CTaHOBKM
NPUHTEpPA, HAaTUCHITb KHOMKY ["anoyka Ha naHeni ynpasrniHHS.
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4 TepeBipka (cnpaBHOCTI) oONnagHaHHA

4.1 3aranbHa iHpbopmauin

CnpaBHicTb 30HOY Ta KabeniB eNeKkTpoAiB Mae KpUTUYHUIA BNIMB Ha pe3yrnbTaTu TecTy. Mu pekomeHayemo
BaM BMKOHYBaTW NepPEBIpKy CNPaBHOCTIi 0ONaAHaHHA Ha NoYaTKy KOXHOro pobo4oro OHSA nepea TuMm, SK
noyaTu TECTyBaHHS NaLUEHTIB, W00 yNneBHUTUCS B TOMY, WO obnagHaHHSA YHKUiIOHYE NpaBuIibHO.

e [lepen BUKOHaHHAM NepeBipkM (PyHKLIOHYBaHHS, NepekoHanTecs, Lo HaKOHEYHWUK 30Hay abo
afjanTep BYLUHOI BKNaAKM YUCTi Ta He MICTATb BigkNageHb BYLLHOI CipkM Ta iHWoro 6pyay

e  3aBXau BUKOHYNTE NepeBipKy CNpPaBHOCTI B TUXUX TECTOBUX YMOBaX

e [Insi nepeBipkn BUKOPUCTOBYMTE TifNIbKM PEKOMEHAOBAHUI NEPEBIPOYHNI BITOK 200 MOPOXKHUHY.
3acTocyBaHHs NPUCTPO0 abo MOPOXKHMHU IHLLIOFO TUNY MOXe He BUABUTU Npobnemu
obnagHaHHA YM nepeTBOpOBaYa

4.2 TlepeBipo4Hun 6nok ana aBromatnydHoro tecty KBCI1 (onuis)

HopaTtkoBuii nepeBipoYHnii 6nok Sera™ ABRIS MoxxHa BUKOpPUCTOBYBaTHK ANt NEPEBIPKN CNPaBHOCTI
kabeniB enekTpoaiB Ta NepeTBOPIOBaYiB, LLIO 3aCTOCOBYOTLCA N5l aBTOMATUYHOro TectyBaHHsA KCBI Ha
npunagi Sera™. MNMepeBipky cnpaBHOCTI MOXXHa BUKOHYBAaTW Ha PerynsipHiii ocHoBi abo y BUNagkax, Komnu
BM Nigo3ptoete npobnemy B anapatHoMy mMoayni Sera™, kabensix enekrpogis abo nepeTBoptoBadax. LLlo6
npuabaty nepesipovHMI BGMOK, 3BEPHITLCA A0 NpeAcTaBHuKa Interacoustics.
1. TllepekoHalnTecs, Wo kabeni enekTpoaiB Ta BHYTPILLHbOBYLLHI
TenedoHu/EarCups/30Ha, nigkrtodeHi o kadens
nonepeaHboro nigcunoeadya Sera™, a kabenb nonepegHLOro
nigcvnoBayda, B CBOKO Yepry, nigknioyeHnin go Sera™.

[ 2. MigkntoyiTh 3 KONbOPOBI eNnekTpoaHi kabeni 4o BiANOBIAHNX
|' MeTaneBmnx KHOMOK Ha nepesipovyHoOMy 650U — Npu LboMY

Konbopu kabeniB MOBUHHI criiBnagaTul 3 KONbOpaMu Kineub
1 HaBKOJI0 METarneBUX KHOMOK).

3. [nsa nepeBipku nepeTtBoptoBayva 3 EarCups, BcTaBTe YOpHi
agantepu EarCup o otBopiB 3 KOXXHOro 60Ky 4o ynopy.
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Mpn 3acToCyBaHHI BHYTPILHBOBYLLHMX TeNedoHiB, HAAArHITb Ha
afjianTepu 0QHOPAa30Bi BYLLUHI BKIaAKU (PEKOMEHAYIOTbCS 3eNeHi
BKNaaku giameTpom 9 mMm). BcTaBTe ByLUHI BKNaaku 40 OTBOPIB Tak,
Wo6 30BHILLHIN Kpar rpubOBUAHOT BKITAAKM 3HAXOOUBCS Ha OOHOMY
PiBHi 3 30BHILLHIM KpaeM OoTBOpY. He BCTaBnsiTe BYLUIHY BKNagky
3aHaaTo rmMnboko, Wob BoHA He 3acTpsria B OTBOPI.

[nsa nepesipku 30HAY OCHACTITb MO0 OAHOPa30BOIO BYLLHO
BKMNaKOK/HAaKOHEYHNKOM (PEKOMEHOYETLCS BKMNaaKka CUHbOMO
Konbopy), a NoTiM BCTaBTe A0 oTBopy. [Nepen 3anyckom Tecty
nepekpunTe iHWWIA OTBIp NepeBipoYHOro 6rokKy.

4. YBIMKHITb NepeBipoYHUIN B6MOK, HATUCHYBLUW Ha KHOMKY

- . yBiMKHEHHS. [1pu yBiIMKHEHHI nepeBipoYHOro 6noKy 3acBiTUTLCA
{a} nteracoustics a1
i YKOBTUN iHAMKATOP.

o __J MepeBipo4HuMit BNok Mae hyHKLiI0 aBTOMaTUYHOro
BiQKIMOYEHHS. AKLO BY BUKOHYETE AeKifbka NOBTOPHMX TECTIB
nig Yac yCyHeHHs HecnpaBHOCTEN, NepekoHanTecs, Lo
nepeBipOYHUIN BOK He BiOKITHOUMBCS.

ABR 5. BuKoHaiiTe cTaHgapTHe GiHayparbHe abo MoHayparbHe (4ns
nepeBipkn 30HAY) aBTOMaTuUyHe TecTyBaHHA KCBIT.

( CE=Chirp 35dB nHL )

Donat @El . o .
6. Y HOpMIi TECT NOBUHEH LUBMOKO NPONTU (hasun nepesipku
iMnegaHcy Ta BUMIpHOBaHb i NokasaTu yCrnilHWA pe3ynbTaTt ang
6‘ Q ey D “ 000x Byx (abo ogHOro Byxa, SIKLO 3aCTOCOBYBaBCH 30HA).
S AKLWO He BOAETLCSA OTpMMATK YCnilHWIA pedynbTaT, abo TecT
3 4 3YMUHAETLCA Ha eTani NepeBipkM iMneaaHcy - Le CBifgunTb Npo

NoTeHLiNnHy Npobnemy B cUCTeMI.

Arfiack L

e @ on 1h

O3Hakn, MOXIUBI NPUYMHU Ta CNOCOBU YCYHEHHS
HecnpaBHOCTEN BKa3aHi B 4okyMeHTi "[loaaTtkoBa iHpopmalia
Sera™",

YBara: AkymynsiTop nepeBipoOYHOro 6roky Moxe 3aMiHATY TiNbKM BMOBHOBAaXeHW NpeaCcTaBHUK
Interacoustics. MNoLLKOgKEHHA €NeKTPOHHNX KOMMOHEHTIB nepeBipoYHOro 6noky npu cnpoobi
HEBMNOBHOBaXXEHOT 0COBU 3aMiHUTU aKyMYNATOP aHyM€e rapaHTito Ha NPUCTPIN.

AKLo y Bac HeMae nepeBipoYHOro 610Ky Ans BUKOHAHHSI NEPEBIpPKM CrpaBHOCTI 06nagHaHHS, BU MOXeTe
BMKOHATW NepeBipKy (aBToMaTu4He TecTyBaHHS KCBIT) Ha cobi.
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4.3 TectyBaHHA cnpaBHocTi 3oHAy ansa TEOAE

B komnnekt Sera™ BxoauTb TeCTOBa NOPOXKHMHA - IMiTAaTOp AUTAYOro Byxa ANl BUKOHAHHS NepeBsipku
cnpaBHocTi 3oHAay Anst moaynis OAE.

TecTyBaHHS CNpaBHOCTI 30HAOY NOTPIOHeE, WO nepekoHaTucs, Wo 3oHA abo anapaTHWUA MOAYMb He
reHepylTb CUCTEMHUX CNOTBOPEHb. [lepe novyaTKkoM NepeBipkU OrNsAHbTE 30HA Ha NpeaMeT
HasiBHOCTI BYLLHOT Cipkv abo 6pyay. TecTyBaHHSA cnif BUKOHYBaTW B TUXUX YMOBaX.

1. BcTaBTe 30HA 3 YepBOHUM (PraHLEBMM HAKOHEYHMKOM
JiameTpom 3 MM [0 iMiTatopa AUTAYOro Byxa, Lo BXoAUTb A0
komnnekty Sera™.

2. BwnbepiTb onuito LUBMAKOro TECTY Ha rONIOBHOMY eKpaHi Ta
TEOAE BUKOHanTe cTaHgapTHu Tect TEOAE. 3auekanTe, noku
TECT 3YMUHUTLCA aBTOMATUYHO, HE 3YNUHSAUTE NOro BPYUHY.

(15- 4 kHz)
e et = 3. Akwo 30HA PyHKUIOHYE NpaBuibHO (kogHa cmyra TE He
no3HayeHa rarioykoro), MoXHa po3rnoymMHaTh TeCTyBaHHS

nauieHTiB.

