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CumBonbI B MHCTPYKLMUM NO 3KCnnyaTauum
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NPEOYMNPEXAEHNE! BHVIMAHWE! O6Lwe nosicHeHus, 3anpelaetcs
(puck TpaBmbl) (pycK NpUYMHEHUs He Hecylue yTunu3aumusi BMecTe
maTtepuanbHoro MHdopmMaLmm o6 yrposze ¢ BbITOBbIMM OTXOA4aMU
yuep6a) ANs nogen unu
npeamMeToB

B( OcTopoXHoO!

only CornacHo efepansHomy 3akoHogatenscTBy CLUA, npofaxa 3Toro MeauumMHCKOro usgenus
MOXET OCYLLECTBMATLCS TOJBKO MO YKa3aHUo NPaKTUKYHOLLEro Bpaya, CTOMaTonora unv Apyroro
MeZULMHCKOro creyuanicTa ¢ 4onyckoM k paboTe B KOHKPETHOM LUTaTe, B KOTOPOM OH XO4eT
UCMonb30BaTh Yka3daHHOE MeAULVHCKOE U3AEenNMe U NopyYuTb ero UCMOoMNb30BaHWe MHBIM ULaMm.
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OnosHaBaTesbHbIN 3Hak JlabopaTopum
UL yka3biBaeT Ha COOTBETCTBUE
TpeboBaHusim k 6e30MacHoCTH,

nencreytowmm B Kanage n CLUA



1. BBegeHue

MonuTuka koHTpons kavecTBa dmpmbl W&H HanpasneHa B nepByto ouepeab Ha yaA0BNETBOPEHHOCTb
knueHToB. MeauumHcKoe nagenue pa3paboTaHo, U3roTOBMEHO M UCMBITAHO C Y4ETOM 3aKoHOAATENbHbIX
1 HOpPMaTMBHbIX TPEBOBaHMWIA.

[nsa 6e3onacHocTn Bpa4da U nayueHTa

lMepen nepBbIM NCNONb30BaAHMEM O3HAKOMbTECH C MHCTPYKLMEN No akcnnyaTauuun. NprBeaeHHble B Heit
nosicHeHnst obecneyat 6ecnepeboiiHoe, 3KOHOMUYHOEe M Be3onacHoe UCNosb30BaHNE MEANLIMHCKOrO
n3genus.

A CobntogariTe ykazaHus no TexHuke 6e3o0nacHoOCTy.

HasHaueHue
Xupypruyeckas o6pa6oTka opraHU4ecKkoro TBepAoro BewecTaa.

Mcnonb3oBaHue MeONLMHCKOro n3aenma He no HasHa4yeHnto MOXET NPUBECTU K €ro NoBpeXaeHuo
W, KaK cneacrtene, Ctatb I'IpVI‘-II/IHOI7I OonacHOCTW And nauneHTa, nonb3oBaTend U TpeTbux nny,.



Ksanudmkaumnsa nonb3oBatens
MeawnumHckoe nagenue 66110 pa3paboTaHo 1 CNPOEKTUPOBAHO B NepBYI0 04epeab Ans Bpayeil.

CootBeTcTBUE AUpekTMBam EC
c E MeaunumHckoe nagenune cootseTcTByeT aAnpekTnse 93/42/EQC.

0297

OTBeTCTBEHHOCTb NPOM3BOAUTENSA

MpounssoanTenb HeceT OTBETCTBEHHOCTb 3a 6€30MacHOCTb, HAAEXHOCTb M MPOU3BOANTENBHOCTb

MEAMULMHCKOrO 134enus ToNbKo NpW yCnoBun coObnoaeHnst cneayowmx yKkasaHui.

> MepguuunHckoe usgenune paspeLuaeTcs UCNonb3oBaTh B COOTBETCTBUN C HACTOSLLEN MHCTPYKUMEN
no aKcnnyaTaumu.

> MepguuymnHcKkoe usgenne He CoaePXUT AeTanen, noanexalyx PeMOHTY cunamm nonb3oBaTens.

> YCOBEpLUEHCTBOBaHVE UM PEMOHT paspeLLaeTcs NPoM3BOAUTL TOSbKO Y aBTOPU3OBAHHOMO OMPMOi
W&H napTtHepa no cepsucHoMy obcnyxuBanuto (cM. cTp. 49).



I'Ipod)eccuouaanoe ucnonb3oBaHue

Me,qVILI'I/IHCKoe nagenuve npeaHa3HavyeHo UCKMIYUTENbHO And HpO(’beCCI/IOHaI'IbHOFO NCnonb3oBaHNA

B COOTBETCTBUN C €ro HasHa4yeHnem npu ycnosuun cobntogeHns ﬂ,elﬁCTByPOLHVIX HOPM Mo OoxpaHe Tpyaa
M npenoTsBpaLlleHno HeCHacCTHbIX CIly4aeB, a Takxe HaCTOFlU.leﬁ WHCTPYKUMU MO 3KChyaTauun.

MoproToBka u O6CJ'Iy)KVIBaHVIe MEeANUMHCKOro n3genua paspeLlaroTca Tonbko nmyam, 03HakoOMJ1EHHbIM
C NpaBunamu I/IHCbeKLlI/IOHHOVI 6GesonacHocTy, 3alnTbl MegnepcoHana n nauneHToB.

Pupma W&H He HeceT rapaHTuiiHbIx 0693aTenbCTB ¥ OTBETCTBEHHOCTU MO MHBIM NPETEH3NSM B Clyyae
HeHanexallero NpUMEHeHUst (HanpuMep, HapyLleHust TpeboBaHUIA TMIMEHBI 1 MPaBUN YXOAa 3a U3envem),
HecobntoAeHNs yKa3aHWn U pekoMeHAaLUmWIi, UCNONb30BaHUS MPUHAAIEXHOCTEN M 3anacHbIX YacTen,

He paspeLLeHHbIX K npumeHeHunto drpmoin WEH.

