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1. BbBegeHue

YO0BNeTBOPEHOCTTa Ha KNeHTa CTOM Ha MbPBO MSCTO B NOnuTMKaTa Ha W&H oTHOCHO ka4ecTBOTO. HactoswoTo
MeauUMHCKO nsgenve bewe pa3pa60TeHo, nponsseneHo U TeCTBaHO B CbOTBETCTBUE C BaNUAHUTE 3aKOHOBU
1 HOPMaTUBHUN U3NUCKBAHUA.

3a Bawarta 6e3onacHocT u 6e3onacHocTTa Ha BawwuTe naumeHTn

Mons, npean nbpBoHayarnHa ynotpeba npoyeTeTe pbKOBOACTBOTO 3a ynoTpeba. B Hero e 06sicHeHO 6opaBeHeTo
C MeMLMHCKOTO u3fenue, KoeTo e By rapanTupa 6esasapuiiHo, edpekTnBHO 1 GesonacHo TpeTupaHe.

CnasBanre YKa3aHuATa 3a 6e3onacHoCT.

MNpepgHa3HayeHue
[eHTanHaTa TypOuHa e NpefHa3HaveHa 3a crnefHUTe NPUOXKEHWs: OTCTPaHsABaHe Ha kapuecHa maca, obpaboTka
Ha KaBUTETU N KOPOHW, OTCTPaHSIBAHE Ha MbMHEXM, (hUHMPaHE Ha NOBLPXHOCTTA Ha ECTECTBEHN 3bOM U Ha
Bb3CTaHOBSABALLM MaTepuann.
ﬁ M3nonseaHeTo He No NpegHasHaveHne Moxe Aa NoBpean MeaULMHCKOTO M3aenve v Taka ga npudmnHu
puUcCKoBe 1 onacHOCT 3a nauueHTa, I'IOTpeGVITeJ’Iﬂ N TpeTn nuua.
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Mpu paspaboTkaTta 1 KOHCTPYMpPaHeTO Ha MeAMLIMHCKOTO U3aenue cMe U3XoXaanu oT Lienesa rpyna
,J1ekapu no AeHTanHa meguuvHa, AeHTanHU XUrMeHCT, AeHTanHu Cnyxutenu (npodunaktvka)
W JEeHTanHW acucTeHTmn".

f Keanudukauusa Ha notpebutens

OTroBOpHOCT Ha Npou3BoOAUTENSA

Mpon3BoauTensT ce cunTa OTrOBOPEH 3a NOCNEACTBYSA, Bb3AENCTBALLM BbPXY 6e30macHoCTTa, HageXaHoCTTa

1 edmKkacHOCTTa Ha MeAMLMHCKOTO U3Aenne camo B Cryvail, Ye ce cna3eaT AafeHuTe No-Aony ykasdaHus:

> MeavuuHckoTo usgenve Tpsibea Aa ce U3NoN3Ba camo B CbOTBETCTBME C TOBA PLKOBOACTBO 3a ynoTpeba.

> MepanumMHCKOTO n3genne HaMa YacTv, KoUTo NoTpebutenat 6u Morbn Aa peMoHTHpa.

> [IpOMeHM nnu peMOoHTHU AENHOCTH MOraT Aa ce U3BBbPLUBAT CaMo OT OTOPU3MPaH cepBudeH napTHbop Ha W&H
(Bmx cTpaHvua 49).



&

MNpodpecrnoHanHa ynotpeba

MeauumHcKoTo U3genve e npeAHasHayeHo camo 3a npodecuoHarnHa ynotpeba B CboTBeTCTBME

C HEroBOTO NpeAHa3sHayYeHne 1 CbrnacHo AeiicTalyuTe pasnopeadu 3a 6e3onacHOCT Ha Tpyaa, MepkuTe
3a NpefoTBpaTABaHE Ha 3MOMONYKM U MPU CNasBaHETO Ha HACTOSILLOTO PbKOBOACTBO 3a ynoTpeba.

MegauumHckoTo nsgenue Tpsbea fa ce 06paboTea 1 Nnogabpka camo OT 1L, KOUTO ca UHCTPYKTMPaHK 3a
3almMTa oT MHMEKLMU, NUYHA 3alMTa U 3alMTa Ha NauueHTuTe.

HenpasunHata ynotpeba (Hanpumep nunca Ha XurueHa n NnoaapbxkKa), Hecna3BaHeTo Ha HalnTe
yKasaHusi U1 M3NonN3BaHETO Ha akcecoapy U pe3epBHU YacTu, KOUTO He ca ogobpeHn ot W&H, Hu
ocBoboX/aaBa OT rapaHLMOHHY U APy NPeTEeHLMM.

Beunykm ceprostu cbbuTUA BBB Bpb3Ka C MeAUUNHCKOTO nsgenve TpHGBa Aa ce C'bOGIJ.lHT Ha
npoussoauUTena U OTroBopHaTa I/IHCTI/ITyLWIH!



2. Yka3aHus 3a 6e3onacHocCT

A

>

Mpeayn Ha4arHoTo MyckaHe B eKcroaTtauys CbxpaHsBaiTe MeanULMHCKOTO U3AENe Npu cTaiHa
Temneparypa 3a 24 yaca.

Pa3spelueHa e paboTaTa ¢ MEAULIMHCKOTO U3[ENue camo, ako 3axpaHBaLLmsaT 6ok oTroBaps Ha
n3nckBaHusiTa Ha ctaHaapTute IEC 60601-1 (EN 60601-1) n IEC 60601-1-2 (EN 60601-1-2).

M3non3BaHOTO 3axpaHBaHe OT enekTpuyeckaTa Mpexa TpsibBa Aa OTroBapsi Ha CrIEAHUTE U3UCKBaHWS,
KOWTO Ce rapaHTMpaT OT U3BbPLUBALLMS MOHTaXa Ha cucTemara:

>

vV V. VvV Vv

[lBoliHa n3onauus 3a Haii-BMCOKOTO O4aKBaHO 3axpaHBaLLO HanpexXeHne Mexay MbpBuYHaTa

1 BTOpPMYHaTa TOKOBa Bepura.

[lBoiHa 13onaums 3a Haln-BUCOKOTO O4AKBAHO BTOPUYHO HanpexeHe Mexay BTOPUYHOTO HanpexeHue
1 3azemsBaLms nposoaHuk (PE).