P-c‘: . @

141 B -c ion“

Slimnies B tability 99 [}

Artidack a *

i &0 80

B -

View Detalle =] . )

4. SKwo nig Yac TecTyBaHHS 3'SBNAETLCA MNOBIAOMITEHHS NMPO
nomunky, abo aKWwo ogHa Yv gekinbka cMmyr TE nosHayeHa

- oa rasioukoro, e o3Havae, Lo 30H4 He NPounLIOoB ne"pe.BipKy. e pas

OMMSAHbTE HAKOHEYHUK 30HAY Ha NPeAMET BYLUHOI Cipku abo

= o Opyay, 3a HeObXiAHOCTI MOYUCTUTL MOro Ta BUKOHAWTE TECT Lie

= pas. Akuio 1 LIboro pasy 30HA He NpoWae Nepesipky, He

KopucTtyinTecsa Sera™ gns TecTyBaHHA nauieHTiB. 3BepHiTbLCA
[0 MmicueBoro gucTtpmb6'rotopa.

[l

I

e
1 E e L
-l

Arliack -t

Tine: B0 e

1

=
:
H
=

O3Hakn, MOXIUBI NPUYMHU Ta CNOCOBU YCYHEHHSI HECNPAaBHOCTEN
BkasaHi B JokymeHTi "[logaTkoBa iHdopMaLis Sera™".

YBara: Akwo 3014 6yB nigaaHuin HeobepexxHOMy MOBOMKEHHIO (Hanpuknaza, nagas Ha TBepay
NoBEepXHI0), Moxe ByTu NoTpibHO NMoro nepekanibpysaHHA. KanibpauiiHi aaHi 3oHay 36epiratoTbCca B MOro
LUTEKepi, TOMY BU MOXeTe y Byab-AKMIN Yac 3aMiHUTU 30HA.
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4.4 TecTyBaHHA cnpaBHOCTI 3oHAy ana DPOAE

B komnnekt SeraTM BxoauTb TeCTOBa NOPOXHMHA - IMiTAaTOp ANTSYOro Byxa Afs1 BUKOHAHHS NepeBipKu
cnpaBHocTi 3oHAay Anst moaynis OAE.

TecTyBaHHS CNpaBHOCTI 30HAY NOTPIOHeE, WO nepekoHaTucs, Wo 3oHA abo anapaTHWUA MOayNb He
reHepyTb CUCTEMHUX CNOTBOPEHb. [lepe noyaTKoOM NepeBipku OrNgHbTe 30HA Ha NpeaMeT HasABHOCTI
BYLLUHOI cipkn abo 6pyay. TecTyBaHHs cnig BUKOHYBATW B TUXMX YMOBaX.

1. BcTaBTe 30HA 3 YePBOHUM oriaHLEBMM HAKOHEYHUKOM JiaMeTpoM
3 MM [0 iMiTaTopa OUTSY0ro Byxa, L0 BXOAWTb 4O KOMMNEKTY
Sera™,

2. BwnbepiTb onuito LUBMAKOro TECTY Ha rONIOBHOMY €KpaHi Ta
DPOAE BMKOHanTe ctaHaapTHui Tect DPOAE. 3auekanTte, Noku
TECT3YNMHUTBCA aBTOMaTUYHO, HE 3YMUHAWTE AOr0 BPYYHY.

(2-5kHz)

- 3. AKWwo 30HA PYHKUIOHYE NpaBUIbHO (>kO4HAa YacToTHa Todka DP
He No3Ha4eHa rano4ykol0), MOXXHa PO3MNOYMHATUN TECTYBaHHS
nayieHTiB.

4. SAkwo nig vac TeCcTyBaHHS 3'ABASETHCS NOBIAOMIEHHS NPO NOMUIIKY,
i abo aKLWo oaHa YM aekinbka YacToTHUX Toyok DP no3HayeHa
ranoykoto, Le o3Havae, Lo 30HA He NponwoB nepesipky. e pa3
OMMsAHbLTE HAKOHEYHWUK 30HAY Ha NPeAMET BYLLUHOI Cipku abo 6pyay,
3a HeOOXiAHOCTI NOYMCTUTDL NOro Ta BUKOHANTE TECT LWe pas. AKLo
M UbOro pasy 30H He Npouae NepeBipKy, He KOPUCTyuTecs
SeralM gnsa TecTyBaHHA nauieHTiB. 3BepHiTLCSA A0 MicLeBOro
ancTpub'ioTopa.

O3Hakn, MOXIMBI NPUYMHU Ta CNOCOOUN YCYHEHHST HECNPAaBHOCTEN BKa3aHi
B AoKyMmeHTi "[logaTkoBa iHdopmauis Sera™",

YBara: Akwo 30H4 ByB niggaHuin HeobepexxHOMY MOBOPKEHHIO (Hanpuknag, nagas Ha TBEpAY NOBEPXHIO),
Moxe ByTu NoTpiGHO noro nepekanidpysaHHA. KanibpaLinHi AaHi 3oH4y 36epiraloTbCcsa B MOro WTekepi, Tomy
BM MOXeTe Y Byab-aKuii Yac 3aMiHUTU 30HA.
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5 TexHiyHe ob6cnyroByBaHHA

5.1 3aranbHi npoueanypu TexHiYHOro o6¢cryroByBaHHs

EdekTuBHicTb Ta 6e3neka ekcnnyaTauii npunagy rapaHTyeTbCs TiNbKWM NPY BUKOHAHHI HACTYMHUX
pekomeHaaLiv 3 gornsay Ta TEXHIYHOro o6CryroByBaHHS:

1.

[1nsa 36epexxeHHs1 BCiX aKyCTUYHMX, ENEKTPUYHNX Ta MEXaHIYHUX BNacTUBOCTEN Npunaay, BiH
NMOBMHEH NPOXOANTY LLIOPiYHE TEXHIYHE 00CnyroByBaHHs. [apaHTyBaTu nNpaBuIibHE
0obcnyroByBaHHs Ta PEMOHT MOXE TifTbK/ YNTOBHOBaXXEHWIA CEPBICHUI NPaL|iBHUK.

CTexTe 3a BijCYTHICTIO NOLLKOAXKEHb i30N5LiT Kaberto XXUBMNEHHSA Ta 3’eQHyBarbHUX Kabenis,
YHUKaNTe MeXaHiYHOro HaBaHTaXKEHHsI Ha Lii kaberi, ke MoXe CNPUYMHUTU NOLLUKOAXKEHHS.

3 MeTo0 30epexeHHs HadiNHOCTI Npunagy, PeKOMeHOYETbCS Yepes NeBHi KOPOTKi iHTepBanu,
Hanpuvknag, pa3 Ha AeHb, BUKOHYBaTWN TECTyBaHHA 0cobu 3 BifOMMMK JaHUMU BUMIipIOBaHb. Lle
Moxxe OyTn cam onepartop. TakoX peKOMEHAYETLCS LWOAEHHO NEPEBIPATU PYHKLIOHYBaHHS 30HAY
OAE nepep TUM, siK TECTyBaTK NALEHTIB.

Akio noBepxHs abo getani npunaay 3abpyaHATHCS, NOYUCTITh iX 3a AOMOMOroH M'SIKOT LUMAaTUHMU,
3BOJIOXXEHOI B cnabkoMy po34mHi BOOM Ta M’IKOro MUKYoro 3acoby. lig yac YnlieHHs 3aBxam
BigKMoYanTe Nnpuniag Big MepexxeBoro agantepa. He gonyckanTte noTpanniaHHS pignHu 4o npunagy
abo akcecyapis.

Micnsa KoXXHOro O6CTEXEHHN NaUieHTa NepekoHanTecs, WO YacTUHN, AKi BXOAATbL B 6e3nocepeHin
KOHTaKT 3 nauieHToMm, He 3abpyaHeHi. Cnig yxmBaTtu BigNoOBIiAHUX 3ax04iB ANs YHUKHEHHS
PO3MOBCIOMKEHHS 3apa3HnNX XBOpob cepe nauieHTIiB. [1ns yacTorounLleHHst MOXHa 3aCTOCOBYBaTH
BOAY, OAAHAaK y BMNaaKy CUNbHOro 3abpyaHeHHs1 pEKOMEHAYETbCS BXMBATU Ae3iHdiKyodi 3acobu.

Mopganblia iHopMaLis Woao YMLEeHHs1 Ta 06CnyroByBaHHs obnagHaHHsS Ta akcecyapis
MiCTUTbCS B AOKyMeHTi "[lopaTtkoBa iHdopmauis Sera™".

5.2 3aranbHi npoueanypu TexHi4YHOro o6¢cryroByBaHHs

3ACTEPEXEHHA

Mepen yneHHsaM Npunagy 3aBXaM BUMUKaNTE MOro Ta BigKrtoyanTe Bif enekTpoMepexi.

[ns ynileHHs ycix BigKpUTUX NOBEPXOHb KOPUCTYNTECH M'SIKOO LLUMaTUHOK, 3MOYEHOIO B
ynucTavomy 3acobi.

He gonyckante noTpannsHHA piguHW Ha MeTanesi BHYTPILLHI YaCTUHM FONOBHUX Ta BHYTPILLIHLOBYLUHUX
TenegoHis.

He ctepunisynte npunag B aBToknasi abo iHLWMM YMHOM, HE 3aHyplonTe npunag abo akcecyapu y
piguHy.