@: 060 BCEX CEPLE3HBIX MPOUCLLECTBUSIX, CBA3AHHBLIX C MEAULMHCKMM U34eNnnem, He0b6XxoaMmo
co006LLaTb NPOVN3BOANTENIO U KOMNETEHTHLIM opraHam!



2. YKa3aHus no TexHuke 6e3onacHoCTH

Mepen nepBbIM BBOAOM B 9KCMyaTaLyio MeULMHCKOE M3aenve OOMKHO HaxoanTbes

B NOMELLEHUN C KOMHATHOM TeMNepaTypor B TeYeHne 24 4acos.

Mpwn paboTe ¢ MeaANLUHCKMI U3OENUAMU Pa3peLLaeTcs UCMOoNb30BaTh TOMLKO NoAaKLLme
YCTaHOBKW, KOTOPbIE COOTBETCTBYIOT TpebosaHuam Hopm IEC 60601-1 (EN 60601-1)

n IEC 60601-1-2 (EN 60601-1-2).

ObecneynBariite Hagnexalime yCrnoBusi IPUMEHEHUS 1 OXTaXAEHNS.

Heobxoaumbl nocTosiHHAs Noaada NoaxoAsLLel OXNaxaatoLLen XaKoCcT B 4OCTaTOMHOM obbeme
1 Hagnexalyuin oTcoc.

B cnyyae npekpalleHus nogaun oxnaxaaroLle Xuakoctn HeobxoaMMo HeMeANeHHO BbIKIOYNTb
MeOMLMHCKOe n3genve.

Mepen KaxablM UCNONL30BaHVEM NPOBEPANTE MEANLIMHCKOE U3Aenne Ha NpeaMeT NoBpexaeHui
1 HelOCTaTOYHOrO 3aKpenneHus Aetanen (Hanpyumep, KHOMoK).

[Mpun HanM4Mn noBpexXaeHU He UCMONb3YNTe MEeAULMHCKOE U3aenue.

YcTaHoBuTe nnu ycTaHaBnmBanTe MeauLMHCKoe nsgenme TonbKo Nnocne nofHOW OCTaHOBKU
moTopa.
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3anpetuaeTtcs npukacaTbCs K BpaLlaioLemMycs unu paboTaroLLemy no UHepLimum nocne
BbIKIOYEHNS NHCTPYMEHTY.

Mepen KaxablM UCNONL30BaHWEM BbINONHANTE NPOBHOE BKMOYEHNME.

He ponyckaiite neperpesa o6pabaTbiBaeMoro yyacrka.

He ponyckainte KOHTaKTa MSArKUX TKaHEMN C rofloBKOM NPSIMOrO HAaKOHEYHMKa (ONacHOCTb OXora
n3-3a Harpesa KHomMku)!



MegamumHcKkoe n3genue oTM4aeTcs NoBbILWEHHbIM kKo3dhdmUmMeHTOM nonesHoro aenctaus (KMNo)
B CPABHEHWW C TPAAULMOHHBIMU YrNOBBIMW HAKOHEYHUKAMM W UCMOMNb3YETCs C MPUBOAHBIMU
yctaHoBkamu compmbl W&H Implantmed SI-9xx, SI-10xx, Elcomed SA-2xx n SA-3xx.

Mpu ncnonb3oBaHUM NPUBOAHBIX YCTAHOBOK, HE CEPTUMULIMPOBAHHBIX ANS UCNONb30BaHUS

C JaHHbIM MEAWLUHCKUM U3AeNneM, crielyeT CHU3UTb HEOOXOAMMBIA KPYTALLMIA MOMEHT npuon.
HanonoBuHy. MosicHeHWe: AnNs OCTUXEHUS MOMEHTA BpaLuatoLerocs UHCTpymeHTa 50 H-cm
KpyTALWMA MoMeHT ycTaHoBku W&H Elcomed 100/200 cnepyet HacTpavBath Ha 30 H-cm.

Mcnonb3oBaHue MEAULMHCKOTO U3AENNS C XMPYPrMYeckmMiu ycTporicTBamm nomMmmo Implantmed
SI-9xx, SI-10xx, Elcomed SA-2xx n SA-3xx, B 0CO6EHHOCTU C ycTponcTBamu 6e3 yHKLMK
KanmbpOoBKU, COMPSIKEHO C PUCKOM (OMaCHOCTbIO TPABMUPOBAHWSI), KOTOPbIN AOMKEH YYNTbIBATLCS
nonb3oBartenem. ®upma W&H HacTosiTenbHO pekomeHayeT He AonyckaTb Nogo6HOro
MCMOMb30BaHMS.

OTBETCTBEHHOCTb NEXUT UCKMIOUUTENBHO Ha nonb3osatene. [pon3BoanTenb He HECET HUKaKOM
OTBETCTBEHHOCTMU.
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OuuncTka m chny)KuBaHMe nepeg nepBbiM UCNoJib3oBaHNEM

v

Me,D,VILWIHCKOB nsgenuve nocrtaBnAaeTca 3aBapeHHbIM B NOJTUITUNEHOBYIO MNEHKY

A 1 He CTEPUNMN3OBAHHbBIM.