BTopnuHuTe TOKOBM Bepuru TpsibBa Aa ca ranBaHU4YHO pasferneHy NoMexay cu.

BTopuuHuTe TOKOBM Bepuru TpsibBa Aa ca 3alyyUTeHN CpeLLy KbCO CbeIMHEHWE W CPELLly NpeToBapBaHe.
M3unckBaHusATa 3a TOKOBETE Ha yTeyka B paboTHaTa yacT Tpsbsa Aa ce crna3ear.

BTopuyHOTO HanmpexeHue npu ekcnnoatauusi Tpsibea ga e orpaHnyeHo Ao makcumym 4,2 sonta AC unu
6 Bonta DC.
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M3nonsBaiite camo 3axpaHBaLim wnayxu cbrnacHo EN ISO 9168.

BuHaru nogroTesainTe nogxoasiym ycnoeus 3a paborta v yHKLMOHMPaHe Ha OXNaXAalloTo CPeacTBo.
BuHaru nogroTesanTe 4OCTaTbYHO KONMYECTBO NMOAXOASLLO OXNaxaallo CPeACTBO U UMaiiTe rpmkaTa 3a
ocurypsisaHe Ha nogxosiaTa acnvpaums.

lMpy HapyLleHUs B NoAaBaHeTO Ha OXNaxaalloTo CPeACTBO BeAHara crpeTe pabota ¢ MeaULMHCKOTO
usgenve.

KaTo paboTeH Bb3ayx 13non3eaite camo o06paboTeH OT AeHTaneH KOMNpecop Bb3ayXx, KOWTo

e chunTpupaH, obeamacneH n oxnageH.

Mpeau Bcsika ynoTpeba nposepsiBaiTe MEANLMHCKOTO U3fenue 3a noBpeau v xnabasu yactv (Hanp.
nyw 6yToHa).

Mpn noBpeaa He n3nonasaiTe MeQULMHCKOTO U3aenue.

Mpeawn Bcsika ynoTpeba n3BbpLUETe NPOBHO NyckaHe.

W3bsreaiite nperpsisaHeTo Ha obpaboTBaHaTa 30Ha.

He nsnonseaiite MEANLMHCKOTO U3LenMe Npu HapaHsBaHe Ha MEKUTE ThKaHW B YCTHATa KyXuHa.
Bb3ayxbT nog HansraHe Moxe Aa AoBeae [0 NPOHWKBAHE Ha CENTUYHK CyBCTaHLMW B TbKkaHuTe,
CbOTBETHO 0 embonuu.

He noepauraiite BysaTta unu esvka ¢ MEANULIMHCKOTO usgenve. OnNacHOCT OT uarapsiHe Nopaaw 3arpsisaHe
Ha nyw 6yToHa!



A\

> TpsabGBa CTporo Aa ce cnasgart, onpeaeneHnTe oT NPOU3BOAUTENS HA cUcTeMaTa 3a Ae3nHMEKUUs Ha
paboTHa Bofa, OrpaHNyeHus 3a KOHLEHTpaLMUnUTe U BPEMETO 3a Bb3AENCTBIUE, KakTo 1 NpaBunaTta 3a
pa6oTa cbC cucTemara.

> He usnonseaiite MEAULUMHCKOTO 3LEnNMe KaTo CBETNMHHA CoHAa.
> [la ce BHMMaBa norneabT Aa He nonaaa AMPEKTHO BbPXY M3TOYHMKA Ha CBETMIMHA.

11



TK-94 L, TK-97 L, TK-98 L, TK-100 L

®YHKUMOHMPAHETO Ha UMNNAHTUPYyeMU MeanumnHckn anapatu (AIMD) (Hanp. cbpaeYeH NericMenksbp v
ICD (umnnaHTupyem kapavoBepTep-AecubpunaTop)) MoXe Aa ce NoBnusie OT eNeKTPUYECKU, MarHUTHU 1
€neKTPOMarHWTHK noneTta.

f Puckose ot €NeKTpoMarHuTHu noneta

> [lpeau oa nanonseate MeAMLUMHCKOTO U3fenue, onpeaeneTe fanu NauueHTbT UMa akTUBHM
uMnnaHTMpyemm MeauumHcku anapaty (AIMD) 1 ro nHdopmupariite 3a puckoseTe.
> He noctagsiiTe paboTHaTa YacT BbpXy TANOTO Ha NauueHTa.

12



XurueHa u noaapbKKa Npeav NbpBOHavyanHaTa ynotpeéa

A\
A\

v

v

MeanumHCcKoTO n3genue ce 4OCTaBS OMAKoOBaHO B MONMETUIEHOBO DONMO U HE € CTEPUITU3MPAHO.
MonueTnneHoBOTO HONMO 1 ONaKOBKaTa He ca CTepunmanpallm ce.

MouncTBanTe, Ae3nHdeKUMpaliTe 1 cMa3BaiTe MeQULMHCKOTO U3fenue.
Crepunuaupainte MEAULMHCKOTO U3AENWE U UrNaTa 3a NOYUCTBAHE Ha AH3nTe.