He BukopucToBynTe TBepai abo 3arocTpeHi npeaMeTun Ans YnLeHHs npunagy abo akcecyapis.
YacTuHu, 1wo 6ynu B KOHTaKTI 3 PiANHOLO, CRig BUMUCTUTU, NEPLL HiXK BOHU BUCOXHYThb.

'yMOBi Ta MOPOMOHOBI BYLLHI BKNaAKuM NpU3HaYeHi 4ns ogqHOpPa3oBoOro BUKOPUCTaHHS.

Mwu pekoMeHAYyEMO HACTYMHi PO34YMHM AN YULLEeHHS Ta aesiHdekuii:

Tennun BOOHWI PO3YMH M'SIKOFO HeabpasnBHOIO YNCTSAYOro 3acoby (Muna)
70% i3onponinosun cnupT (TiNbK1 ANs TBEPAUX NOBEPXOHb)
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5.3 YuweHHsa Sera™
5.3.1 CeHcoOpHuUM1 eKpaH

[nsa npoTupaHHa kopnycy npunagy kKopuctymtecs 6€380pcoBOt0 LUIMATUHOD, 3BOMOXEHOIO B YNCTAYOMY
3acobi. [Ins ymnLieHHs ceHcopHoro ekpaHy Sera™ KopucTyiiTecs CepBETKOI Ans NPOTUPaHHS ONTUYHUX
niH3 abo LWMaTMHO 3 Mikpoibpu.

5.3.2 Kopnyc, 6a3a Ta kabeni

3ACTEPEXEHHA

BbyabTe o6epexHi Npy YNLLIEHH.
e [lepen unweHHsM BUIAMITL Npunag Sera™ 3 6asu Ta BiOKNOYiTh Big eNeKTpoMepexi.
e [1Ns yMLLIEeHHS NNacTUMKOBMX enemeHTiB Sera™ Ta 6a3n kopucTyinTecs
M'SIKOHO LLUIMATUHOO, 3BOSIOXKEHOI B PO3YMHI BOAU Ta M'SIKOTO YMCTAYOro
3aco0y.
o Akuwo noTpibHa aesiHdekuis, Kpallie KopUCcTyBaTMCS Ae3iHIKYHYO0
CepBETKOM0, a He cnpeem. CTexTe, WOO pignHa He NnoTpannsana Ha YyTuBi
30HMU, TaKi SIK LUTEKepW Ta MicLst CTUKY NNAcTUKOBUX AeTanen (Hanpuknaa,
nig pe3vMHoOBMM KinbLieM Ha kopnyci Sera™).

BukoHywmTe iHCTPYKLUiT BUpOBHMKa Ae3iHdikytounx 3acobiB.

5.3.3 Po3xigHuku

KopucTyinTtecs Tinbku posxigHukamu Sanibel™, wo BxoasaTte Ao komnnekTy Sera™. ByLuHi
BKnazaku, amoyLutopu EarCups Ta agresnBHi enektpoam npusHadeHi Tinbkn ang
OZIHOPAa30BOro BUKOPUCTaHHSA Ta NOBUHHI BYTK yTMUMi30BaHi Nicna BUKOPUCTaHHSA. BOHU He
nignsaratoTb gesiHdekuii.

SACTEPEXEHHA MNoBTOpHE BMKO-PUCTaHHS OOHOPa-30BUX PO3XiAHUKIB 36inbLUyE pU3nK
NOLLMPEHHS iHekuin!

LA
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5.4 YuweHHA HaKOHeYHUKa 30HAY

[nsa 3abe3nedyeHHs TOYHMX BUMIPIOBaHb, CIiJ 3aBXAM TPUMaTU CUCTEMY 30HAY B YMCTOTi. TOMY 3aBXaun

OOTPUMYMNTECS HACTYNHUX iNOCTPOBAHUX IHCTPYKLIN 3 YMLLEHHS, B T.4. BUOANEHHS BYLLHOI CIpKM 3 BY3bKUX
aKyCTUYHMX Ta MOBITPSAHUX KaHaniB HaKOHeYHuKa.

[N ynLeHHs KopUCTyTecs HUTKOK Thornton gnst YnLLEeHHS 3yOHUX
MOCTIB Ta imnnaHTatiB abo HuTKoto Thornton 3 B 1.

BUKHbTE HUTKY NICS YALLEHHS.

HiKonM He YNCTiTb HaKOHEYHUK 30HAY, NPUKPYHEHU 0O KOpnycy
30HAay.

BigkpyTiTe KOBNa4ok, noBepTarym NOro NpoTu rogMHHUKOBOT
CTPIfNKK, Ta 3HIMITb HAKOHEYHUK 3 KOpMycy 30HAY.

BcTtaBTe HUTKY NS YULEHHS B OOWH 3 KaHarniB y HUXKHIN YacTUHI
HaKOHEYHMKa 30HAY.

MOBHICTIO NPOTArHITL HUTKY Yepes3 kaHan HakOHEYHWUKa 30HAY.
3a notpe6oto, NOBTOPITb NPOLEAYpPY B iHLIMX KaHanax.

S
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[Ns YNLEeHHA WNPOKNX KaHarniB pekoOMeHOYETbCS
KOPUCTYBaTUCS NOABIHOK HUTKOHD, LWOO edbeKkTuBHiILLEe
NPOYNCTUTM BCi KyTW.

[nsa ynLeHHs LMpoKoro kaHany HeobXiAHO BUMHATM NPOKNaaKy, Lo
MICTUTBbCS BCepeauHi HakoHeYHnKa 30Hay. Lle moxHa 3pobuTu 3a
[0MoOMOror TOHKoT Bynasku. [licnga ynweHHs BCTaBTe NPOKNaaky Ha
Mmicue.

BcTtaBTe HakKOHEYHUK 30HOY Ha Micue Ta 3aprTin KOBMa4oK.

HE MO>XHA 4ncTUT HakOHEYHUK 30HAY, L0 3HAaXOAMUTLCS Ha KOPMYCi
30HAY.

3aBxan BBoAbTE HUTKY abo APOTUMHY AN YMLLEHHS B HAMNPSIMKY Big
3a4HbOI A0 NepeaHbOol YaCTUHM HaKOHEeYHUKa 30HAY: 3aBASKU LIbOMY
Opya 3aBxau Oyae BULWITOBXyBaTUCSA 3 30HAY, a He HaBnakn. OKpim
TOro, Bu yHukaeTe pmaumky nowkogutu npoknagky. Hi B skomy Bunagky
He KOPUCTYWTECS iIHCTPYMEHTaMM 411 3aKpyvyBaHHS KoBrnadka!

[eTanbHiwa iHpopmauisa Woao YNLWEHHA HAaKOHEYHMKa 30HAY MICTUTBLCS B AOKYMEHTI
| "NonaTtkoBa iHpopMaLuia Sera™"
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5.5 Akcecyapwu/3anacHi YaCcTUHHU

[eski 6araTopa3oBi KOMMOHEHTW 3 YAaCOM 3HOLLYIOTBCS Ta NiIANAralTb 3aMiHi. PekomeHgyemo 3aBxam
MaTK 3anacHi YacTUHM Ha 3aMiHy (BigNoBigHO 40 Balloi kKoHirypauii npuctpoto Sera™).

5.6 PeMoHT

Interacoustics Hece BignoBiganbHICTL 3a AINCHICTb MapkyBaHHA CE, 6e3neky, HaginHicTb Ta
(PYHKLIOHYBaHHS npunagy Tifbkn y pasi, aKkLwo:

6. MOHTaxX, NigKMYeHHs 004aTKOBUX MPUCTPOIB, NepeHanalTyBaHHsa, Moaudikauito Ta peMOHT
BUKOHYE TifTbKN BMOBHOBAaXXEHUI NepcoHarn;

7. LWOPIYHO NPOBOAUTLCH TEXHIYHE 0OCNYroBYBaHHS NpuUagis;

8. enekTpuyHe OoCHalleHHs NPUMILLEeHb, e NPOBOAUTLCS TECTYBaHHS, BiANOBiAae BUMOrawm;

9. ob6naaHaHHSA BUKOPUCTOBYETHCS BNOBHOBAaXXEHUM MEPCOHANoM 3rifiHO 3 JOKYMEeHTaUielo, HagaHo
Interacoustics.

Y pasi BUHUKHEHHS Npobriemu, KrieHT (ancTpmb'totop) noBuHeH 3anoBHUTH BJIAHK NMOBEPHEHHA
Ta HagjicnaTu 1oro 3a agpecoto:
DGS Diagnostics Sp. z o.0.
ul. Sloneczny Sad 4d
72-002 Doluje
Polska
Takox ue cnig pobuTtun y BUNaaky nosepHeHHsi npunagy ao Interacoustics.
(3BMYaliHo, Le TakoX CTOCYETLCA ManonMMOoBIpHUX BUNaakie 3armbeni nauieHTa abo kopuctyBada abo
3HAYHOI LUKOAW, 3anofisitHOi MOro 340pOoB'H0).

5.7 TlapaHTia

Interacoustics rapaHTye:

Mpunag Sera™ He MicTUTb MaTepianbHUX Ta BUPOGHUYMX AedekTiB 3a yMOB HOpMarbHOro

KOpPUCTYBaHHS
Ta TeXHiYHOro o6cnyroByBaHHs, MPOBEAEHOrO NPOTAroM ABaALATM HOTUPLOX (24) MicsuiB 3
[aTv MOCTaBKu Npunagy nepLiomy noKymnuesi.