[MonuatuneHosas nneHka un ynakoBKa CTepunusaymn He nognexar.

v

v

> [Mpoun3BeanTe O4NCTKY, AE3MH(EKLMIO U CMa3Ky MEAULMHCKOro N3aenus.
A Mpon3BeanTe CTEPUNN3ALMI0 MEANLMHCKOTO U3LENUS, UMbl 47151 O4UCTKM KaHarnoB.,
Y-pacnpenenutens, 3aX1MMoB cripest U TpyOKku oxnaxaatoLen XXnakocTh ANsi BHYTPEHHEro
oxnaxgaeHus bopa.
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3. OnucaHue nsgenusa

@ Kronka

@ LLlecTnyronbHas cuctema 3axuma

© TpyGka oxnaxaatoLen KUAKocTy
AN BHYTPEHHEro oxnaxaeHus 6opa

O 3axum cnpest 4ns cUcTeEMbI
BHYTPEHHETO OXITaXAEHMS
Kirschner/Meyer

O 3axum cnpest 6e3 cucTembl
BHYTPEHHETO OXITaXAEHMS

0 Y-pacnpegenurens

@ Virna ans ouncTKM kaHanos

13



4. Beoa B akcnnyartauuio YcTaHoBKalcHATHE

3axum cnpes

9 Tpy6ka oxnaxaatoLemn XXuaKocTn ans
BHYTpPEHHero oxnaxaeHus 6opa

@ YcraHosuTe 3axum cnpes.
@ BcrasbTe TpyGKy OXNaxaatoLLei XuakocTu
ANs1 BHYTPEHHero oxnaxaeHus 6opa.

unu
© CHumvuTe TpyBKy OXNaxaatoLlen KMaKocTy

A1 BHYTPEHHEro oxnaxaeHns Gopa.
O CHumuTE 3aKMM Cripes.

14



MeguuuHckoe nsgenuve

3anpeLlaeTcs ycTaHaBnMBaTh U CHUMATb
MeULMHCKOe U3Aenne BO Bpems ero
aKkcnnyatauuu!

© CoeanHuTe MeAMLIMHCKOE n3aenve
C MOTOpOM.

@D Mpu ncnonb3oBaHMK cTonopa
NPOTUB BpaLeHUsA Mexay MOTOPOM
M MEAULMHCKUM U3aennem:
CM. MHCTPYKLMIO MO 3KCnnyaTauum 6roka
ynpaBneHus.

A @ lMpoBepbTe HAAEXHOCTL KPEMIeHNs.
unu

© CHumnte MeanymHcKoe nsaenune.
15
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Y-pacnpegenurtenb

@: Tonbko npu MCMoNb30BaHUM TPyGKU
oxnaxaatoLLeit XuakocTu Ans
BHYTPEHHEro oxnaxaeHus Gopa.

© HagsuHbTe WNaHr oxnaxmaroLen XUaKocTu
Y-pacnpegenutensi Ha TpybKy oxnaxaaroLien
XKNOKOCTU 32>KMMOB Crpest 1 Ha TpybKy
oxNnaxgatoLLen XMaKoCcTu ANs BHYTPEHHEro
oxnaxgaeHus bopa.

@ BcrasbTe Y-pacrnpefenurens B WNaHr 4ns
cnpesi.

mnnun

© CHumvuTe Y-pacnpenenutens.



Bpau.talou.wlec;l WHCTPYMEHTbI

A\

A

> VcnonbayiiTe BpaLlaoLmecs UHCTPYMEHTbI TONbKO B 6E3yNpeYHOM COCTOSIHWW U CrieauTe
3a HanpaBneHneM BpalleHUs BpallatoLLlerocs MHCTpymeHTa. Cobnioaaiite MHCTPYKUUM
NPOV3BOAUTENS.

> BcTaBnsiiTe BpaLLaroLLWiACS UHCTPYMEHT TOMbKO MOCHE MOMHOWM OCTAaHOBKW MEeAULIMHCKOTO
usgenvs.

> 3anpelyaeTcs NpukacaTbCsl K BpallatoLeMycs unu paboTaroLemy no MHepLmMm nocne
BbIKMOYEHUS] UHCTPYMEHTY.

> 3anpeLyaeTca HaXUMaTb KHOMKY MeaWLUHCKOro U3AENWS BO BPEMs! UCMOMNb30BaHUs. 1o
NPUBOAMT K OTAENEHUIO BPALLAIOLLErocst MHCTPYMEHTA, MOBPEKAEHWIO CUCTEMbI 3aKUMa U/
K HarpeBy MeZuLMHcKoro nagenusi. OnacHocTb oxora!

Ecnu kpyTawwmin MOMEHT BpaLlaroLlerocst MHCTpyMmeHTa npesbiwaeT 30 H-cm, To cnegyet
1CMonb3oBaThb 3aKaneHHble cTepxHu 6opos (> 50 HRC, > 520 HV, onacHocTb Aedopmaumn).

17
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3ameHa BpalLaloLerocsi UHCTPYMeHTa
> C BHYTpeHHUM oxnaxaeHnem bopa

> Be3 BHyTpeHHero oxnaxaexHus bopa

> C WeCTNyronbHON KOHTAKTHON YacTbio
> [nameTtp MHCTpymMeHTa 2,35 MM

@ BcraBbTe TpybKy oxnaxaaroLei XuakocTu
1151 BHYTPEHHEro oxraxaeHus bopa.

mnnun

@ CHumute TpybKy OXNaxaaroLLemn XugkocTy
ANt BHYTPEeHHEero oxnaxaeHus 6opa.

@ BcraBbTe BpallaloLLmiicst MUHCTPYMEHT
B TpyOKy oxnaxaatoLyes Xuakoctu fo
ynopa (a).

© HaxmuTe KHOMKY 1 NOBEPHWTE BpaLLatoLLniics
VHCTPYMEHT A0 Lienyka (b).



&2%

Y
\

%

A O TMpoBepbTe HAAEXKHOCTb KPEnmneHus.
nnn
© HaxmunTe KHOMKY 1 CHUMUTE BpaLLAIoLMIACs

VHCTPYMEHT.