13



3. OnucaHue Ha npoAykKTa

fo‘o " OB\'Q O
Il 0%0600("20

14

Typ6uHa 3a Roto Quick-
KyTMnyHr

Myw 6yToH

Cnpeit arosn

M3ToYHUMK Ha cBeTnuHa
(LED)

Mpodoun Ha rpuda
Kopnyc

Mrna 3a nouncTteaHe Ha
aosute

Q06 o000



3. OnucaHue Ha npoAykKTa

TypbuHa 3a Multiflex®*
KynnyHr

Myw 6yToH

Cnpeit grosn
CeeTtnosog*
Mpodun Ha rpucba
Kopnyc

Wrna 3a nouncreaHe
Ha ato3uTte

(- N N-N NN

15



4. NyckaHe B ekcnnoaTtauus MocTaBsiHe / cBansHe

MegauumHcKoTo n3genue Aa He ce nocTaes
1N cBans no Bpeme Ha paboral

S
v B ")
/AN © TocTaBeTe MeAULIMHCKOTO U3enue Ha

— | ) "'mlml):% Roto Quick kynnyHra / Multiflex®*-KynnyHra.
——————— =

C’:‘T ‘Qﬂ\‘}% A @ [poBepeTe HaAEeXAHOTO 3axBaLljaHe.
: unm

© laTernete Hasaj BTynkaTta Ha Roto Quick
KymnyHra u ypes n3gbprneaHe B akcmarHa nocoka
cBarnete MeAMLMHCKOTO u3fenue.
Ceanete Multiflex®*-KynnyHra ypes n3gbpnsaHe
B akcuanHa nocoka.




PoTupalwm MHCTpyMeHTH

A\

V13non3saiTe camo W3npaBHK poTUpaLLM MHCTPyMeHTU. CnasBaiiTe ykasaHUsTa Ha Npou3BOANTENS.
MocTaBsiiTe POTUPALLMSA MHCTPYMEHT CaMOo NPU CNPSHO MEeAULMHCKO U3genie.
Hukora He fokocBaiiTe pabGoTeLms poTUpaLLy UHCTPYMEHT UM POTUPALL, MHCTPYMEHT, YAETO ABUXKEHWE

3aTnxBa.
Hukora He HaTuckaliTe nyw GyToHa Ha MeaMLMHCKOTO U3aenue no Bpeme Ha usrnonasaHe. ToBa BoaW Ao
ocBoGOX/AaBaHe Ha poTvpaLLyst MHCTPYMEHT, [0 NOBpeAa Ha cucTemata Ha LiaHrata u/unm oo sarpsisaHe
Ha MeauUMHCKOTO n3genue. OnacHoCT OT usrapsiHe!

M3nonseaiite poTMpaLlm MHCTPYMEHTU caMo [0 ykaszaHuTe OT NpoM3BOAMTENS MakCUMasHO 4ONyCTUMM
obopoTu.

17
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CMsiHa Ha poTMpALLMA UHCTPYMEHT

© BkapaiiTe poTvpaLLysi NHCTPYMEHT.
HatucHeTe nyww 6yToHa U CblleBpeMeHHO
BKapanTe poTupaLLms UHCTPYMEHT, 4oKaTo onpe.

(2] I'IpOBepeTe HagexaHoTo 3axBallaHe.
mnnn

© |3BageTe poTMPALLMS UHCTPYMEHT Ypes
HaTuckaHe Ha nyLw GyToHa.



Mpo6Ho nyckaHe

A He APbXTe MeaULMNHCKOTO n3genue Ha BucovnHata Ha ouute!

> BkapaiiTe poTvpaLmsi UHCTPYMEHT.
> V3non3sante MeguUMHCKOTO n3genve.

Mpu pyHKLMOHaNHM HenanpaBHOCTY (Hanp. BUGpaLuu, HeobuyaiHu LLyMOBe, 3arpsiBaHe, NpeKbCBaHe Ha
OXNlaXxaallo CpeAcTBo, CbOTBETHO U3TUYAHE) BeAHara cnpete MeAULMHCKOTO usaenue n ce obbpHete
KbM OTOPU3KpPaH cepsr3eH NnapTHbop Ha W&H.

19



5. XurneHa n nogapuxka 06wu ykazaHus

@D CnasBaiiTe BanuaHWTe B cTpaHaTta Bu MECTHW U HALWOHAIHN 3aKOHW, AMPEKTUBU, CTaHAaPTy
1 pa3nopedw 3a NouncTBaHe, Ae3nHMeKLUsa 1 cTepunmsaums.

@z’ WHopmaumsTa 3a Banuaupanute npoleaypy 3a noBTopHa obpaboTka cryxu kaTo npuMep 3a NoBTOpHa
0bpaboTka Ha MeaMLMHCKO U3fienue cboTBeTCTBaLla Ha ISO 17664.

ﬁ > Hocerte 3awutHO obnekno, npegnasHy ovuna, npegnasHa Mmacka v pbkasulu.

> W3nonsgaiite o6eamacneH 1 unTpmpaH KoMNpecupaH Bb3ayx 3a pbyHO U3CyLlaBaHe ¢ MakCUManHo
paboTHo HansiraHe 3 bar.

20



CpepcTBa 3a noyncTBaHe U Ae3nHdekumsa

> CnasBaiTe UHCTPYKLMWTE, yKka3aHusaTa n NpeaynpexaeHnsaTa Ha NpoM3BoAUTeNs Ha cpeacTeara 3a
A noyMcTBaHe N/Mnn Ae3nHpeKLmns.
> M3nonssaiiTe camo AeTepreHTu, NpeaHasHavyeHn 3a NouncTBaHe uvnmu AesnHMeKumna Ha MeANLMHCKN
n3genus, n3paboteHn oT meTan u nnacrtmaca.
> TpsibBa Aa ce cnaseaTt CTPOro OrpaHNYEHUSITa 3a KOHLIEHTPALMUTE N BPEMETO 3a Bb3aencTBue,
ornpefeneHn oT NPOU3BOANTENS HA CPEACTBOTO 3a Ae3NHIEKLMS.
> M3nonsBanTte Ae3nHdeKTaHTH, KOUTo ca TecTBaHu 1 ogobpern ot Verbund fiir Angewandte Hygiene e.V.
(VAH = Acoumaums no npunoxHa xurnera), Osterreichischen Gesellschaft fiir Hygiene, Mikrobiologie
und Praventivmedizin (OGHMP = AscTpuiicko Apy»ecTBO 3a XurueHa, MUKpoBMonorus 1 NpesaHT1BHa
meauumHa), ot Food and Drug Administration (FDA = AoMUHUCTpaLusTa No XpaHuTe 1 nekapcraaTta)
n U.S. Environmental Protection Agency (EPA = AmepukaHckaTa areHumsi 3a onasBaHe Ha okonHaTa
cpegna).