Akcecyapu He MICTATb MaTepiarnbHUX Ta BUPOOHMUYMX OedEKTIB 3a YMOB HOPMarbHOTO
KOPUCTYBaHHSA Ta

TEeXHIYHOro ob6cnyroByBaHHS, NpoBeAeHoro npotarom aes’sHocta (90) AHIB 3 4aTW NOCTaBKu
nepLIOMYy MOKYMLEBI.

Axkwo 6yab-akuin BUpi6 BUMaratuMe TeXHIYHOro 06CNYroByBaHHA NPOTArOM rapaHTinHOro TEPMIHY,
3BEpHiTbCA 6e3nocepeHbO A0 MICLLEBOIo CEpBICHOro LeHTpy Interacoustics Ans Bu3HadeHHS pEMOHTHOIO
ueHTpy, oe byne BinbyBaTnca peMoHT. PeMOHT abo 3amiHa npunagiB BUKOHYETLCS 3a paxyHOK
Interacoustics B 3aneHOCTI Bif, rapaHTinHNX yMOB. Bupib, Lo BuMarae pemoHTy, cnig noBepTatu
CBOEYACHO, YNaKOBAHUM HAIEXHUM YMHOM Ta 3 nepegniiadeHmmM TpaHcnopTyBaHHSAM. Pusmk BTpatu abo
NOLLKOXKEHHSA nNpunagy npu noBepHeHHi Ao Interacoustics Hece nokyneLb.

OuikyBaHW TepMiH ekcnnyaTauii npunagy cknagae 7 pokis.

Interacoustics He Hece BignoBiganeHOCTI 3a Oyab-siki BUNagkoBi, HenpsAMi abo onocepenkoBaHi 36MTKN,
NMoHeceHi B 3B's13Ky 3 npuabaHHaM Byab-sikoro BUpoby Interacoustics.
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Bce BuLLeBKasaHe CTOCYETLCA TifNlbKM NEPLIOro Nokynus. LS rapaHTia He CTOCYETbCA HACTYMHUX
BNacHukiB BMpoby. Kpim Toro, Usi rapaHTis He NoLMPOETbCA Ha Byab-AKy NpoAaykLUito, a Interacoustics He
Hece BignNoBiAanbLHOCTI 3a 6yab-AKi BTpaTK, NOHECEHI B 3B'A3Ky 3 NpuabdaHHsAM abo KOpUCTYBaHHAM
npoaykuieto Interacoustics, akuo:

e PEMOHT BUPOOY BMKOHYBABCS HEBMOBHOBaXXEHOK 0COGO0H0;

e [0 BMpOOy Byrnu BHeceHi 3MiHW, ki, Ha AyMmKy Interacoustics, 3alkogunm noro ctabinbHOCTI Ta
HaainHOCTI;

e BWpIb ByB NoLLKOOKEHUI B pe3ynbTaTi HENpPaBUIbHOIO KOPUCTYBaHHSA, HeabanocTi abo
BMMNaaKoBo, abo cepiiHMi HoMep (HOMep napTin) Nnpunagy 6yB 3amiHeHUN, 3aTepTuii abo
BUOANEHnN;

e BWpIO BUKOpMCTOBYBaBCS abo 00CNyroByBaBCs HE3MAHO 3 IHCTPYKLIEHD, L0 HAAa€eThCs
Interacoustics.

Lia rapaHTia 3amillye BCi iHLWI rapaHTil, ABHi Y1 NpunyLLeHi, Ta BCi iHWIi 3060B'A3aHHs Ta BUAN
BignosiganbHocTi Interacoustics, a Interacoustics He gae Ta He Hagae, NPSAMO YM HENPSMO, NpaBa HECEHHS
BigNoBiganbHOCTI y 3B'A3Ky 3 npoAaxeM npoaykuii Interacoustics »xogHoMy nNpeaCcTaBHUKOBI YK iHLLIN 0COBi,
o Aaie Bia imeHi Interacoustics.

INTERACOUSTICS HE A€ BY[Ob-AKUX IHWNX TAPAHTIV, ABHUX YL MPUNYLWEHWX, Y TOMY
UNCII, TAPAHTII KOMEPUIMHOI MPUOATHOCTI ABO BIAMOBIAHOCTI NPOOYKLUI AJTA
KOHKPETHUX BUMNAOKIB 3ACTOCYBAHHA.
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6 3aranbHi TexHi4YHi XapakKTepUCTUKU

6.1 Npunag Sera™ — TexHiuHi XapaKTepUcTUKn

MeguuHe MapkyBaHHss CE o3Hauvae, Lo Bupobu Interacoustics A/S BignoBigawTb BUMOram
MapKyBaHHA c Dopatky Il Onpektven no meanyHnm Bupobam 93/42/EEC.
E 0123 | Cuctema sKocTi cepTudpikosaHa opraHom TUV, ineHTudikauinHmi Ne 0123
Sera™- e akTUBHUI OiarHOCTUYHMI MeanYHUiA BUPIG 3rigHo 3 knacom lla
MegwnyHoi OQupektneu €C 93/42/EEC.
CraHpapTtu Be3neka: IEC 60601-1:2012, BHYTpILLUHE XXUBMEHHS, KOHTaKTHi
yactnHn Tuny B Ta BF
EMC: IEC 60601-1-2:2014
IEC 60601-2-40:2016
Kani6pyBaHHs: ISO 389-2:1994
ISO 389-6:2007
TecToBWM curHan: IEC 60645-3:2007
OAE: IEC 60645-6:2009, Tun 2
KCBI: IEC 60645-7:2009, Tun 2
Baza Besneka: IEC 60601-1:2012, Knac Il
XXnBneHHsA UEO08WCP-050160SPA aptukyn 8029254
Hanpyra i yactoTta 100 — 240 B~, 50/60 'y, 400 mA
Mepexi:
Buxin: 5.0B nocT. cTtp., 1.6A MAKC
PobGoue Temneparypa: 5-40°C
cepenoBulle BiaHocHa BonoricTb: 15 — 93% (6e3 koHaeHcaLii)
/. | ATmoccbepHuit Tuck: |98 kMa — 104 kMa
/R, @ T Yac 3aBaHTaXeHHA: < 5 cek
Yac nporpiBaHHSA: HynboBuii
TpaHcnopTyBaHHA Temnepatypa 0°C - 50°C
Ta 36epiraHHs 3b6epiraHHsA: -25—70°C
Temnepartypa Makc. 93% (6e3 koHaeHcalLi)
TPaAHCNOPTYBAaHHA:
BinHocHa BonoricTb:
MokasHNKY BUCOTH Makc. po6oya Bucorta: | 2000 m Hag piBHEM MOpS
MapkyBaHHA MapkyBaHHs |IP 03Ha4ae cTyniHb 3aXuCTy Bif noTpannsaHHs. Lle mapkyBaHHS
O3Ha4vae 3axucCT Bif NOTPanMsHHA YacToK Ta piguH. Mprunaa mae pisHi MapKyBaHHS
IP02 IP 3 HAaCTYNHUM 3HaYEHHAM:
IP20 IP02: nsa 3axvcTy npunagy Bi4 BoAW Ta OOLLY 3aBXAW TPAHCMOPTYNTE NOro B
cneuianbHOMY Yoxni.
IP20: Lle mapkyBaHHA 3HaXOAUTCbS Ha AeTansx npunagy Ta o3Hadvae, Wwo Ui
netani He 3axulleHi Big Boan
MPUMITKA: He MOXXHa KOpUCTyBaTUCA 3apsagHMM NPUCTPOEM, BITOKOM XXUBEHHS
Ta 6a3010 B AOMaLLHIX YMOBaX.
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Wil

3aranbHe

Po3mipu Sera™ 15.8x8.3x1,9¢cm

Bara Sera™ 265r

IHTepdhelic kopucTyBaua: Pe3ncTnBHMIA CEHCOpHMIA ekpaH

Po3mipu ekpaHy: 9.5 x 5.6 cm, konbopoBUN, po3pilleHHs 272 x 480
IHTepdenicu gaHnx: BbesgpoToBun

YactoTta nepegaui: 2400 — 2483.5 MMy,
Tunu mogynsauin:  GFSK, 11/4-DQPSK 1a 8DPSK
MoTyxHicTb BUNpoMiHtioBaHHA: 2.5 MBT (Knac 2)

IHdbopMauiiHi curHanu: B6ynosaHumn guHamik

YcTaHOBKM MOBU: AHrninceka, Himewubka, icnaHcbka, dpaHLy3bKa, iTanincbka,
nopTyranbCbka, ronaHackka, Nonbcbka, iHCbKa, PYMYHCbKA,
pocincbKa, KUTancbka, Kopencbka, TypeLbKka, HopBesbka.