@: [nsa 3aka3a COOTBETCTBYHOLLErO
BPaLLAKLLEroCst MHCTPYMEHTa
C LUECTUYrONbHOM KOHTAKTHOM YacTbHo
obpallainTeck K aunepy UMNIaHTaToB.

19



MNpo6GHoe BkNloYeHue

A He Aepxnte meauumHCcKoe nsaenne Ha yposHe rnas!

> BcTaBbTe BpaLLaloWMUACA UHCTPYMEHT.
> BkounTe MeguumHCKoe nsgenue.

B cnyyae oGHapyxeHust HevcnpaBHOCTEl Npy 3KcnnyaTauuy (Hanpumep, BUGpauumn, HeoGbIYHbIX
LUYMOB WNU HarpeBa, NpekpaLleHnst Noaayun oxnaxaaroLen XXMaKoCTU U HerepMeTUYHOCTH)
Heo6X0AMMO HEMeANEeHHO BbIKNIYMTb MeauLIMHCKoe u3aenue 1 obpatntbes

k aBTOpr3oBaHHOMY chvpmoii W&H napTHepy no cepBrcCHOMY 06CNyXMBaHULO.

20



5. OuncTka n o6cnyxmnBaHue O6Lme ykasaHus

@D > Cobntofaite MECTHbIE U HALMOHAmNbHbIE 3aKOHbI, AVPEKTUBbI, HOPMbI U CTaHAAPThI MO OYUCTKE,
LE3UHGEKLMM 1 CTepUNU3aLUK.

A > McnonbayiTe 3alUUTHYIO OAEXAY, 3aLUMUTHLIE OYKM, 3aLUTHYIO MAcKy 1 nepyaTku.

> [1Nsi py4HON CyLLKM UCNONb3YNTE TONMbKO OTUNbTPOBAHHbBIN CxaTbI BO3aAyx 6e3 coaepxaHus
macrna ¢ MakcumarbHbIM paboynm gasneHvem 3 6ap.

21



YucTtawme n gesmHduumpyowme cpeactaa

A

22

> CobniofaiTte ykasaHusi, UHCTPYKLWW 1 NpeaynpexaeHnsi NpoM3BOANUTENER YNCTSALLMUX M/Mnu

AE3NHMULMPYIOLLMX CPEACTB.

Mcnonb3yiiTe TONbKO YMCTSLLME CPeaCcTBa, NPpeAHa3HaYEHHbIE AN OYUCTKU U/Unu ae3nHdekLmmn
MeOMLMHCKUX U34enuiA U3 meTanna v nnactmaccbi.

B obs3aTensHOM nopsiake cobniogante ykasaHus NpovM3BoanTens AesanHduumpyoLlero cpeactasa
0 KOHLIeHTpauun 1 BpeMeHn obpaboTku.

Mcnonbayinte gesnHpuympyiolime cpeactea, ahhekTMBHOCTL KOTOPbIX Bbina npoBepeHa

1 Npu3HaHa, HanpumMep, cneayowmmmn oprasusauyusamu: Verbund fir Angewandte Hygiene e.V.
(VAH = O6uwectso npuknaaHoii rurvuenbl Iepmanin), Osterreichische Gesellschaft fiir Hygiene,
Mikrobiologie und Praventivmedizin (OGHMP = AscTpuiickoe 06LLeCTBO rUrneHsl, MUKpobronorim
1 npodmnakTuyeckon meamumtbl), Food and Drug Administration (FDA = Ynpasnexue

No KOHTPOIMIO 3a MULLIEBLIMM NPOAYKTAMU U NekapcTBEHHbIMK cpeacTBamu) unu U.S. Environmental
Protection Agency (EPA = Arentcteo CLUA no oxpaHe okpyxatoLei cpeabl).

Ecnu ykasaHHble YncTswwme v Ae3MHUUMpYIOLLME CPEACTBa HedOCTYMHbI, NoNb30BaTenNb 06513aH
NOATBEPAUTHL COOTBETCTBUE NPUMEHSIEMOrO UM METOAA YCTaHOBIEHHbIM TPEGOBAHMSM.



OuuncTka u o6cnyxmuBaHue OrpaHu4eHUsi Npu NOAroToBKe

A

A

Cpok cny6bl 1 paboTocnocOGHOCTb MEANLIMHCKOrO U3AeNns B 3HAYNTENbHOWM CTENEHW 3aBUCAT
OT MexaHU4ecknx BO3LENCTBUIA Ha HEro BO BpeMsi paboTbl U AECTBUS XMMUYECKUX BELLECTB MpU
NMOArOTOBKE.
> OTnpaBnsiiTe U3HOLLIEHHbIE UMW NOBPEXAEHHbIE MeANLMHCKUE U3AeNnUst U/unu nsnenus

C U3MEHEHVEM XapaKTEPUCTUK MaTepranoB aBTopudoBaHHomy dupmoi W&H napTtHepy

no CEPBUCHOMY 0BCMYXMBaHUIO.

Linknbl noarotoBku

> Mbl pekomeHayem NpoBOAUTL PErynsipHOe CepBUCHOE 0OCMYXMBaHWE MEAMLMHCKOrO 13genus
W&H nocne 1000 yu1knoB noaroToBKW UNW OAHOMO rofa UCMOMb30BaHMWS.

> Mbl pekomeHayem 3ameHsiTb Y-pacnpegenutenbs Yyepes 50 LMKNoB NOAroTOBKY.

> Mbl pekomeHayem 3aMeHsTb 3axumMbl cnpes Yyepes 100 LuKIIoB NoAroToBKU.