@D AKO NMOCOYEHUTE CPEACTBA 3a MOYNCTBAHE U Ae3NH(EKLMSA HE Ca Ha Pa3ronoXeHue, NoTpeBUTEnsT Hocu
OTrOBOPHOCT 3a BanuaMpaHe Ha npoueaypara.
21



XurueHa un nogapbXKa OrpaHuyaBaHe Ha NOBTOpHAaTa NOAroToBKa

MpOABMKUTENIHOCTTA Ha EKCMNoaTaLVOHHNS XUBOT U (OYHKLMOHANHOCTTa Ha MEAULIMHCKOTO n3fenve 4o
A ronsiMa CTeneH ce onpeaensiT oT MEXaHUYHOTO HaTOBapBaHe Npu yrnoTpeba v XUMWYEeCKOTO Bb3aencTBue
Ha NoBTOpHAaTa NOAroTOBKa.
> M3snpalyaiite n3HoCeHW unu nospeaeHn MeaULMHCKY U3Lenus W/unm MEeANLMHCKA N3LEenus Cbe
CbLLECTBEHN NPOMEHU [0 OTOPU3UPaH CepBU3eH napTHbop Ha WE&H.

Likbn Ha noBTOpHa NoAroToBka
> Mpun meguumnHckoTo usgenvie Ha W&H Hue npenopbyame cneq 1 000 uukbna Ha NOBTOPHA NOArOTOBKA
UNn Ha efHa roanHa 4a ce U3BBLPLUM PeJOBHO CEPBU3HO 0OCNYyXBaHe.

22



XurneHa n nogapbxKKa MbpBOHaYanHa MaHUMynauusi Ha MACTOTO Ha ynoTpe6a

MoyuncTeaiiTe N MEAMLMHCKOTO U3AENVe BeaHara cref Bcska MaHunynaums, 3a aa npoM1eTe BCUYKM
A MPOHUKHAMNM TEYHOCTM (Hanp. KPbB, CIIIOHKA M Ap.) M [1a NpeoTBpaTUTE YBPEXAAHETO Ha BbTPELLHNTE

yacTtu.

> Wanonssaiite MeguumMHCKoTo n3genue noHe 10 cekyHau Ha cBoGogeH XoA.

> BHUMaBaiiTe BCUYKM M3XOAHW OTBOPM [1a Ca U3NNakHaTu.

> M3bbpLueTe NOBbPXHOCTTA Ha MHCTPYMEHTUTE M3LANO CbC CPEACTBO 3a Ae3NHMEKLNS.
> W3BapeTte poTupaLLust IHCTPYMEHT.
> CBaneTe MeAWLMHCKOTO U3aenve.

@D WmanTe npeasua, Ye cpeAcTBOTO 3a Ae3nHMDEKLMSA, U3NON3BAHO NpY npeaBapuTenHaTa MaHunynauus,
CIy>Xn cCamo 3a 3alluTa Ha Xopa U He MOXe [a 3aMeCTU CTbnkaTta 3a ne:;mmbel(umq crnen no4YncTBaHeTo.

23



XurneHa u noaapbXKa Pb4HO nouncreaHe

A He nocrassinte MeOULMNHCKOTO usaenve B ,El,e.’:WIHd)eKLJ'I/IOHeH pasTBoOp UK ynTpasBykoBa BaHa!

> [MouncTBanTe MeaULMHCKOTO U3fenve Nog Tevalla nuteiHa sBoga (<35 °C /95 °F).
> /13nnakHeTe 1 U3YeTKanTe BCUYKU BbTPELUHW Y BbHLUHM MOBBPXHOCTY.

> MpemecTeTe ABWKELLMTE CE YacTW Hasad U Hanpea HAKOMKO MbTy.

> OTcTpaHeTe OCTaTbLMTE OT TEYHOCT C KOMMpPecUpaH Bb3ayX.

24



MouncTtBaHe Ha cnpen aro3uTe

> BHMMaTesHo oTcTpaHeTe 3aMbpcsiBaHusITa
1 OTnaraHusiTa oT U3XOAHWUTE OTBOPY C NOMOLLTA
Ha urnarta 3a nouncTBaHe Ha ato3uTe.

@3 MouncTBanTe 1 ge3nHdekumpaiite urnata
3a NOYNCTBaHE Ha Al3UTe B YNTPa3ByKoBa
BaHa u/vnu B anapaT 3a noyucTeaHe
1 Ae3nHdexums.

MouyncTBaHe Ha KaHana 3a oxnaxAaallo CPpeacTBo
> [poayxaiite kaHana 3a oxnaxaallo cpeacTBo

C KOMMpecupaH Bb3ayX.
@: lMpw 3anyLweHn N3XOAHW OTBOPU WU KaHanm

3a OXNaxgallo CpeAcTBo ce 06bPHETE KbM
0oTOpU3MpaH cepBu3eH napTHbop Ha W&H.
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MouyncTBaNTe M3TOYHMKA HA CBETNIMHA

M3bsreavite HagpackBaHe Ha M3TOYHMKA Ha
cBeTnuHal

@ VI3muiiTe M3TOYHMKA Ha CBETIMHA C TEYHOCT 3a
noyMcTBaHe U Meka Kbpna.

@ /I3cylweTe M3TOYHMKA Ha CBETNIMHA C
KOMNpecupaH Bb3yX UNu C Meka Kbpna.

OCBET/IEHUETO.
> He nyckante B gencTBME MEQNLUHCKOTO
n3genve npu noBpeaeH N3TOYHMK
Ha CBETNMHA U ce 0OBbPHETE KbM
oTOpU3UNpaH cepBu3eH napTHbop Ha W&H.

f > Cnep BCsSKO NOYnCTBaHe nposepsiBanTte



XurneHa um noaapbXKKa PbyHa ae3vHdekuma

@: > W&H npenopbyBa ge3vHgpekumst Ypes n3bbpeeaHe.