AkymynsTop Tun: JTiTiv-ioHHU akymynsaTop 44794; €mHictb: 3.7B/3850 mA/roa,
OuikyBaHwuii TepmiH cnyx6u: | B 3aneXHOCTi Bif KOPUCTYBaHHS - 3a3BM4Yall MoOHaa 3 poku
Mam'aTtb 1 'b (moxHa 36epertu makc. 250 nauieHTiB, no 50
TECTIB Ha KOXXHOr0)
LWrekep 12-wrtmpkoBui wtekep Omnetics
Bara non. nigcunioBaya 85r
Poswmipu non. 8.5x0.5x25cm

nigcunioBaya

MpuHTep
TepmonpuHTep Twun: MLP2
(onuis)
Migkno4veHHsn: besgpoTtoBse
AkymynsaTop: JliTin-ioHHnRn, noct. ctp. 7.4 B, 1500 mA/roa
3apagHun npucTpin: Mep. ctp. 100 — 250 B, ~50/60 'y, 1.0 A
Bara: 360r
Manip: Tepmonanip
TepmoeTukeTkm (103 WT. B PyroHi)
WupuHa nanepy: 57.5 + 0.5 MM (WMpKHa) B TEPMONPUHTEPI
57.5+ 0.5 MM x 60 MM (LUKp. X AOBX.) B MPUHTEPI ANS €TUKETOK
Yac apyky: Yac opyky 3anexuTb Big po3Mipy NpoTOKOsy.
ABRIS
Mon. nigcunroBay OavH KaHan: 3 enektpoam, 51 cm, 20”
MiacuneHHs: 72 nb
YactoTHa xap-Kka: 0,5-5000 Iy,
Wym: <25 nBATy
KoediuieHT cuHbasHoro ocnabneHHs: > 100 D-E Ha 100 FLL
YacTtoTa cemnnioBaHHA: 22.05 k'L
Makc. BxigHa 25B
Hanpyra 3MiLI.|,eHHi|:
BxigHun onip: 10 MOwm/ 170 n®
XuBneHHsA: I30nboBaHe oXKepPEeno XKMBIEHHS
BumiptoBaHHA YacTtoTa 33Ty
eneKTpu4Horo BUMIipIOBaHHS:
iMmnepaHcy KpuBa: MpsmokyTHa
CTtpym BuMiptoBaHHsA: | 11.25 pA
HOiana3oH: 0.5 kOm — 50 KOm £ 10 %
Ctumyn Ctumynu: CE-Chirp® (200 Ny — 11 «kl"u), KnauaHHs (200 My — 11 kM)
YacToTta ctumynsuii: 90 Ny,
MNMepeTBOplOBaUYi: IP30 BHYTp. TenedgoH
IP30 EarCup
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(kanibpoBaHi 3a

3oHg OWA

cTaHgapTamm)

PiBeHb: 30, 35, 40, 45 ab HIC

WuvpuHa cmyru: 22.05kly,
PeecTpauis Yac aHanisy: 3 XBUNUHU

AHanoroBo-unudpoBe po3pilleHHNA: 24 6|-|-

Cucrtema BigkuaaHHA
apredakry:

PiseHb BigkugaHhs (Mik, MiH. cep. kB., Makc. cep.
KB.) Ta KninyBaHHs1 (HACU4eHHS)

Bino6paxxeHHs

MepeTBoOptoBaY, rpadoikm pesynbTaTiB TEeCTy,
cMMBONM pesynbTaTy (ycn./Heycn./He3aBepLu.), Yac
TeCTyBaHHS, apTedakT, iMnegaHc enexkTpoais.

TouHicTb
BUMIipIOBaHb

AnropuTtmiyHa
YYTNMBICTb (MPOTOKON
3a 3aMOBYYBaHHAM):

299.6 %

- HeTtanbHa iHdopMaLis Woao HagBHUX NPOTOKOMIB
TeCTiB, YCTAaHOBOK MPOTOKOIB, YyTNMBOCTI Ta
cneundivHOCTi MICTUTLCS B AOKYMEHTI "
HopnatkoBa iHpopMmaLuia Sera™".

apredakTy (Wwymy):

DPOAE
Ctumyn YactoTHun gianasoH: | 1500 - 6000 Ny
HomiHanbHa yacTtoTa: |f2
CniBBigH. f2/f1: 1.22
PiBeHb: 50 - 65 ob Y3/
MepeTBOplOBaY: 3oHa OWA - aBTOMaTU4YHE BUSIBNEHHS, aBTOMAaTUYHE KanibpyBaHHs
3MiHHWUIA HAKOHEYHWK 30HAY
PeecTpauis Yac aHanisy: 60 cekyHp
AHanoroso-uncgpoBe po3pilleHHs: P03piL|JeHH9| 24 6i-|-’ 5.38 ru
Cuctema BigkugaHHA 30 ob Y3

3anuwKoBUM WyM:

CepegHbokBagpaTUyHE BUMIPIOBAHHSA B YACTOTHIN 30Hi
DP-6iH (26 6iH Ha yacToTax < 2500 'y Ta 60 6iH Ha
yactoTax = 2500 I'y).

TecTOBUM TUCK:

ATmocdhepHUiA

BipnobpaxeHHA

MepeTBOptoBay, rpadiku pesynbTaTiB TECTY,
CMMBOMM pesyrnbTaTy (ycn./Heycn./He3aBepLu.),
CTabinbHICTb 30HAY, Yac TECTYBaHHS, apTedakT.

TouHicTb
BUMIipIOBaHb

AnroputmiyHa
YyTNUBICTb (NPOTOKON
3a 3aMOBYYBaHHsIM):

299.6 %

£ [eTanbHa iHhopmaLisa Woao HasBHUX

NPOTOKONIB TECTIB, YCTAaHOBOK MPOTOKONIB,
YYTNMBOCTI Ta cneumdivyHOCTI MICTUTBCA B
nokyMeHTi "JopaTtkoBa iHpopmauia Sera™",

Mpunap Sera™ 3 DPOAE 3acTocoBye nokpalleHnii MeTof KOHTPOSIO PiBHS CTUMYIIIB, NPY SIKOMY KOHKPETHa
iHTEHCUBHICTb TOYHiILLEe NOCTyNae 4o CnyxXoBoro npoxoay 6yab-akoro obcary, Big HEMOBAAT A0 AOPOCANX.
3actocyBaHHs ctaHgapTy IEC 60645-6 Ha pasi obmexeHe Byxamu gopocnux. OTxe, 3 METO HaJaHHS Ha
pUHOK BUPOBY, Lo 3abe3sneyvye TOUHILLE NOSAHHS PIBHIB CTUMYINY A0 CIYXOBMX NPOXOAIB pi3HOro obesry
(ocobnvBO B HEMOBNAT), MU BUPILLMIIM 3aCTOCOBYBATU BinbLU LMPOKY NPOLEAYpPY KaniopyBaHHA aAns
DPOAE, wo BuxoanTb 3a mexi ctaHaapTy IEC 60645-6 B TOMy, LLO CTOCYETLCS AESKUX NPOTOKOSTIB.

Bci npoTtokonu, B HasBax sikmx MictuTbes IEC, 3acTOCOBYOTL BKa3aHUn MeTo KanibpyBaHHs 3a CTaH4ApPTOM

IEC.
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TEOAE

BUMIipIOBaHb

YyTNUBICTb (NPOTOKON
3a 3aMOBYYBaHHsIM):

Ctumyn YacToTHuM gianasoH: | 1500- 4000 Iy,
Tun ctumyny: HeniHiiHun (3rigHo 3 IEC 60645-3:2007)
PiBeHb: 60 — 83 ob neY3[, kanibpoBaHuin y NOBHIN
amnnitygi, APT1
YactoTa KknauyaHb: 71/cek
. 30H,Cl OWA - aBTOMaTU4YHE BUSIBNIEHHS, aBTOMaTUYHe KaJ‘IiprBaHHﬂ
I'IepeTBoploaaq - 3MiHHWUI HaKOHEYHUK 30HAY
PeecTpauis Yac aHanisy: 60 cekyHA
BikHo 3anucy: 25-14.1mc
AHanoroBo-uudpoBe po3pilleHHNA: 24 6|-|-
CucTtema BigkmaaHHsA 55 06 Y3[
apredakTy (Wwymy):
TecToBUI TUCK: ATmocdhepHUIA
3anuwKoBui WymMm: Cep. KB. 3Ha4YEHHS AN KOXHOI OKTABHOI CMYri1, OCHOBaHe Ha
OTpUMaHoMy LLNsiXoM BaiiecoBa 3BaXKyBaHHS CEPEAHBOrO
3Ha4YeHHs BU3Ha4veHoro BikHa Yacy OAE.
ToyHicTb AnropuTtmiyHa 299.6 %

[eTanbHa iHhopmaLisa Woao HasBHUX
NPOTOKONIB TECTIB, YCTAaHOBOK MPOTOKOSIB,
YYTNMBOCTI Ta cneumdivyHOCTI MICTUTBCA B
nokyMeHTi "JopaTtkoBa iHpopmauia Sera™",

BipnobpaxeHHA

& MepeTBoOptoBaY, rpadpikm pesynbTaTiB TEeCTy,
CMMBOMW pe3ynbTaTty
(ycn./Heycn./HesaBepLu.),

CTabinbHICTb CTUMYIY, Yac TECTYBaHHS,

aptedakT.
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6.2 Xapakrepuctukm pos'emiB Bxoay/Buxony

Po3'em Sera™ KCBI/OAE ans 3oHay,
nonepeaHLOro niacuntoBaya

Po3'em ansa nonepeaHbLOro nigcunioBaya, 30HAY,
nepeTBoplOBava

KonTakt | Onuc Onuc

1 Kanan 1 - Buxia Kanan 1 - Buxig

2 KaHan 1 - 3a3emneHHs KaHan 1 - 3a3emneHHsa

3 Lincpose 3azemneHHs Lincppose 3azemneHHs

4 3asemneHHst A / 3azeMneHHst MikpodoHy 3asemneHHst A /3azeMneHHs MiKpodoHy

5 MikpodboH — Bxif / AHanorouii 36anaHcosannin | MikpodgoH — Bxig / AHanorosmin 36anaHcoBaHuUin
6 MikpodboH + Bxif / AHanorosui 36anaHcosaHuin | MikpodoH + Bxia / AHanorosui 36anaHcoBaHum
7 KueneHHs +3/+5 B XKueneHHua +3/+5 B