23



OuuncTka u o6cnyxmuBaHue MepBuyHasa obpaboTka B MecTe NpMMeHeHUs

Mpon3BoanTe 0YMCTKY MEAULIMHCKOTO M3MENUs CPasy e MOCIe Kaxaoro NpuMeHeHus,
A 4TOGbI yAANUTL BO3MOXKHYHO MOMABLLYH BHYTPb XUAKOCTb (Hanpumep, KpOBb, CRIOHY U T. 4.)
1 NpefoTBpaTUTb 3aKNMHUBaHNE BHYTPEHHUX AeTaneil.
> [aiiTe MeamumMHCKOMy U3aenuio nopaboTaTth Ha XONOCTOM X0y B TedeHne He MeHee 10 cekyHA,.
> ObecneybTe NPOMbIBKY BCEX BbIXOAHbLIX OTBEPCTMIA.

> TwwaTenbHo NpOTpUTE BCHO NMOBEPXHOCTb MEAMULIMHCKOTO U3LENUS Ae3VHMDULMPYOLLMM CPELCTBOM.
> 13BneknTe BpaLlaoLMACa UHCTPYMEHT.
> CHUMUTE MeaMLMHCKOe U3aenue.

@D O6paTnTe BHUMaHUe Ha TO, YTO UCMOMNb30BaHWE Ae3MHMULMPYIOLLUX CPEACTB NPU NPeABapUTENbHONM
06paboTke CNy>XWUT TONMbKO AN MHANBUAYANbHOW 3aLUMThbl U HE 3aMeHsieT cobon aTana Ae3vHpekLum
nocrne O4YUCTKU.



OuuncTka u o6cnyxmuBaHue

PyyHas ouncTka

Pa36opka MmeguUMHCKOro usaenvs
© CHumuTe TPYOKY OXNaxaaroLLe XnaKoCTU

ANsl BHYTPEHHero oxnaxaeHvs 6opa.
@ CHumuTe 3aK1M cripes.
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3anpeLyaeTcs noveLlaTb MEAULIMHCKOE U3Aenue B Ae3MHMDULMPYIOLWWA pacTBOP WK YIbTPasByKOBYIO
Kamepy!

OuncTute MeanUMHCKOe N3aenve nog cTpyen nutbesor Bogbl (< 35 °C/95 °F).
MpoMoiiTe N OUNCTUTE LLETOYKOW BCE BHYTPEHHWE U HAPYXKHbIE MOBEPXHOCTY.
Heckornbko pa3 nepemectuTe NoaBUXHbIE YacTy Brepea-Ha3as.

Ypanute ocTaTkv XUAKOCTH C MOMOLLbIO CXaToro Bo3ayxa.

vV V V VvV
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OumncTKa BHELWHUX TPYy6OoK oxnaxaaroLien
XKMOKOCTH

@: TpyOKy oxnaxaatoLLemn XuakocTu ans
BHYTPEHHEro oxnaxaeHus 6opa, 3axumsl
cnpest U Urny Anst O4UCTKM KaHanos
MOXHO OYMLLaThb B yNbTPa3ByKOBOM
Kamepe u/vnu annapate A8 OYNUCTKM
1 AesnHgekumn.

(1 @ MOMOLUbBK UMbl ANA OYUCTKU KaHaloB
OCTOPOXHO yaannte rpadb N OTIIOXKEeHUA
13 BbIXOAHbIX OTBepCTVII7I.
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@ C nomoLbio CxaToro Bo3ayxa npogyite
TPYBKyY OXNaxaatoLLeit XMAKOCTU 1 BbIXOAHbIE
0TBEPCTHS.

@: B cnyyae 3acopeHusi BbIXOAHbIX
OTBEPCTUIA Unm Tpyook
oxnaxaatoLleii Xuakoctn obpaTutech
K aBTOPM30BaHHOMY (hMPMOWA
W&H napTHepy no cepsucHomy
obcnyxvBaHuto.



OuucTtka Y-pacnpegenurens
Y-pacnpegenuTeris MOXHO o4unLLaThb
B yNbTPa3ByKOBOW kamepe u/vnum

annaparte ana O4UCTkn n D,e3I/IHCbeKLlI/|I/I.

@ TMpomoiite cTpyeii NMTLEBOI BOAbI
(<35°C/< 95 °F).

@ Ypanute ocTaTku XMAKOCTH C MOMOLLbIO
©XaToro Bosayxa.
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OuuncTtka n oﬁcny)KMBaHVIe ABTOMaTM3MpOBaHHasA O4MCTKa U cMa3ka

W&H pekomeHayeT BbINMOMHATL aBTOMaTU3NPOBAHHYIO O4UCTKY U CMa3Ky C UCMONb30BaHWEM
annapaTta W&H Assistina 3x3.
> CnepnyiTte ykasaHWsiM MHCTPYKLMM NO 3KcnnyaTaumm annapata Assistina.
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OuuncTka u o6cnyxmuBaHue PyuHas gesnHdekums

@D > W&H pekomeHayeT npon3BoauTb Ae3UHEEKLMIO MyTEM HAHECEHWS Ae3UHDULMPYIOLLUX CPEACTB.

@: MoaTeepxaeHne NPUHLMINANbLHOW NPUroAHOCTY MEQULMHCKOro n3aenus ansa acheKTUBHOM PyYHOM
[e3UHMEKLMN BbIAAHO HE3ABUCUMON MCbITATENBbHON NabopaTopuel, Npyu 3TOM NPUMEHSINIOCH
AesuHduumpytowee cpeactso mikrozid® AF wipes (dovpma Schiilke & Mayr GmbH, Hopaepwtear).
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OuuncTka u o6cnyxmuBaHue ABTOMaTM3MpPOBaHHasA OUYUCTKA U Ae3UH(EKLMS

—/

I\
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W&H pekomeHayeT BbINOMNHATL aBTOMaTU3NPOBAHHYIO O4UCTKY M AE3NHAEKLMIO C UCNONb30BaHUEM

annapata ansa ouncTkn un aesvmHgekymm (RDG).