@: MpurogHoCTTa Ha MEAULMHCKOTO n3fenve 3a edhekTUBHa pbyHa Ae3HMEKLMS e foKasdaHa OT He3aBucuma
TecToBa nabopartopusi, Npy U3rnonaeaHe Ha AeanHdekTaHTn ,mikrozid® AF wipes” (Schiilke & Mayr GmbH,
Norderstedt) u ,CaviWipes™* (Metrex).
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XurneHa n nogapbxKKa MalmHHO noyncTBaHe u gesnHgekuns

/T’\ W&H npenopbyBa MaLUMHHO NoYMCTBaHe 1 Ae3nHMEKLMS ¢ anapaT 3a no4ncTBaHe u AesanHdekuus (Arm).
|_| > CnasBaiTe UHCTPYKLMWTE, yKa3aHusATa 1 NpeaynpexaeHvsTa Ha NPoM3BOANTENSA Ha anapaTtuTe 3a
noyncTBaHe 1 Ae3nHdekuns, cpeacTearta 3a novncTBaHe u/mnm AesnHdexLms.

MpurogHoCTTa Ha MeAMLIMHCKOTO M3aenve 3a edekTyBHA MalLMHHA Ae3nHeKums e fokasaHa oT
HesaBucumMa TecToBa nabopatopusi cnopeg ISO 15883, npu n3non3saHe Ha anapaTti 3a NOYNCTBaHe U
aesvHdekums ,Miele PG 8582 CD* (dpupma Miele & Cie. KG, Giitersloh) n Ha cpenctso 3a nouncreaHe
,Dr. Weigert neodisher® MediClean forte* (Dr. Weigert GmbH & Co. KG, Hamburg).

Mouymncteane npm 55 °C (131 °F) — 5 MuHyTM

JNesnHdekuns npu 93 °C (200 °F) — 5 MuHYTM

&

vV V. V VvV VvV Vv
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XurneHa u noaapbXKa M3cywaBaHe

> BHMMaBaiTe MeMLMHCKOTO N3Aenue Aa € Hamb/IHO CyX0 OTBLTPE W OTBLH Cref NoYMcTBaHe
1 Ae3nHMdeKLms.
> OTcTpaHeTe OCTaTbLMTE OT TEYHOCT C KOMMPECUpaH Bb3ayX.
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XurneHa n nogapbxKKa KoHTpon, noaapbXka u npoBepka

MpoBepka
> Cnep nounctBaHe n Ae3vnHGEKLMsa NpoBepeTe MEAULMHCKOTO U3genve 3a NoBpeau, BUAMMO OCTaTb4yHO
3aMbpcsiBaHe U NPOMEHU MO NOBbPXHOCTTA.
> [loaroTBeTe OTHOBO BCE OLLE 3aMbPCEHNTE MEANLMHCKA N3AENUs.
> CTepunusupainte MEAULMHCKOTO U3Jenve cnes nouYMcTBaHETO, Ae3MHAEKLMSTA U CMa3BaHETO.
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CmasBaHe

n > Cwma3sBaiite CyxXO0TO MEeUUMHCKO nsaenue segHara cnej no4ymcTeaHe unm Ae3nHdekums.

> Hacouete MeOUUMHCKOTO nsgenve Hagony.

MpenopbyYMTENHU LMKIM Ha NoaapbKKa

> HenpemeHHO crnes BCAKO BbTPELLIHO NOYUCTBaHE

> [lpeau Bcska cTepunusaums

nnm

> Cnepn 30 MUHYTU M3non3BaHe, pecn. NoHe BeAHBbX AHEBHO
> uaHrata 1 nbT ceagMnYHO

C W&H Service Oil F1, MD-400

> Cna3sBanTte ykazaHusTa BbpXy cnpen-gnakoHa 3a Macrio v Bbpxy onakoBkaTa.

nnm
C W&H Assistina
> CrepggaiiTe ykasaHusTa B pbkOBOACTBOTO 3a yrnoTpeba Ha Assistina.
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CmasBaHe Ha uaHraTa

C W&H Service Oil F1, MD-400

>

[MocTaBeTe HakpalrHuka 3a cnperi-nakoH

REF 02036100 Bbpxy cnpen-gnakoHa 3a macro.
[pbXTe 3ApaBo MeAVLIMHCKOTO n3aenue.

CurHO HaTUCHeTe HakpaiiHWKa 3a crpei-
¢hnakoHa B LaHraTa.

BnpbckaliTe B npoAbmkeHye Ha OKONo

1 cekyHaa.

nnu

C W&H Assistina

>

CneppaiiTe yka3aHusiTa B pbKOBOACTBOTO 3a
ynotpeba Ha Assistina.



MpoBepka cnepn cma3BaHe

A\

> HacoueTe MeanUMHCKOTO M3genve Hagosy.
> M3nonsgaiitTe MeguUMHCKOTO nM3genve, 3a Aa MOXe U3MNULWHOTO Macno Aa uareye.
> OTcTpaHeTe BCSAKO eBEHTyanHO U3TeKNo Macro.
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XurneHa u nogapbXKa OnakoBka

OnakoBaiiTe MeULMHCKOTO U3LENNe 1 aKcecoapuTe B OMaKOBKM 3@ CTEPUNM3ALWS, KOUTO OTFOBapPST Ha
A CcriejHUTe U3NCKBaHWS:
> OnakoBkaTa 3a cTepunusaums TpsioBa aa oTroBaps Ha NPUIOKUMUTE CTaHAAPTU NO OTHOLLEHWE Ha
kavecTBO 1 ynoTpeba v Aa e noaxoasLla 3a MeTofa Ha CTepunmusaLms.
> OnakoBkaTa 3a CTepunusaums TpsioBa Aa € JOCTaTbYHO rofisiMa 3a CTepuUnnanpaHus npeamer.
> [oToBaTa onakoBka 3a cTepunu3aLus He Tpsioea fa Gbae Nof HanpexeHwe.
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XurneHa u noaapbXKa Crepunusaums

@D W&H npenopbuBa ctepunusaums cbrinacHo EN 13060, EN 285 nnu ANSI/AAMI ST55.