8 Kanan 2 - Buxia Kanan 2 - Buxig

9 KaHan 2 - 3a3emMneHHs KaHnan 2 - 3a3emMneHHsa

10 12C KnauaHHs 12C KnauaHHs

11 12C Oawi 12C Oawi

12 12C lNepepuBaHHs 12C lMepepunBaHHs

BBeneHHsA/BUBegeHHA AaHUX

Mikpo-USB tuny A-B

USB-nopT ans 3’egHaHHs

Po3'em 6asun

MepexeBun

MIKPO USB 5B/1.6A

Po3'em SERA™

MIKPO USB (Bxia)

1. +5 B nocr. cTp.
12 3 4 5 2. MK

— 3. MK
4. MK

5. 3emnsa

NapameTpu KaniopyBaHHsA

Tou4HicTb

AACBI (aBTomaTusoBaHi
aKyCTUYHi cTOBOYpOBI
BUKJIMKaHi NoTeHLWianm)

002 b ang Bcix TUNiB iMNynbCiB
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OAEMINC 01,5 gb Big 1000 fo 4000 Ny ta 3 gb 3a Mexxamu giana3oHy
(oToakycTun4Ha emicis
Ha 4YacToTi NpoAYyKTY
BUKPUBJIEHHS)

3BOAE (3aTpumaHa 02 ob ang iMnynbCcy HAaTUCKaHHS
BUKINMKaHa
OTOaKyCTUYHa eMicis)

6.3 ETanoHHi noka3HUKMU KanibpyBaHHsa ans imnynbcy CE-Chirp®

IMNynbcK 30HOY Ta BHYTPILHLOBYLLHMX TeNedOoHiB BigkaniopoBaHi y 3HavyeHHsx P3T B imiTaTopi Byxa, L0
Bignosigae craHaapty IEC 60318-4.

neCEINPB3 (nikoBui eKkBiBaneHT cTaHAApPTHOro
eKBiBaJleHTYy NOPOroBOro piBHA 6onto Big
MNepeTBOplOBaY 3BykoBoro Tucky) [Ab re. 20 mkla]

RadioEar IP30 3 HacagkamMu Ansi HaBYLUHUKIB 31,546 P3T

RadioEar IP30 3 Haknagkamv Ans HaBYLUHWKIB 58,5 b P3T

3oHg OWA 35 nb P3T

ETanoHHi nokasHuku imnynscy CE-Chirp® € ctaHaapTHUMKM 3HadYeHHsIMU Interacoustics.

6.4 ETanoHHi noka3HUKK KanibpyBaHHsA ANs iMNyfbCy HAaTUCKaHHSA

IMNynbcK 30HOY Ta BHYTPILHLOBYLLHUX TeNedOoHiB BigkaniopoBaHi y 3HavyeHHsx P3T B imiTaTopi Byxa, L0
Bignoeigae craHgapty IEC 60318-4.

neCEMNPB3 (nikoBun ekBiBaneHT ctaHAapTHOroO
eKBiBaneHTy NOpPOroBoro piBHA 6onto Big
MNepeTBOplOBaY 3BykKoBoro Tucky) [Ab re. 20 mkIa]

RadioEar IP30 3 HacagkamMu Ansi HaBYLUHUKIB 35 ab P3T

RadioEar IP30 3 Haknagkamu Ans HaBYLUHWKIB 61,5 46 P3T

3oHg OWA 33,5 b P3T
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6.5 Twunu akyCTUYHMUX Kamep 3B'A3KY, L0 3aCTOCOBYHOTLCS ANs KaniopyBaHHSA

KCBI
CTymynu 30HOY Ta BHYTPILUHbOBYLLHMX TenedoHiB KaniopyTbesa B 3HadeHHsX Y3/ 3a
JOoMnoMoroto imitTaTopa Byxa, BurotosneHoro 3rigHo 3 IEC 60318-4.

DPOAE:
Ctnmynum 3oHay L1 Ta L2 kanibpytoTbeca okpeMo B 3HaveHHAx Y3[ 3a gonomoroto imiTatopa Byxa IEC 711,
BurotosneHoro 3rigHo 3 IEC 60318-4.

TEOAE:
Ctnmynu 3oHAOY KanibpytoTbca B 3Ha4YeHHAX neY 3[] 3a gonomoroto imiTatopa Byxa IEC 711,
BUrotosneHoro 3rigHo 3 IEC 60318-4.

6.6 3aranbHa iHchopmauis NPO TeXHIYHi XapaKTepUCTUKKU

Komnamis Interacoustics nocTinHO npautoe Hag NokpaLLeHHUAM CBOiX BMPOOIB Ta NigBULLLEHHAM iX
edeKTUBHOCTI. TOMY TeXHIYHi YyMOBU MOXYTb 3MiHIOBaTMUCS 63 nonepeaHbOoro NOBiAOMIEHHS.

EdekTmBHiCTb 06nagHaHHs Ta MOro BiAMNOBIAHICTb HABEAEHUM XapaKTePUCTUKAM rapaHTYTbCS TiNbkn 3a
YMOBM LLIOPIYHOIO TEXHIYHOrO 06CNyroByBaHHS, Ske MOBUHHO BUKOHYBATUCS Y CEPBICHOMY LIEHTPI,
BMOBHOBaXXeHOMY koMnaHieto Interacoustics.
Interacoustics Hagae kpecneHHs Ta CepBICHI KePiBHULITBA Y PO3MNOPSAXKEHHS BMIOBHOBAaXEHUX CEPBICHUX
opraHisauin. 3anuTu Npo NpeacTaBHUKIB Ta BUPObU HaacunanTe 3a agpecoto:

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 [Oopatok A: CTumynu

B pnesiknx npoTokonax aBTomaTtnyHoro tectyBaHHs KCBI 3acTocoByOTLCS iHLWI CTUMYIW, HiXK BKa3aHi B
ctangapTi IEC 60645-3. Lien ctumyn CE-Chirp® mae Taky X 4acTOTHY XapaKkTepucTuKy NiHIMHOT MarHiTyaw,
SK | KnauaHHs1, BkazaHe B cTaHgapTi. OgHak BiH CTBOPEHUN SK CyMa KOCUHYCOiAanbHUX yHKLiN B
YaCTOTHIN 30Hi. YacTOTM KOCUHYCIB KpaTHi YacTOTi MOBTOPEHHS CTUMYJSIIB Ta MaloTb PiBHY IHTEHCMBHICTb OS5
KOXXHOI 4acToTW ANs AOCATHEHHSI OQHAKOBOI YaCTOTHOI XapakTePUCTUKM MiHiNHOT MarHiTyan. OgHak dasm
KOCUHYCOIAanbHNX KOMMOHEHTIB MaloTb 3aTPUMKY, EKBIBaNeHTHY KOXINeapHi 3aTpumMLi Ha BianoBigHI
YacToTi, 3 METO JOCATHEHHS €(PEKTMBHILLOT KOHCTPYKLiI CTUMYNY. YacTOTHMI AnanasoH uux CTUMyniB
cknagae Big 200 My go 11 klu.
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6.8 [Hopatok B: EnekTtpomarHiTHa cymicHictb (EMC)

e Llen npunag nigxoouTb ONst BAKOPUCTAHHS B JTiKapHAHOMY CepefoBuLLi, KpiM BUKOPUCTaHHS nobnusy BY
XipypriyHoro obnagHaHHs Ta PY-3axuLleHmx npmMMillleHb CUCTEM MarHiTHO-pe3oHaHCHOI ToMorpadoii, ae
iHTEHCUBHICTb €MeKTPOMarHiTHUX NepeLLKo OyXXe BUCOKa.

e He MOXHa KopucTyBaTMCS LMM MpUagoM BNpuUTyI 40 iHWOoro obnagHaHHA abo CTaBUTU MOrO Ha iHWe
obnagHaHHSsA, OCKINbKN Lie MOXe NPU3BECTU 0 HENpaBUITbHOrO (OYHKLiIOHYBaHHSA. AKWO Takoi cutyauii
HEMOXXITMBO YHUKHYTU, YBAXHO CTEXTE 3a (PYHKLIOHYBAHHSM LIbOro Ta iHLLIOro o6nagHaHHs.

¢ BukopuctaHHsa akcecyapiB, nepeTBoptoBaudiB Ta kabenis, KpiM BkazaHux abo HagaHMX BUPOBHMKOM LIbOro
npunagy, Moxe Npu3BecTy A0 NiABULLEHHS] eNEKTPOMArHiTHMX eMICilt ab0 3HMKEHHS NepPeLLKOOOCTIAKOCTI
npunagy Ta Noro HenpasWnbHOro pyHKLioHyBaHHSA. CNMCOK akcecyapiB, nepeTBoOptoBaYiB Ta kabenis
MICTUTbCS B LibOMY 4OOATKY.

e [lopTaTuBHe KOMyHikauiiHe PY obnagHaHHs (B T.4. nepudepinHi npucTpoi, Taki Ak kabeni aHTeH Ta
30BHILLHI aHTEHW) MOBUHHI po3MiLlyBaTUCS He Bnuk4ye Hixk Ha BigcTaHi 30 cM Big 6yab-aKoi YacTUHM
Lboro npunagy, B T.4. Moro kabdenie, Bka3aHMX BUPOOHUKOM. B iHLWOMY B1Unaaky yHKLiOHYBaHHS
npunagy Moxe noripLnTUCS.