> CobniofanTte ykasaHusi, MHCTPYKLUM U NPeaynpexaeHnsi Npovu3BoaMTENel annapaToB Ans
OYUCTKM M Ae3NHMDEKLMMN, YACTALLUX N/Mnu Oe3NHDULMPYIOLLUX CPEACTB.

[MoaTBepxaeHne NpUHUMNUanbHOM NPUrogHOCTN MeAULMHCKOro n3genus ansg 3 ekTMBHom
aBTOMaTU3NPOBaHHOM Ae3nH(EKLMM BbliAaHO HE3ABUCUMOW UCnblTaTeNbHOM NabopaTopuen, npu
3TOM NPUMEHANUCL annapaT Ans 04McTKM 1 ae3nHdekuum Miele PG 8582 CD (Miele & Cie. KG,
MoTepcno) n unctsiwee cpeacteo Dr. Weigert neodisher® MediClean forte (Dr. Weigert

GmbH & Co. KG, Mambypr) cornacHo Hopme ISO 15883.

> Ouuctka npu 55 °C (131 °F) — 5 MuHyT

> [esuHdekuymsa npm 93 °C (200 °F) — 5 MuHyT



ABTOMaTM3UpPOBaHHAs OYUCTKA
1 Ae3vHdeKuns BHELIHUX TPYOOK
oxnaxparoLiei XXUAKOCTU U 3aXUMOB cnpesi

@D Wcnonbayiite komnnekT agantepos W&H
REF 07233500.

© Bxpytute anantep W&H B aganTep Ha peiike
NHXeKTOopa.

@ HasuHTUTE NpoMexyTouHbIn agantep W&H
Ha agantep W&H.

© HapgeHbTe cunukoHoBbIN WwnaHr W&H
Ha npomexyTouHbIvi agantep W&H.

O BcrasbTe BHELLHIOW TPYGKy oxnaxaaroLLei
XNOKOCTK, TPYOKY OXnaxaatoLLen XnakocTu
[Nsi BHYTPEHHEro oxnaxaeHus 6opa,
Y-pacnpegenutesnb Unm 3axum crnpes

B CUNMKOHOBbIN WwnaHr W&H.
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OuuncTka u o6cnyxmuBaHue Cyuika

> YbeaumTech B TOM, YTO BHYTPEHHME N HapYy>XHbl€ NOBEPXHOCTU MeAUUNHCKOro n3genma nosiIHoCTbo
BbICOXJIN NMOCNE O4YUCTKU U ,CI,ESVIHd)eKLl'VIVI.
> Ypanute octaTku XXUOKoCTu C MOMOLLbIO CXaToro Bo3agyxa.

34



OuuncTka u o6cnyxmuBaHue KoHTponb, o6cnyXuBaHue u npoeepka

KoHTponb
> [Nocne o4ncTkm 1 geanHdekLnn npoepbTe MEANLMHCKOE U3LAENNe Ha OTCYTCTBUE NOBPEXOEHUN,
A BUOMMbIX OCTaTKOB 3arpsi3HEHWI, a Takke Ha USMEHEHWE COCTOSIHWS NOBEPXHOCTEWN.
> BbINONHWUTE NOBTOPHYIO MMIMEeHNYeCKyto MOAroTOBKY 3arps3HEHHOro MeAULIMHCKOrO U3aenus.
> locne o4ncTkn, AE3NHMEKLMN 1 CMa3KN BbINOHATE CTepUnU3aLmio cobpaHHOro MeanLMHCKOro
nsgenus.
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Cwmaska

0 > [NpounssoagunTte cmasky Cyxoro MeauLMHCKOro U3Aenns cpasy xe nocne O4UCTK U/nnm
Ae3nHdeKLMN.

PekomeHAayeMble LUKIbI 06CNyXMBaHUA
> Obsa3aTenbHO Nocne Kaxaon O4UCTKN BHYTPEHHEN NOBEPXHOCTU
> [epep kaxpgon ctepunusaymen

C ucnonb3oBaHuem cnpes Service Oil F1, MD-400 cdoupmbl W&H

> CnepyiiTe yka3aHnsim Ha 6annoHe Co CNpeem 1 Ha ynaKkoBkKe.

unm

C ucnonb3oBaHueM annaparta Assistina W&H

> CnepyiTe yKasaHuUsM MHCTPYKLMM MO SKcnnyaTauum annapata Assistina.
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MpoBepka nocne cMasku

A\

> HanpaBbTe MeguuuHCKoe U3genve BHUS.
> Bknounte meauumHckoe nagenue, Ytobbl BLICTYMWIO U3NULLHEE MacHo.
> ManuiwHee macno MoxeT NpUBECTM K NEpPerpeBy MeAULMHCKOrO U3aenusl.
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OuuncTka u o6cnyxmuBaHue

YnakoBka

A\

38

MomeLllaiiTe MeaMLMHCKOE U3Aenue 1 NPUHAANEXHOCTY B YNaKoBKY ANs cTepunusaumm,
OTBEYAIOLLYIO CrieayowmnM TpeGoBaHNsaM.

> YnakoBka Ansi CTepunu3anmm JomkHa 0TBeYaTh Ae/CTBYOWMM HOpMaTUBaM Mo KauyecTBy
1 cnocoby nprMeHeHUs 1 BbITb NPUrOAHON ANS UCMONb3YEMOro MeTofa CTEPUIU3aLIUN.

> YnakoBka Afisl CTepunmsauum AoimkHa MMETb AOCTaTOYHbIe pa3mepbl Al CTEPUN3YEMOro
npoaykTa.

> YKOMNneKkToBaHHas ynakoBka ana ctepunu3aunn He OomkKHa HaxoanTbCa nNog MexaHn4eCckum
HanpshXeHnem.