> CnasBaiiTe UHCTPYKLMUTE, yKasaHusiTa 1 NpeaynpexaeHnsTa Ha npovnaBoanTens Ha napHuTe
CTEpUnU3aTopu.
> W3bpaHaTa nporpama TpsibBa Aa € Noaxoasiua 3a MeauLUMHCKOTO U3Aenie.
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MNpenopbyaHu MeToAM 3a CTepUnU3aLus

> ,Dynamic-air-removal prevacuum cycle® (Tun B)/,Steam-flush pressure-pulse cycle” (Tun S)*/**
> 134 °C (273 °F) 3a Hawi-manko 3 MuHyTm, 132 °C (270 °F) 3a Haii-manko 4 MUHyTv

> ,Gravity-displacement cycle® (Tun N)**

> 121 °C (250 °F) 3a noHe 30 MuHyTU

> MakcumanHa Temnepatypa 3a ctepunusauus 135 °C (275 °F)
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@D MpurogHocTTa Ha MEANLIMHCKOTO n3aenve 3a epekTMBHa CTEpPUNM3aLmMs e JokasaHa OT HesaBucuma
TecToBa nabopaTopusi, Npu usnonseaHe Ha napeH ctepunusatop LISA 517 B17L* (W&H Sterilization
S.r.l., Brusaporto (BG)), napeH ctepunusatop Systec VE-150* (Systec) u napeH ctepunusatop
CertoClav MultiControl MC2-S09S273** (CertoClav GmbH, Traun).

,Dynamic-air-removal prevacuum cycle” (Tun B): 134 °C (273 °F) — 3 munytn* 132 °C (270 °F) — 4 MuHYyTW*/**
~Steam-flush pressure-pulse cycle* (Tvun S): 134 °C (273 °F) — 3 muHyT1* 132 °C (270 °F) — 4 muHyTH*/**
,Gravity-displacement cycle” (Tun N): 121 °C (250 °F) — 30 MuHyTI**

BpemeHa 3a n3cyluaBaHe:

,Dynamic-air-removal prevacuum cycle” (Tun B): 132 °C (270 °F) — 30 MUHyTL**
,Steam-flush pressure-pulse cycle” (Tun S): 132 °C (270 °F) — 30 muHyTU**
,Gravity-displacement cycle” (Tun N): 121 °C (250 °F) — 30 MuHyTI**

* EN 13060, EN 285, ISO 17665
** ANSI/AAMI ST55 , ANSI/AAMI ST79
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XurneHa u noaapbXKa CbxpaHeHune

> C'bXpaHHBaVITe CTEpPUNHUTE NPOAYKTU Ha CyxX0O U 3alUTEHO OT npax MACTO.
> [ogHocTTa Ha CTepUIHMA nNnpeameT 3aBUCK OT YCIOBUATA Ha CbXpaHeHWe U Buaa Ha onakoBKaTa.
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6. CepBus

PemoHTHa Ae/iHOCT U BpbllaHe
Mpu PyHKLMOHANHN HEN3NPaBHOCTW Ce 0ObPHETE KbM OTOPU3NPaH CepBu3eH napTHeop Ha W&H.
PeMOHTHM geiHOCTM 1 noaapbXKka MoraT Aa ce M3BbpLUBAT CaMo OT OTOPU3MpPaH cepau3eH napTHLop Ha WE&H.

> YBepeTe ce Ye MedULMHCKOTO U3AeNne e NPeMUHAnNo Lenvs NpoLec Ha NOBTOpPHa NOArOTOBKA NPeaw
BPBLUAHETO My.

39



7. Akcecoapu, KOHCYMaTUBM, pe3epBHM YacTu U APpYru npenopbyaHyi MeauuuHcku nsgenus ot W&H

M3nonaBarite caMo opuriMHanHu akcecoapm v pesepsHu Yact Ha W&H vnu ogobpern ot W&H akcecoapwm.
HocTtaBunum: W&H naptHbopu

Ckanupaiite QR koga, 3a

[a ce HaMepuTe akcecoapu,
KOHCYMaTVBU, Pe3epBHY YacTu 3a
MeaMLMHCKOTO n3aenue.




8. TexHn4yecku gaHHn

Synea Vision TK-94 L/ TK-94 LM | TK-97 L/ TK-97 LM | TK-98L / TK-98 LM |TK-100 L / TK-100 LM
KynnyHr oTKbM cTpaHaTa Ha Lunayxa CbrnacHo craHgapra EN ISO 9168:2009 WaH tho Quick / WaH tho Quick / WeH tho Quick / WeH Ro}o Quick /

v P Y P Multiflex®* Multiflex®* Multiflex®* Multilex®*
[nameTbp Ha onalukata Ha MHCTPYMeHTa 1SO 1797 (mm) 1,6-0,01 1,6-0,01 1,6-0,01 1,6-0,01
Makc. ooGpera or W&H abmkutHa ** (mm) 16 21 25 25
MUH. gbmKMHa Ha 3aTsiraHe AokaTo onpe AoKaTo onpe AoKaTo onpe [fioKaTo orpe
Makc. auameTbp Ha paboTHaTa Yact (mm) 1,5 2 2 2,5
OBopoTy Ha npaseH xof (+ 30 000) (min’1) 410 000 400 000 360 000 330 000
[nanasoH Ha paGoTHo HansraHe Roto Quick Bpb3ka (bar) 2,7-33 2,7-33 2,7-33 2,7-33
MpenopbunTenHo paboTHo HansraHe Roto Quick Bpb3ka (bar) 3 3 3 3