NPUMITKA

OCHOBHI ®YHKLIOHAJIbHI XAPAKTEPUNCTWKW uboro npunagy BUpoOHMK BU3Ha4Yae Takum YMHOM:

e Y uporo npunagy BiacytHi OCHOBHI ®YHKUIOHAJTIbHI XAPAKTEPUNCTUKW. BigcyTHicTb abo
BTpata OCHOBHUX ®YHKUIOHAIIbHNX XAPAKTEPUCTWK He moxe npusBecTy 4O
6esnocepeHbOro HebaxaHoro pusnky

e OcTaToyYyHUM diarHo3 3aBxXau NoBMHEH 6a3yBaTuCs Ha 3HaHHI NPO Xif | CMMMNTOMW 3aXBOPHOBAHHS

e BigxuneHHs Big AONOMIKHOIO CTaHAAPTY Ta AO3BONIEHUX CMOCOOIB BUKOPUCTAHHSA BiACYTHI

e Llen npunapg Bignosigae Bumoram ctangapty IEC60601-1-2:2014, knac ewmicii B, rpyna 1

MPUMITKA
BiaxuneHHs Big AOMNOMIKHOIO cTaHA4APTY Ta A03BOJIEHUX CMOCO6IB BUKOPUCTAHHS BiACYTHI.

MPUMITKA
Bci HeoOXxigHi iIHCTPYKLUIT i3 4OTpUMaHHSA BUMOr cTocoBHO EMC (enekTpomarHiTHOT CyMicHOCTI)
3HaXoAsATbCH Y PO34ini AaHOro NociGHMKa, MPUCBAYEHOMY 3aranibHOMYy TEXHIYHOMY 06CIyroByBaHHIO.
>KogHux noganbLunx KPOKiB 34iMCHIOBATU HE NOTPIOHO.

A
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PekomeHpauii Ta 3asiBM BUPOOHMKA - eNIeKTPOMarHiTHi nepewikoam

Mpwunap SeraTM npu3HavyeHMn 4NA BUKOPUCTAHHA B HABeAEHHOMY HMXKYe eJIeKTPOMarHiTHomMy
cepepoBuuli. KnieHT a6o kopuctyBay SeraTM noBuHeH 3a6e3ne4YnT BUKOPUCTaAHHS
obnagHaHHA B TaKOMy cepefoBULLi.

TecT Ha BignoBigHicTb EnekTpomarHiTHe cepefoBuile - peKkoMmeHaauii
BUNPOMiHIOBaHHS

PY-BunpomiHtoBaHHs Mpyna 1 Mpunag SeraTM BukopuctoBye PY-eHeprito
CISPR 11 TiNbKNONS BHYTPILHBOrO (OYHKLIIOHYBaHHS.

OTxe, oro PY-BMnpomiHOBaHHS ay>Ke HU3bKi Ta
NMOBIPHO He BMKNUYYTb NepeLukoamn B poborTi
HaBKONULUHBOrO eNEKTPOHHOro obnagHaHHS.

PY-BunpomiHtoBaHHA Knac B Mpunag SeraTM nigxoauTb ANst KOPUCTYBaHHA B
CISPR 11 YCiX MPUMILLEHHSIX KOMEPLMHOro, NPOMMUCIIOBOIO,
rapMOHiYHi He 3acTocoByeTbCA [inoBOro Ta XXUTMOBOIO NPU3HAYEHHS.
BUMPOMIiHIOBAHHS
IEC 61000-3-2
KonunBaHHs Hanpyru He 3acTocoByeTbCA
/MepEeXxTIiHH
alEC
61000-3-3

PekomeHgoBaHa MiHiMmanbHa BifcTaHb MiX NOPTaTUBHUM U MOGinbHUM PY-o06nagHaHHAM Ta
npunagom SeralM.

Mpunaa SeraTM npusHayeHUn ANs BUKOPUCTaAHHA B eNeKTpoOMarHiTHoMy cepeZioBuLLi 3
KOHTPOIIbOBaHUM BUMNPOMiHEHHSAM PY-nepelwkon. KnieHT abo kopuctyBay npunagy SeraTM moxe
3abe3neynTu BiCYTHICTb €NEKTPOMArHiTHMX NepeLuxkon, NigTPUMY4YM MiHIMarbHy BigCTaHb MiXK
nopTaTMBHMUM i MOBINbHUM KOMYHiKauiiHUM PY-o6nagHaHHAM (nepeTBoptoBayYaMu) Ta npunagaom
SeraTM y BignoBigHOCTI 3 HaBegEeHUMU fari pekoMeHAauigsMK, B 3aneXHOCTi Big MakcumMarnbHol
BMXIiZHOI NOTY>KHOCTiI KOMYHiKaLinHOro obnagHaHHs.

HomiHanbHa BigcTtaHb Mix npunagamu B 3anexXHOCTi Bif 4acToTy nepeTBoproBaya [M]
MakcuMarnbHa

BUXiAHa NOTYXHicTb | 150 Iy - 80 MI'y, 80 Ml'y, - 800 MI'y, 800 My -2.5TTy
Fgf}eT”P”Ba“a d=117Vm d=1.17vw d =223V

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 nepeTBoptoBayiB 3 HOMIHANBHOK MaKCUManbHOK BUXIAHOK NOTYXHICTIO, HE HAaBEJEHOIO B CMUCKY,
pekomeHaoBaHa BigcTaHb d B MeTpax (M) MOXe po3paxoByBaTUCH 3 BUKOPUCTAHHSAM PiBHAHHS, WO
3aCTOCOBYETLCSH NS YacTOTU NepeTBoptoBaya, Ae P — makcumanbHUiA piBeHb BUXIQHOT MOTYXHOCTI B
BaTTax (BT) 3a 4aHMMKM BUpOOHMKa nepeTBoptoBaYa.

Mpumitka 1 Ha 80 My ta 800 MIMy 3aCTOCOBYETLCA LUMPLLWIA Aiana3oH YacToT.

Mpumitka 2 Lli pekomeHaaLii MOXYTb 3aCTOCOBYBATMUCA He 3aBXaun. Ha po3noBClogKeHHs
€NeKTPOMarHiTHOro BUNPOMIHIOBaHHS BNIMBAKOTL Taki akTopu, SiK NOrNUMHAHHA Ta BigbuTTa Big
crnopya, npeaMeTiB i nogen.
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PekomeHpauii Ta 3asBM BUpOoOHUKa — EnekTpomMarHiTHa nepewwKkogocCTinKicTb

Mpwunap SeraTM npu3HavyeHMn 4NA BUKOPUCTAHHA B HABeAEHHOMY HMXKYe efIeKTPOMarHiTHomy
cepepoBuli. KnieHT abo kopuctyBay SeraTM noBuHeH 3a6e3ne4ynTv BUKOPUCTaHHSA o6naaHaHHSA B
TakoMmy cepeaoBMULLi.

OndepeHLinHnI
pexXmm

+2 kB 3aranbHumn pexum

+2 kB 3aranbHun
pexmm

TecT Ha PiBeHb TecTyBaHHA 3a | BignoBigHicTb EnekTpomarHitHe
nepeLKoaAoCTINK IEC 60601 cepepnoBuile -
icTb pekomeHaauii
EnekTpoctatuyHui +6 kB KoHTaKkT +6 kB koHTakT Mignorn NoBuHHI OyTn
po3psag (ESD) 3pobneHi 3 gepesa, 6eTOHyY
+8 kB nosiTps +8 kB nosiTps abo kepamivHOI NANTKMN.
IEC 61000-4-2 Akwo nignora Bkputa
CUHTETUYHMM MaTepianom,
BiAHOCHa BOJOriCTb MOBUHHA
oyTn Buwe 30%.
LBnaki +2 kB ans niHin +2 kB ans nidin AkicTb Ta NOTYXHICTb
iMMYNbCHI YKMBIEHHS XUBJIEHHS enekTpomepexi NoBnHHa 6yTun
nepeLuKkoamn SIK B TOPriBenbHMX Ta
+1 kB ans +1 kB ans KUTMOBUX MPUMILLIEHHSIX.
IEC61000-4-4 BXiAHUX/BUXIOHWX MiHIN BXiAHMX/BUXiAHUX
niHin
MepeHnanpyra +1 kB +1 kB AkicTb Ta NOTYXHICTb
andepeHUinHnn enekTpomepexi NoBnHHa 6yt
IEC 61000-4-5 pexum SIK B TOPriBenbHUX Ta

XNTNOBUX I'IpI/IMiLLI,eHHFlX.