OuuncTka u o6cnyxmuBaHue Crepunusauus

&

>p B

dupma W&H pekomeHayeT BbINonHATb cTepunusaumio cornacHo EN 13060, EN 285 unu
ANSI/AAMI ST79.

> Cobntofaiite ykasaHusi, MUHCTPYKLUM 1 NpeaynpexaeHns NpoM3BOAUTENS NapoBbiX
CTepunn3aTopoB.
> BbIGpaHHas nporpamma JosmkHa GbiTb NPUrOAHON AN UCNONb3YEMOr0 MEANLMHCKOTO U3AENUs.

> CHUAMUTE 3aXMM Cnpesi C MeAULMHCKOro U3Aenus 4o cTepunmaaumm.

> lNpousseaute ctepunuaalumio 3axuma cnpest ¥ MEAULIMHCKOrO U3LENNs.
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PekomeHAyeMble LUKIbI CTEpUn3anmum

> [lapoBas ctepunusauus (tvn B, N)

> [NpogomkuTenbHOCTb cTepunuaauum He medee 3 MuHyT npu 134 °C (273 °F), 4 muHyT npn 132 °C
(270 °F), 30 muHyT npun 121 °C (250 °F)

> MakcumanbsHasa Temnepatypa ctepunusauum 135 °C (275 °F)

@D MoaTeepXaeHe NPUHLMNMATBHON NPUrOAHOCTU MEAULMHCKOTO U3AENNUS ANs 3PeKTUBHO
cTepunm3aLmm BbifaHo HE3aBUCKUMOI UCTbITaTENbHON NabopaTopueid, Npy 3TOM NPUMEHSINUCH
naposowi ctepunuaatop LISA 517 B17L (dpmvpma W&H Sterilization S.r.l., BpysanopTo [BG])

1 naposoii ctepunusatop CertoClav MultiControl MC2-S09S273 (pupma CertoClav GmbH, TpayH).

Dynamic-air-removal prevacuum cycle (tvn B): Temnepatypa 134 °C (273 °F) — 3 MUHyTbI*
Temnepatypa 132 °C (270 °F) — 4 MuHyTbI*/**

Gravity-displacement cycle (Tun N): Temnepatypa 121 °C (250 °F) — 30 MuHyT**

* EN 13060, EN 285, ISO 17665
** ANSI/AAMI ST55, ANSI/AAMI ST79
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OuuncTka u o6cnyxmuBaHue XpaHeHue

A\

> XpaHuTe CTepunn3oBaHHy0 NPOAYKUMIO B 3aLLMLLEHHOM OT MbISI 1 CYXOM MecTe.
> CpOK XpaHeHusi CTEPUITM30BaHHON NPOAYKLMM 3aBUCUT OT YCMOBWIA XPaHEHUS U TUMa YNaKOBKMU.
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6. CepBuCHOe o6cnyxnBaHue

PemoHT 1 Bo3Bpar

B cnyyae obHapyxeHUs HemcnpaBHOCTEN NpU 3KCNnyaTauum HemeaneHHo obpaTuTech K aBTOPU30BaHHOMY
dupmoit W&H napTHepy no cepBucHoMy obCmyXuBaHwio.

PeMoHT 1 obcnyxumBaHue paspeluaeTcs Npou3BOANTL TOMNbKO Yy aBTopu3oBaHHoro dpupmoii W&H naptHepa
0 CEPBUCHOMY 0BCMYXMBaHWIO.

> YbeauTechb B TOM, YTO MEAMLIMHCKOE M3aenne nepes BO3BPaTOM MOSHOCTLIO MPOLLO NpoLEece
NOArOTOBKM.
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7. NMpuHaaneXxHocTn u 3anacHble Yyactn W&H

Mcnonb3yinte TONbKO OpUriHanbHble NPUHAANEXHOCTY U 3anacHble Yyactu pupmbl W&H nnm
NPUHAANEXHOCTK, pa3peLleHHble kK npumeHeHnto drpmoin W&H! MocTtaBwwmk: naptHep dvpmbl W&H

000301xx  Assistina 301 plus
19922000  Assistina 3x2 (MB-200)
19923000  Assistina 3x3 (MB-300)
30310000  Assistina TWIN (MB-302)
10940021  Service Oil F1, MD-400 (6 pcs)
02038200 Apantep gns cnpes
02015101  Wrna gns o4ncTku KaHanoB
06016400  Y-pacnpepenutens (3 pcs)
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02610500
07233500
04757100
05051000
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Tpy6ka oxnaxaatoLLeit XXUAKOCTU Anst BHYTPEHHero oxnaxaeHus 6opa
KomnnekT agantepoB ans npubopa Ans 0UUCTKU U Ae3nHGEKLN

3axum cnpes ansa cuctembl BHyTpeHHero oxnaxaeHus Kirschner/Meyer (3 pcs)
3axum cnpes 6e3 cUCTeMbl BHYTPEHHErO oxnaxaeHust (3 pcs)



8. TexHn4yeckue gaHHbIe

YrnoBow HaKOHeYHUK WI-75 E/KM
[NepepaToyHOe OTHOLLEHME 20:1
LiBeToBas mapkmpoBka 3eneHbIn
MprcoeanHeHne MoTopa B COOTBETCTBUM C HOPMOIA ISO 3964
Bpaluatowmecs UHCTPYMEHTHI 1ISO 1797-1 (@ B MM) 2,35
MakcumansHo gonyctumas anvuHa 6opa (Mm) 45*
MwHUManbHas AnuHa saxuMa [0 Lenyka
MakcmmarnbHoe Yncno o60poToB NpuBoaa (06/MuH) 50 000
KonnyecTtBo oxnaxaatoLuent Xnakoctu 1ISO 7785-2 (Mn/MuH) > 50
MakcrmanbHbIi KpYTALLMIA MOMEHT BpaLLAoLLErocst MHCTPYMEHTa (H-cm) 70
Mpu ncnonb3oBaHWM BpaLLaloLLerocs MHCTPYMEHTA C LUECTUYTONTbHON KOHTAKTHOW YacTbio (H-cm) 105