H Ha paboTHO Bpb3ka (bar) 25-4 25-4 25-4 25-4

[lpenopbyuntenHo paboTHo HansraHe Bpb3ka (bar) 3 3 3 3
HansiraHe Ha oTpaboTeHus Bb3ayx (bar) <0,5 <05 <05 <05
KoHcymauus Ha Bb3ayx (NI/min) 45 50 50 50
O6xBar Ha perynupaHe Ha BofaTa (NpenopbYUTENHO HansraHe Ha Bogata) *** (bar) 0,7-2(1,5) 0,7-2(1,5) 0,7-2(1,5) 0,7-2(1,5)
OBxBar Ha perynupaHe Ha Bbaayxa (MpenopbynTEeNHoO HansraHe Ha Bbaayxa) *** (bar] 1,5-3(2) 1,5-3(2) 1,5-3(2) 1,5-3(2)
Konuyectso Ha 0XnaxpaalloTo cpeacTso 1SO 14457 (ml/min; >50 >50 >50 > 50
Konuyectso Ha Bb3gyxa npu 2 bar [NI/min] >15 >15 >15 >1,5
[onycTimo 3axpaHBalLo Hanpexerue Roto Quick Bpb3ka HOMMHaNHO (V AC unm V DC; 3,2/ - 3,2/ - 3,2/ - 3,2/ -
[onycTim AnanasoH Ha HanpexeHNeTo VAC 22-4,2/- 22-42/- 22-4,2/- 22-4,2/-
[lonycTim AnanasoH Ha HanpexeHNeTo VvV DC 22-6/- 22-6/- 22-6/- 22-6/-
MotpebneHue Ha Tok Roto Quick Bpb3ka (A) 0,2/ - 0,4/ - 0,4/ - 04/ -

* BUX cTpaHuua 42

a1




* Multiflex® e Mapka Ha TpeTa cTpaHa, KoiTo He e cebp3aHa ¢ W&H Dentalwerk Birmoos GmbH
** [pn M3non3BaHeTo Ha NO-AbArM POTUPALLM UHCTPYMEHTU NOTPebuTendaT Tpsbea fa nsbepe npaBuiHu
€KCMnnoaTaLMoHHK YCNoBUS, 3a [ja Ce rapaHTupa, Ye HMa [a Bb3HWKHE ONacHOCT 3a Hero, nauueHTa um

Tpetu nuua.

*** HacTpoiikaTa Ha HansiraHeTo Ha Bb3fyxa/BoAaTta TpsibBa Aa ce N3BbPLUN €AHOBPEMEHHO.
HansraneTo Ha Bb3ayxa TpsibBa 4a e No-BMUCOKO OT TOBa Ha BoAaTa.

MOIJJ|HOCTTa n 060p0TVITe 3aBUCAT OT Ka4eCTBOTO Ha M3NOn3BaHUA 3axpaHBaly Wwiayx n Mmorat fia ce OTKMNOoHABaT OT
rnocoyeHarta CTOMHOCT.

min-1 (OBopoTun B MUHYyTA)
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[aHHu 3a TemnepaTtypaTa

TemnepaTypa Ha MEAMLIMHCKOTO M3enue OT cTpaHaTta Ha notpebutens: makcumanto 56 °C (133 °F)
Temnepatypa Ha MeOULMHCKOTO U3enue OT cTpaHaTa Ha naumeHTa (metan): makc. 51 °C (123,8 °F)
Temnepatypa Ha paboTHaTa YacT (PoTvpaLLMs UHCTPYMEHT): makcumanHo 41 °C (105,8 °F)

YcnoBus Ha okonHata cpefa

TemnepaTypa npv CbXxpaHeHne 1 TpaHCnopT: -40 °C po +70 °C (-40 °F po +158 °F)

BnaxHocT Ha Bb3ayxa npv CbXpaHeHne 1 TpaHCnopT: 8 % no 80 % (oTHocUTenHa), HekoHAeH3npaLla
TemnepaTypa npw ekcrnnoaTauus: +10 °C po +35 °C (+50 °F go +95 °F)

BnaxHoCT Ha Bb3gyxa npu ekcnnoatauus: 15 % 0o 80 % (oTHOCUTENHA), HEKOHAEH3MpaLLla
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9. UHdhopmauus 3a enekTpomarHutHata cbBmectumocT IEC/EN 60601-1-2

EkcnnoaTtaunoHHa cpefa v npeaynpeauTenHu ykasanusa sa EMC

A ToBa MeAULUMHCKO U3aenve He NOAAbPXa XMBOTA M HE € CBBP3aHO KbM nauueHTa. TTo e Cblio
TONIKOBA MOAXOASALLO 3a eKcnnoartauus B cdepaTa Ha rpuxkuTe 3a 34paBeTo Y JoMa, KaKTo U B
MEAVLMHCKN 3aBEAeHUs, C U3KIMI0YEHNEe Ha NOMELLeHNs/30HK, B konTo EM cmyLeHnsaTa ce nposssasaT
C BUCOKA UHTEH3NBHOCT. KNMEeHTBT n/unm notpebutenar tpsabea Aa rapaHTmpar, Ye MeanLyHCKOTO
n3fenve e pasnorioXeHo ¥ eKCnroaTnpaHo B TakaBa Cpefa Unv B CbOTBETCTBME CbC creyudukauumTe
Ha npou3sBoauTens. ToBa MeAMLIMHCKO U3Aenne N3nossea pagnovecToTHa eHeprusa camo 3a
BBbTPELHN pyHKunM. CnegoBaTenHo paanoyecTOTHUTE EMUCUM Ca MHOTO HUCKU U € Marnko BEpPOSTHO
Aa cMmyLaBar Apyru 6nmsku enekTpoHHM YCTPOoCTBa.
He ca Heobxoammu cneunanHun npeanasHn Mepku, 3a Aa ce nogabpka ocHoBHaTa 6e3onacHoCT u
CbLLECTBEHUTE XapaKTEPUCTMKN Ha TOBa MEAULIMHCKO usgenve.

XapakTepucTuUKn
A ToBa MeAULMHCKO U3genve HMma KpUTUYHN OYHKLMK 1 CreaoBaTesiHO HAMa CbLUECTBEHM
XapaKTepuUCTUKM.
44



A\
A\
A\
A\

Ypeau 3a paanoyecToTHa KOMyHUKaLMsA

MpeHocMMWTE ypeam 3a BUCOKOYECTOTHA KOMYHVMKaLMs (paganocTaHumm), (BKMIOUYMTENHO TEXHUTE
aKcecoapu, KaTo Hanp. aHTEHHW KaGenu 1 BbHLUHW aHTeHW) He TpsioBa Aa ce U3nonssaT Ha
pascTosiHue no-manko oT 30 cm (12 MH4Ya) OT KOSITO U Aa € YacT Ha MeAULMHCKOTO usaenue.
HecnassaHeTo Moxe Aa AoBede A0 HamansiBaHe Ha NPOU3BOAMTENHOCTTA Ha MEAMLIMHCKOTO U3aenve.