MapiHHa Hanpyruy,
KOpOTKi nepepBu Ta
3MiHM Hanpyru B
enekTpomepexi

IEC 61000-4-11

< 5% UT (>95%
nagiHHa B UT) Ha 0.5
LMKy

40% UT (60% nagiHHA
B UT) Ha 5 uuknis

70% UT (30% napgiHHA

< 5% UT (>95%
nagiHHsa B UT) Ha 0.5
Lumkny

40% UT (60%
nagiHHa B UT) Ha 5
LUMKIiB

AkicTb Ta NOTYXHICTb
enekTpomepexi NoBnHHa 6yTun
SIK B TOPriBenbHMX Ta
XKUTNOBMX MPUMILLIEHHSX.
Axwio kopuctyBayesi SeraTM
noTpibHo 6e3nepepBHO
npautoBaTu nig vYac nepebois
y Mepexi,

B UT) Ha 70% UT (30% pekoMeHayeTbCS, 1106
25 uuknis naniHka B UT) Ha 25 SeraTM uBWBCS Bif
LiMKnie 6esnepebinHorogxepena
<5% UT XMBNeHHs aboakymynsitopa.
(>95% naginHs B UT) <56% UT
Ha 5 cek
YacToTa 3 A/m 3 Alm MariTtHi nons YactoTu
XUBMEHHSA Mepexi NOBUHHI ByTn Ha
(50/60 Iw) PiBHSIX, XapakTepHUX Ans
TMMOBOro KOMEpPLiMHOro
IEC 61000-4-8 abo XXMUTMNOBOro

NPUMILLLEHHS.

Mpumitka: UT - Hanpyra B Mepexi NnepeMiHHOro CTpymMmy 40 3aCTOCYyBaHHSI TECTOBOIO PiBHS.
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PekomeHpauii Ta 3aaBM BUpoOHUKa — EnekrpomMarHiTHa nepewwKkoaocTinkKicTb

TakoMy cepefoBULLj.

Mpunag SeraTM npusHayeHun 4ns BAKOPUCTAHHA B HABEAEHHOMY HVKYE eNleKTpOMarHiTHomy
cepepnosuLi. KnieHT abo kopuctyBay SeraTM noBuHeH 3abe3neunT BUKOpUCTaHHSA obnagHaHHS B

TecT Ha cTiliKkicTb

TecToBuUI piBeHb 3rigHO | PiBeHb BignoBigHOCTI

EnektpomarHitHe

3|EC cepegoBuLle - pekomeHaauii
/ EN 60601
MopTaTtnBHe Ta MobinbLHe PY
obnagHaHHA NOBUHHO
BUKOPUCTOBYBATUCHA HE
OnmK4e Hix Ha
pekoMeHAo0BaHil BiacTaHi Bif
SeraTM Ta Ihoro kabenis; Us
BijCTaHb BMPaxOBYETbCS 3a
PIBHSAHHAM B 3aneXHOCTI Bif,
YacToTu NepegaBava.
Mposoanmi PY 3 B ckB 3 B ckB PekomeHaoBaHa BiaCTaHb:
IEC / EN 61000-4-6 150 KMy - 80 MMy d=12P
BunpomineHi PY 3 B/m 3 B/m d=12 P 80 My - 800
IEC / EN 61000-4-3 80 MIy-25TTy ML

[e P - makcnmanbHa BuxigHa
NOTYXHICTb NMepeTBoptoBaYa y
BatTax (BT), 3a3HaveHa
BMPOBHMKOM nepeTBoptoBaYa,
a d - pekomeHgoBaHa
BiACTaHb B MeTpax (M).

Cwuna nonie ctauioHapHux P4Y-
nepeTBOptoBadviB, 3rigHO 3
OOCNigAXEeHHAM
erneKkTpoMarHiTHOT 30Hu, (a)
NMoBMHHA OYTK MeHLLE PiBHS
BiAMNOBIOHOCTN Yy KOXKHOMY
YacToTHOMYy AianasoHi (b).

Mepelwkoam MOXyTb BUHUKATM
nobnuay obrnagHaHHs,
BiAMI4EHOro HaCTyNHUM
CUMBOJIOM:

Q)

npegMeTiB i Nogen.

Mpumitka 1 Ha 80 MINy ta 800 Ml 3aCTOCOBYETHCS LUMPLLMIA Aiana3oH 4acToT.
Mpumitka 2 Li pekomeHaauii MOXyTb 3aCTOCOBYBaTUCS He 3aBXAuW. Ha po3noBCOgKEHHS
€reKTpOMarHiTHOro BUNPOMIHEHHS! BNIMBAOTL Taki hbakTopw, sik NOrnmMHaHHA Ta BiabutTs Big cnopya,
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(a) Cvna nonie cTauioHapHMX NepeTBoOptoBadyiB, Takux sk 6asu pagio- (MobineHUX, 6e34p0TOBUX)
TenedoHiB Ta pauii, pagioaMmaTopCcbkMx CTaHuin, pagioctaHuin AM Ta FM, a Takox CTaHuin TenebayeHHs,
He moxe B6yTu TouHO nepenbadeHa. LLob ouiHUTK enekTpomarHiTHe cepefoBuLLe 3 ypaxXyBaHHAM
ctauioHapHux PY nepeTtBoptoBadiB, cnig npumMat 40 yBaru OCHIIKEHHSA eNeKTpoMarHiTHOT 30HU. AKLO
BUMIipsiHA cuna nong B MicLi, Ae 3acTocoByeTbcA SeraTM, nepeBuLLye BULLIEBKa3aHUN piBEHb
BiANOBIAHOCTI, CNiJ 0COBMMBO CTEXUTY 3a (PYHKUiOHYBaHHAM SeraTM.

AKWO BY NOMITUTE MOMUITKM Y PYHKLIOHYBaHHI, Crig yXXMTN OAATKOBMX 3axX0A4iB, Hanpuknag - NoBepHyTMB
iHWun 6ik abo nepemictutn SeraTM.
(6) B yactotHomy aianasoHi 150 kI'y, - 80 MI'y, cnna nonis noBMHHa BYTY MEHLLO HixX 3 B/M.
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IOnsa pocsarHeHHs BignoBiaHocTi BUMoram Ao EMC, BkazaHum B ctaHgapTi IEC 60601-1-2,
BUKOPUCTOBYMITE TiNTbKU HUXKYEBKa3aHi akcecyapum:

MpucTpin Bupo6HukK Mopenb
MonepepaHin niacuniosay Interacoustics -

3o OWA RadioEar -

Crepeo ID BHyTpilLHbOBYLWHUI TenedoH IP30 50 Om RadioEar IP30
Crepeo ID ronosHumn tenedoH IP30 50 Om RadioEar IP30

IOna pocarHeHHA BignoBigHocTi BUMoram go EMC, BkazaHum B ctaHgaprti IEC 60601-1-2,

BUKOPUCTOBYMNTE TiNIbKM Kaberni BKa3aHOro HMK4e TUny T1a AOBXUHU:
[donomixHe ob6nagHaHHA

Kabenb SIP/SOP
HasBa BupobHuk | Mogenb [loBX. | ExpaHosarmit , CepintHnn
V] [Taw/Hi] Hasga rHizga | Tun Ne
_ - XKusnenhsi Bin mepexi | Mopgava nep. cTp. | -
Briok UE/Fuhua |t 090D | Mikpo-USBHa|
KNBMEHHS 1.5 Hi 6e3anp. sapsa. | foa ik
npucTpoi/basi
BesgpoTosuin
sapaHvin Interacoustics |- - - - - -
npucTpin/6asa
. . H_a nor.. AHarnorosun
Ay,ElIOI\;eTpI/IHHI. niac.:MHisgo BUAXIf] -
BHYTP./ TOJTIOBHI H U .
e ehorm (500m) RadioEar IP30 0,25 |[Tak :; ycXI/IaMEsOJ'IOM cepiiHi faHi ID028384
Ha non.
nigc.:MHisgo 3
CUMBOJIOM AHanoroeum
. ByXa BUXia.
3oHA Interacoustics | OWA 0,48 |Yactkoso a6 BepxHE | Mikp. Bxin
rHi3go Ha CepinHi gaHi
npunagi
Sera™
BepxHe rHianl’K'/Ia AHa.J'IOFOBVIVI
MonepenHinn | Interacoustics |- 1,15  |YacTkoBo | MPunaai Sera BAXIA. MA9017639
. Mikp. BXig
nigcunoeav . ;
CepiviHi gaHi
Ha non.
nigc.: AHanorosumn
. ; BXig
Kabeni Interacoustics |- 0,51 |Hi ROTbOPOBI | aionorismnx |-
enekTpogais rHizga 3 curHanis
CYMBOJIOM
rosioBu

Bci Tectn EMC cnig 3agincHioBaty B 060x cTaHgapTHUX pexxumax npotokony: OAE Tta ABR.

BukopurcTtaHHa KOMNNeKTyounx, nepeTBoploBaYiB Ta kabenis, Lo He nepeabaveHi abo He HaaaHi
BUPOBOHMKOM LbOro obnagHaHHs, MOXe Npu3BecTy A0 30inbLUeHHs enekTpomarHiTHoI emicii abo o
3HWXKEHHS eNeKTPOMAarHiTHOT CTIMKOCTi Lboro obnagHaHHs Ta, Sk Hacnigok, 40 HeNpaBuNbHOI poboTu.
Mepenik KOMNIEKTYIOUMX, MepeTBOPIOBadiB i kabeniB MoxxHa nepernsHyTi B gogatky EMC go uboro
nocibHwuka.

BukopurcTaHHa KOMNNeKTyoumnx, nepeTsoptoBaYiB Ta kabenis i3 MeanyHuM obrnagHaHHAM/CUCTEMOLO,
BiAMIHHOIO Bif LbOro obnagHaHHs, MoXe Npu3BecTn Ao 36inblueHHs eMicii abo 3HMXKEHHS CTIMKOCTI
Meau4Horo obnagHaHHs/cucTemMun.
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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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