06/MWH (KOn-Bo 060POTOB B MUHYTY)

ﬁ * I'Ipm ncnonb3oBaHUM yANMHEHHbIX BPaLLALWNXCA NHCTPYMEHTOB HYXXHO obecneunTb Hagnexatine ycnosua

NPUMEHEeHNA N UCKNKYNTb ONAacHOCTb ANA NoNb3oBaTenNsd, NauueHTa U OKpyXatoLmx.
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TemnepaTypHble XapakTepUCTUKU

A Temnepatypa MeaWLMHCKOro U3genusi Co CTOPOHbI nonb3oBatens: He 6onee 55 °C (131 °F)
TemnepaTtypa MeanUMHCKOro U3AENUSt CO CTOPOHbI NaLMeHTa: He 6onee 50 °C (122 °F)
Temnepatypa pabouyeii YacTu (BpaLlaroLLErocs MHCTPYMEHTA): He 6onee 41 °C (105,8 °F)

YcnoBus okpyxatowien cpeabl
Temnepatypa Npu XpaHeHUN 1 TPAHCMOPTUPOBKE: ot -40 °C po +70 °C (ot -40 °F go +158 °F)
BnaxHocTb Bo3ayxa npu XpaHeHun n TpaHcnopTupoBke: oT 8 % Ao 80 % (oTHocuTenbHas),

6e3 koHaeHcaLum
Temnepartypa npw akcnyarauum: o1 +10 °C po +35 °C (o1 +50 °F go +95 °F)
BnaxHoCTb BO3ayxa npu akcnnyaTtauuu: oT 15 % po 80 % (oTHoCUTENbHas),

6e3 koHaeHcaLmm
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9. YTunusauums

A ﬂpm yTmnusauun yGe,quer B TOM, YTO AgeTann He 3apaxeHbl.

CobrniofaiiTe MECTHbIE 1 HaLWOHabHbIE 3aKOHbI, AMPEKTVBLI, HOPMbI 1 CTaHAAPTLI MO YTUAM3ALMUN.
> MeanumHckoe usgenue
mmm > YNaKoBKa
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UHdopmaumua o rapaHTum

[OaHHoe mMeauumHekoe nagene W&H 6bio M3roToBNEHO BbICOKOKBANMMULIMPOBAHHLIMU CNIELMancTamm ¢ npeaesisHom
TLATENbHOCTb. MHOrOUNCEHHbIE UCTIBITAHWS Y KOMMNEKCHBI KOHTPOSb Ka4ecTBa rapaHTUpYIoT ero 6e3ynpeyHyto
paborty. Mpocum Bac UMETb B BUAY, YTO NPETEH3UN B PaMKax rapaHTUiiHbIX 06513aTeNbCTB MOTYT NPeabsBIATLCS TOMBKO
Mpw yCrioBuy COBITOAEHNS BCEX YKasaHUii COrmacHo NpunaraemMoi UHCTPYKLWW Mo SKCryaTaLum.

®upma W&H HeceT OTBETCTBEHHOCTb Kak Npov3BoAuTerNb 3a AedekTbl MaTepuana unm HekayecTBeHHoe
M3roTOBMEHME B TeYEHME rapaHTMIMHOIO CpoKa ANUTENbLHOCTLIO 12 MecsiLeB ¢ AaThbl MOKYNKK. MpuHagnexHocTn
1 pacxofHble MaTepuanbl (Tpy6ka oxnaxaarolen KUAKOCTH, 3aXXUMbl CNpesi, Urna ANsi OYMCTKU KaHamnoB,
ajanTep Ana cnpes, KOMNMEKT aganTepoB) He NoANaAaloT noj AeNCTBUE rapaHTUNHbBIX 065A3aTenbLCTB.

Mbl He HeceM OTBETCTBEHHOCTU 3a NOMOMKM NO NPUYKHE HENPABUIBLHOTO 0OPALLEHNS UM PEMOHTA, BbINONHEHHOTO
cunamu TpeTbUx NiL, He YNOMHOMOYEHHBIX Ha 3To chupmont WEH!

MpeTeH3unmn no rapaHTuitHbIM 06513aTeNbLCTBAM CreayeT NPEABABNAATL MPU HANMYUM YeKa NMOCTaBLUMKY Unn

aBTOpu3oBaHHOMY dmpmont W&H napTHepy no cepBucHoMy obcnyuBaHuio. B cnyyae okasaHusi rapaHTURHbBIX
YCIyr rapaHT1si U CPOK AENCTBUSI rapaHTUiiHbIX 06513aTENbCTB He NPOANeBatoTCs.



ABTopusoBaHHble oupmort W&H napTHepbl o cepBUCHOMY 0GCNyXMBaHUIO

Mocetute cat dupmbl W&H B UHTepHeTe: http://wh.com

Bribepute nyHKT MeHo «CepBucHoe obcnyxunaHme», YTobbl HaNTK GnvKanWMX K BaM aBTOPU30BaAHHbIX
dupmoit W&H napTHepoB Mo cepBUCHOMY 06CIyXVBaHMIO.

Wnun npockanupyiite QR-koa.
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MpousBoauTtens

W&H Dentalwerk Biirmoos GmbH
Ignaz-Glaser-StraRRe 53, 5111 Birmoos, Austria

t +43 6274 6236-0, f+ 436274 6236-55
office@wh.com wh.com
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C npaBoM Ha U3MEHeHUs
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