W&H rapaHTnpa cbOTBETCTBMETO Ha anapaTa ¢ uanckBaHusita 3a EMC camo npu n3nonasaHe Ha
OopurnHasnHu akcecoapu n pesepsHu yactn Ha W&H. isanonssaHeTo Ha akcecoapu 1 pe3epBHU YacTu,
kouTo He ca ogobpeHn ot W&H Moxe Aa goBeae [0 NOBULLEHO U3ITbYBaHE Ha eNeKTPOMarHUTHU
CMYLLIEHVS UK 40 HamaneHa yCTOWYMBOCT CMPSIMO €NEeKTPOMAarHUTHU CMyLLEHNS.

/3nonsBaHeTo Ha MeAULMHCKOTO U3[enve HEMOCPEACTBEHO A0 UMK C APYrv anapat eqHO BbpXy
apyro TpsibBa fa ce u3bsrea, Tbil kaTo ToBa MOXe Aa AoBeAe A0 HenpasunHa paboTa. Ako Bce nak e
HeoGXoAMMO U3NOoN3BaHe Mo ONUCaHUS HAYMH, MeAULMHCKOTO U3faenuve n apyrute anapatu Tpsabea ga
ce HabnogaBarT, 3a 4a ce yBepuTe, 4e paboTSaT NpaBuITHO.

MeanumMHCKOTO n3genue He e NoaXoasLLo 3a U3non3BaHe B 6rIM30CT 40 BUCOKOYECTOTHU
XUPYPruyeckn ypeau.
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Pe3yl1TaTVI OT eJIeKTPOMarHUTHUTE NPOBEPKU

U3ncksaHe

|KﬂaC/HMBO Ha npoBepka*

EneKTpOMarHVITHI/I n3nbYBaHuUA

EnekTpoMarHUTHM n3nbyBaHns (M3NbyBaHms)
CISPR 11/EN 55011 [30 MHz — 1000 MHz]

Ipyna 1
Knac B

EnekTpomarHMTHa ycTonumBocT

EnextpoctatuueH paspsig (ESD)
IEC/EN 61000-4-2

PaspexgaHe npu KoHTakT: * 8 kV
PaspexaaHe no Bbagyx: + 15 kV

Brcoko4ecToTHM enekTpoMarHuTHY noneta
IEC/EN 61000-4-3 [80 MHz — 2,7 GHz]

10 Vim

6M30CT A0 ypeau 3a 6eaxnyHa KoMyHuKaLus
IEC/EN 61000-4-3

385 MHz 27 Vim
450 MHz 28 V/im
BrCoOKo4eCTOTHM eneKTpoMarHMTHY noneTa B AMPEKTHa 710/745/780 MHz 9V/m

810/870/930 MHz 28 V/im
1720/1845/1970 MHz 28 V/m
2450 MHz 28 V/im

5240/5500/5785 MHz 9 V/m

*) HAma oTKNOHeHUst unu ynecHeHusi no otHowexnune Ha IEC/EN 60601-1-2.
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10. U3xBBbpnsiHe KaTo oTnagbk

A Mpu U3XBBPNSHETO KAaTO OTNALbK rapaHTUpaiiTe YacTUTe Aa He Ca KOHTaMUHUPaHW.

CnasBaiiTe BanuaHuTe B cTpaHaTa By MECTHM 1 HALMOHaNHW 3aKOHW, AUPEKTUBM, CTaHAAPTU
1 pa3nopenbu 3a U3XBbPISHE KaTo OTNagbk.

> MepauuuHcko usgenve

> W3nesnu ot ynotpeba enekTpuyeckn anapatu

> OnakoBka
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MapaHuua

ToBa MeAULUMHCKO U3AENnie € MPOU3BEAEHO OT BUCOKOKBANMMULIMPAHY CrELManucTyi C MakcumarHa rpyuknmnBocT.
Be3ynpeyHoTo My (yHKLIMOHMPaHe € rapaHTMpaHo OT MHOTOGPOMHUTE M3NUTBaHWSA 1 NpoBepku. Mons, umaiite
npeasud, Ye NpeTeHuunTe 3a rapaHLmUs ca BanuaHy Camo Mpy U3MbIHEHUE Ha BCUYKN UHCTPYKLMW B MPUMOXEHOTO
PBKOBOACTBO 3a ynoTpeba.

W&H kaTto npousBoguTen noema rapaHumsi 3a gedektyu B maTepvana unv npou3BoacTBeHu gedekTy ot
[ataTta Ha 3aKynyBaHe 3a CPOK oT 24 meceua.

3a LWWeTwn, NPUYMHEHN OT HenmpaBuHa eKkcnnoaTaLms Uny PEMOHT OT Nnua, HeyMbIHOMOLLIEHV 3a Tasn Len oT W&H,
HUe He noemame rapaHuys!

MpensBsaBaiiTe NpeTeHUMM 3a rapaHuys, cnej KkaTto NpeAcTaBuUTe AOKYMEHT 3a NMOKynka npef AoCTaByuka uim
oTOpU3MpaH cepBr3eH napTHbop Ha W&H. 3BbpLUBaHETO Ha yCRyrM B paMKUTE Ha rapaHuusTa He yabrxasa
rapaHLMOHHKS CPOK UMW CPOKa 3a peknamauys.



OTopusnpaHu cepBu3Hu napTHbopu Ha W&H

Mocetete W&H B nHTepHeT Ha agpec http://wh.com
B pasgen ,cepBu3” we oTkpueTe Han-6nm3kuna fo Bac otopusmpaH cepsuseH naptHeop Ha WE&H.

Wnu ckanumpaiite QR kopa.
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W&H Dentalwerk Blirmoos GmbH
Ignaz-Glaser-StraRRe 53, 5111 Birmoos, Austria

t +43 6274 6236-0,  f +43 6274 6236-55
office@wh.com wh.com
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